
 

 

THE EUROPEAN PARLIAMENT SPECIAL COMMITTEE 

ON THE UNION’S AUTHORISATION PROCEDURE FOR PESTICIDES 

 

 

 

 

 

DOCUMENTATION RELATING TO THE COMMITTEE’S WORK  

FROM FEBRUARY TO DECEMBER 2018 

 

 

Chairman Éric Andrieu 

Rapporteurs Norbert Lins and Bart Staes 

 

 

  

Page 1 of 754



 

 

THE EUROPEAN PARLIAMENT SPECIAL COMMITTEE 

ON THE UNION’S AUTHORISATION PROCEDURE FOR PESTICIDES 

(FEBRUARY - DECEMBER 2018) 

 

 

On 6 February 2018, the European Parliament set up the special committee on the Union’s 

authorisation procedure for pesticides (PEST) to address the growing concerns expressed by 

many citizens following the controversy about the renewal of glyphosate. 

  

The PEST Committee was composed of 30 members representing all the political groups of 

the hemicycle. It was required to evaluate the authorisation procedure for pesticides in the 

European Union, its independence from industry, the transparency of the decision-making 

process and the means available. The Committee had also to consider the roles of all 

stakeholders involved, especially the European Food Safety Authority, the European 

Commission and the national competent authorities. 

 

The Committee held its constituent meeting on 12 March 2018. It had nine months to make 

any recommendation that it considered necessary for the authorisation procedure for pesticides 

to achieve a high level of protection of human and animal health and of the environment. 

 

Over this period, PEST Members heard representatives from thirty organisations at eight public 

meetings aimed at examining the authorisation procedure from all angles. Furthermore, as 

supplement to the hearings, the panellists have answered in writing about 650 detailed 

questions in total. The Committee also made three fact-finding missions to key 

organisations/places. 

 

On 6 December 2018, the PEST Committee adopted with an overwhelming majority its report 

containing factual findings and recommendations as to measures and initiatives to be taken.  

 

On 16 January 2019, Parliament adopted the Report on the Union’s authorisation procedure for 

pesticides. 

 

The work of the PEST Committee is documented in this short compilation. The verbatim 

reports of the hearings are appended. 
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MANDATE OF THE PEST COMMITTEE 

 

European Parliament decision of 6 February 2018 on setting up a special committee on 

the Union’s authorisation procedure for pesticides, its responsibilities, numerical 

strength and term of office (2018/2534(RSO)) 

 

The European Parliament, 

– having regard to the proposal for a decision of the Conference of Presidents, 

– having regard to Regulation (EC) No 1107/2009 of the European Parliament and of the 

Council of 21 October 2009 concerning the placing of plant protection products on the 

market and repealing Council Directives 79/117/EEC and 91/414/EEC1, 

– having regard to Commission Regulation (EU) No 546/2011 of 10 June 2011 

implementing Regulation (EC) No 1107/2009 of the European Parliament and of the 

Council as regards uniform principles for evaluation and authorisation of plant 

protection products2, 

– having regard to Commission Implementing Regulation (EU) 2016/1056 of 29 June 

2016 amending Implementing Regulation (EU) No 540/2011 as regards the extension 

of the approval period of the active substance glyphosate3 and Commission 

Implementing Regulation (EU) 2016/1313 of 1 August 2016 amending Implementing 

Regulation (EU) No 540/2011 as regards the conditions of approval of the active 

substance glyphosate4, 

– having regard to Commission Implementing Regulation (EU) 2017/2324 of 12 

December 2017 renewing the approval of the active substance glyphosate in accordance 

with Regulation (EC) No 1107/2009 of the European Parliament and of the Council 

concerning the placing of plant protection products on the market, and amending the 

Annex to Commission Implementing Regulation (EU) No 540/20115, 

– having regard to its resolutions of 13 April 20166 and of 24 October 20177 on the draft 

Commission implementing regulation renewing the approval of the active substance 

glyphosate in accordance with Regulation (EC) No 1107/2009 of the European 

Parliament and of the Council concerning the placing of plant protection products on 

the market, and amending the Annex to Implementing Regulation (EU) No 540/2011, 

– having regard to the decision of the European Ombudsman of 18 February 2016 in 

Case 12/2013/MDC on the practices of the Commission regarding the authorisation and 

placing on the market of plant protection products (pesticides), 

                                                 
1  OJ L 309, 24.11.2009, p. 1. 
2  OJ L 155, 11.6.2011, p. 127. 
3  OJ L 173, 30.6.2016, p. 52. 
4  OJ L 208, 2.8.2016, p. 1. 
5  OJ L 333, 15.12.2017, p. 10. 
6  Texts adopted, P8_TA(2016)0119. 
7  Texts adopted, P8_TA(2017)0395. 
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– having regard to Regulation (EU) No 182/2011 of the European Parliament and of the 

Council of 16 February 2011 laying down the rules and general principles concerning 

mechanisms for control by Member States of the Commission’s exercise of 

implementing powers8, 

– having regard to the judgment of the Court of Justice of the European Union of 23 

November 2016 in Case C-442/14 Bayer CropScience SA-NV, Stichting De 

Bijenstichting v College voor de toelating van gewasbeschermingsmiddelen en 

biociden, 

– having regard to Rule 197 of its Rules of Procedure, 

A. whereas concerns have been raised about the assessment of glyphosate, in particular as 

to whether an independent, objective and transparent assessment has taken place, 

whether the classification criteria of Regulation (EC) No 1272/2008 of the European 

Parliament and of the Council9 have been properly applied, and whether relevant 

guidance documents have been properly used; 

B. whereas concerns have been raised with regard to the application by the Commission of 

the approval criteria and precautionary principle laid down in Regulation (EC) No 

1107/2009 when granting the technical extension of the approval of glyphosate in 2016, 

when adopting Implementing Regulation (EU) 2016/1313, and when adopting 

Implementing Regulation (EU) 2017/2324; 

1. Decides to set up a special committee on the Union’s authorisation procedure for 

pesticides, vested with the following strictly defined responsibilities: 

(a)  to analyse and assess the authorisation procedure for pesticides in the Union, 

including the methodology used and its scientific quality, the procedure’s 

independence from industry, and the transparency of the decision-making 

process and its outcomes; 

(b)  to analyse and assess, using an evidence-based approach, the potential failures 

in the scientific evaluation of the approval, or renewal of approval, of active 

substances such as glyphosate by the relevant EU agencies, as well as 

compliance by the EU agencies with the relevant Union rules, guidelines and 

codes of conduct in force;  

(c) to analyse and assess, in particular, whether the Commission has acted in 

accordance with the provisions of Regulation (EC) No 1107/2009 when taking 

decisions with regard to the conditions of approval of glyphosate and the 

renewal of approval of glyphosate;  

(d)  to analyse and assess possible conflicts of interest at all levels of the approval 

procedure, including at the level of the national bodies of the rapporteur 

                                                 
8  OJ L 55, 28.2.2011, p. 13. 
9  Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 

December 2008 on classification, labelling and packaging of substances and mixtures, 

amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending 

Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p. 1). 
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Member State in charge of the assessment report drawn up in accordance with 

Regulation (EC) No 1107/2009; 

(e)  to analyse and assess whether the EU agencies responsible for the evaluation 

and classification of active substances are adequately staffed and financed so 

as to enable them to fulfil their obligations; to analyse and assess the 

possibility of commissioning and/or conducting independent research and 

testing, and the financing thereof; 

(f)  to make any recommendations that it considers necessary with regard to the 

Union authorisation procedure for pesticides in order to achieve a high level of 

protection of both human and animal health and the environment; to undertake 

visits and hold hearings to this end with the EU institutions and relevant 

agencies, as well as with international and national institutions, non-

governmental organisations and private bodies; 

2. Stresses that any recommendation of the special committee shall be presented to and, if 

necessary, followed up by Parliament’s competent standing committees; 

3. Decides that the powers and available resources of Parliament’s standing committees 

with responsibility for matters concerning the adoption, monitoring and implementation 

of Union legislation relating to the area of responsibility of the special committee shall 

remain unchanged; 

4. Decides that whenever the special committee work includes the hearing of evidence of 

a confidential nature, testimonies involving personal data, or includes the exchangea of 

views or hearings with authorities and bodies on confidential information, including 

scientific studies or parts thereof granted confidentiality status under Article 63 of 

Regulation (EC) No 1107/2009, the meetings shall be held in camera; decides further 

that witnesses and experts shall have the right to make a statement or to provide 

testimony in camera; 

5. Decides that the lists of people invited to public meetings, the lists of those who attend 

them and the minutes of such meetings shall be made public; 

6. Decides that confidential documents that have been received by the special committee 

shall be assessed in accordance with the procedure set out in Rule 210a of its Rules of 

Procedure; decides further that such information shall be used exclusively for the 

purposes of drawing up the final report of the special committee; 

7. Decides that the special committee shall have 30 members, in accordance with Rule 

199(1) of its Rules of Procedure;  

8. Decides that the term of office of the special committee shall be nine months, except 

where Parliament extends that period before its expiry, and that its term of office shall 

run from the date of its constituent meeting; decides that the special committee shall 

present a final report to Parliament containing factual findings and recommendations as 

to measures and initiatives to be taken.  
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WORK PROGRAMME OF THE PEST COMMITTEE 

 
 

Date 

 

 

Event 

 

Topic 

 

Invitees 

 

 

Thu, 12 April, 

14h00 - 17h30 

 

 

1st PEST meeting 

(Exchange of views) 

 

 

General overview of 

authorisation procedure of 

pesticides 

 

 

European Commission 

and EFSA 

 

Thu, 26 April, 

14h00 - 17h30 

 

 

 

2nd PEST meeting 

(Exchange of views) 

 

EU authorisation procedure 

of pesticides 

 

 

National competent 

authorities (SE; UK; FR) 

 

7/8 May 2018 

 

 

Mission to EFSA, Parma 

 

 

Tue, 15 May, 

15h00 - 18h30 

 

 

3rd PEST meeting 

(Hearing) 

 

Application for approval of 

an active substance + Draft 

assessment report of the 

application 

 

 

German BfR, 

ECPA, 

Global 2000, 

Julius-Kühn-Institut 

 

Thu, 7 June, 

14h00 - 17h30 

 

 

 

 

4th PEST meeting 

(Hearing) 

 

EFSA opinion on draft 

assessment report 

(including independence of 

authorisation procedure 

and potential conflicts of 

interests in national 

authorities and EU 

agencies and EFSA’s 

general practice for 

identifying harmful co-

formulants) + ECHA 

classification of active 

substances 

 

EFSA, 

ECHA,  

Scientific Advice 

Mechanism High Level 

Group, 

Pr. Dr. Christopher J. 

Portier 

 

 

 

Tue, 19 June, 

15h00 - 18h30 

 

5th PEST meeting 

(Hearing) 

 

Commission approval of 

active substances 

(including presentation of 

General Food Law 

proposal made on 11 April 

2018) 

 

European Commission 

(including Commissioner 

Andriukaitis), 

European Ombudsman, 

OECD,  

Pr. Violette Geissen 

(Agriculture University 

Wageningen)  
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Thu, 28 June, 

14h00 - 17h30 

 

 

 

6th PEST meeting 

(Hearing) 

 

Authorisation of plant 

protection products by 

Member States (including 

tests and methodologies 

used by Member States in 

the PPP authorisation 

procedure and a specific 

presentation on human 

health and ecotoxicology, 

agronomic, and economic 

impacts of plant protection 

product use) 

 

 

National competent 

authorities of Spain, 

Belgium and Romania, 

Dr. Robin Mesnage 

(King’s college), 

COPA COGECA 

 

5-6 July 2018 

 

 

Mission to European Union Minor Uses Coordination Facility (MUCF), Paris, 

and a Fruit Experimentation Station (“La Morinière”), Saint-Épain 

 

 

Thu, 30 August, 

14h00 - 17h30 

 

 

7th PEST meeting 

(Hearing) 

 

Comparative Analysis of 

Authorisation Procedures 

in OECD Countries  

 

 

Australian Pesticides and 

Veterinary Medicines 

Authority, Canadian Pest 

Management Regulatory 

Agency, 

US Environmental 

Protection Agency 

 

 

Thu, 6 Sept,  

14h00 - 17h30 

 

 

8th PEST meeting 

(Hearing) 

 

 

First part: Environmental 

Impacts of Pesticides, 

including Mitigation 

Measures at Member State 

Level  

 

Second part: Stakeholders 

Recommendations on the 

Current EU Regulation of 

the Approval of PPP 

 

 

First part:  

- Jeroen P. van der Sluijs 

(University of Bergen & 

Utrecht University) 

- Noa Simon-Delso 

(Belgian Bees) 

- Ettore Capri (Universita 

Cattolica del Sacro Cuore, 

Piacenza) 

 

Second part: 

- Franziska Achterberg 

(Greenpeace) 

- Martin Pigeon 

(Corporate Europe 

Observatory, “CEO”) 

- John Chinn, Chair, Crop 

Health Protection, 

“CHAP”) 

 

 

18-20 Sept 

 

Mission to International Agency for Research on Cancer (IARC), Lyon, and to 

an experimental farm (“Le domaine d’Époisses”), Dijon 
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Tue, 18 Sept 

 

 

 

Draft report sent to translation 

 

Thu, 27 Sept, 

14h00 - 17h30 

 

 

9th PEST meeting  

 

Exchange of views on the 

draft report  

 

 

Thu, 11 Oct, 11h 

 

 

Deadline for AMs 

 

Thu, 8 Nov, 

14h00 - 17h30 

 

 

10th PEST meeting 

 

Exchange of views on 

AMs 

 

 

Thu, 6 Dec, 

14h00 - 17h30 

 

 

11th PEST meeting 

 

Vote 
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WRITTEN QUESTIONS TO/ANSWERS FROM PANELISTS
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MEETING OF 12 APRIL 2018

EXCHANGE OF VIEWS ON THE EU AUTHORISATION PROCEDURE
FOR PLANT PROTECTION PRODUCTS

PREPARATORY QUESTIONS TO/ANSWERS FROM:

EUROPEAN COMMISSION

EUROPEAN FOOD SAFETY AUTHORITY (EFSA)
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COMMISSION REPLIES TO QUESTIONS FROM PEST COMMITTEE

This document complements the explanations provided by the Commission during the meeting
of the PEST Committee on 12 April 2018 and the answers already sent by the European Food
Safety Authority (EFSA) on 16 April 2018. In providing its responses, the Commission
proposes to change the order of the questions in order to first explain the functioning of the EU
system of approval of active substances (AS) and authorisations of plant protections products
(PPPs) before answering to the more detailed technical questions and to those relating to very
specific issues.

Section A: questions related to the approval/authorisation processes

Question 23 - Please explain the authorisation procedure step by step until the product is
put to the market like it is foreseen in regulation 1107/2009 with a particular focus on the
two authorisation steps (active substance/product). Could you also specify how long this
process take on average from the request to the market authorisation?
EU rules distinguish between active substances and plant protection products:

- Active substances are the components of plant protection products that actually control
harmful organisms (the so-called pests, such as insects, fungi and weeds) or plant
diseases.

- Plant protection products are mixtures containing one or several active substance(s) and
other ingredients (co-formulants, safeners, synergists).

The evaluation, marketing and use of plant protection products, and the active substances they
contain, was first harmonised at European level under Council Directive 91/414/EEC. This
Directive laid out a comprehensive risk assessment and authorisation procedure for active
substances and products containing these substances. Each active substance had to be proven
safe as to possible effects on human health, animal health and the environment, in order to be
granted approval for placing on the market.
The regulatory framework was further strengthened in 2009 with the adoption of Regulation
(EC) No 1107/2009 of the European Parliament and of the Council. The purpose of this
Regulation is to ensure a high level of protection of both human and animal health and
the environment and to improve the functioning of the internal market through the
harmonisation of the rules on the placing on the market of plant protection products, while
improving agricultural production. This Regulation inter alia specifies strict criteria for
approval of active substances, establishes a mechanism for the substitution of more hazardous
substances by safer (including non-chemical) alternatives, and promotes low-risk substances.
Overall, the regulation of pesticides in the EU comprises a two-step process: while active
substances are approved at EU level, plant protection products are authorised by national
authorities in each EU Member State taking into account their agricultural and environmental
conditions.
The approval of active substances is decided at EU level after a process which takes
approximately 3 years involving many actors collectively. Decisions are thus not made by a
single person or institution, but involve several steps with many checks and balances along the
way.
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The process is the following:
The approval process of active substances is as follows:

1. Company "X" submits an application for the approval of an
active substance "Y" to any EU Member State. That EU Member
State – subsequently called "Rapporteur Member State" (RMS) –
is then tasked with the initial scientific and technical evaluation
of the active substance.

2. The RMS drafts an assessment report for the active substance
"Y" and sends it to the European Food Safety Authority (EFSA),
in charge of risk assessment.

3. EFSA conducts a public consultation on the assessment report
and, together with the EU Member States, carries out a peer
review of the assessment report and sends its conclusions to the
European Commission

4. Based on EFSA's conclusion, the European Commission, in
charge of risk management, makes a proposal on whether or not
to approve substance "Y".

o 5. A regulatory committee composed of representatives of all EU
countries votes on the Commission proposal for active substance
"Y" (more information on Comitology procedure
http://ec.europa.eu/transparency/regcomitology/index.cfm?do=F
AQ.FAQ)1.

o
6. After the Committee has delivered an opinion, the Commission
adopts and publishes a Regulation approving or refusing the
approval of the active substance "Y".

1 The Commission has adopted on 14 February 2017 a proposal for targeted and limited amendments to Regulation
(EU) 182/2011, known as the 'Comitology Regulation'. The aim is to ensure wider political transparency,
accountability and ownership by Member States of politically sensitive implementing acts.
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The authorisation process of plant protection products is as follows:

7. After approval of an active
substance at EU level…

8. …plant protection products
containing it may be authorised by
national authorities in each EU
Member State.

9. EU rules allow Member States to
refuse or restrict the use of plant
protection products, based on the
agricultural and environmental
circumstances in their territory. For
example, some Member States have
not allowed the use of such products
close to the harvest of cereals or by
private consumers (i.e. amateur uses).

EU rules also foresee that
authorisations granted by one Member
State should be accepted in the other
Member States where agricultural,
plant health and environmental
(including climatic) conditions are
comparable (principle of mutual
recognition)

10. For authorised plant protection
products Member States have to
enforce their correct use according to
their label.

The Commission checks the
implementation of the legislation in the
Member States by conducting audits,
following up on any shortcomings and
publishing all reports of these audits

Question 25 - What is the role of the Commission in the authorisation process?
The Commission (in close cooperation with the Member States) has the primary responsibility
to prepare and adopt all risk management decisions (including in particular on the approval or
non-approval of active substances). Based on EFSA's conclusion, the Commission makes a
proposal to Member States representatives in the Standing Committee on Plants, Animals,
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Food and Feed on whether or not to approve a given substance. The Commission then adopts
the decision that has been supported by a qualified majority of Member States. In case no
qualified majority is reached in the Standing Committee, either in favour or against the
Commission's proposal ("no-opinion"), the proposal is submitted to the Appeal Committee. If
the Appeal Committee also delivers a no-opinion, the Commission then may decide. Applicants
are entitled to receive an answer (either positive or negative) to their application.
In addition, the Commission is charged with preparing and updating a number of implementing
Regulations setting out all the details for the implementation of Regulation (EC) No 1107/2009,
including for example: data requirements for dossiers, uniform principles for assessment, work
programmes for the renewal of approval of active substances, allocation of rapporteur Member
States for applications for renewal of approvals, etc.

Question 24- What is the role of the Rapporteur Member State? What are the criteria to
choose a Rapporteur State?
The Rapporteur Member State (RMS) is the Member State that first evaluates an application
dossier for an active substance submitted by an applicant. The RMS checks if the applicant has
provided all required tests and study reports in the dossier before admitting it. Once admitted,
the RMS conducts the initial scientific and technical evaluation and prepares the draft
Assessment Report, which is submitted to EFSA and the other Member States for peer-review,
and then follows-up on all the comments received.
There are two ways for a Member State to become a RMS depending on whether it is an
application for a new active substance or if it is an application for a renewal of the approval of
an active substance. For new active substances it is up to the applicant to directly contact the
Member States. It will then depend on the availability and resources of the Member State
whether it accepts or rejects to act as RMS.
For renewals of active substances a RMS and a co-RMS are allocated for each active substance
by the Commission in a series of Regulations, on the basis of specific criteria, such as the
resources and workload for the Member State at the time of dossier submission, if there is an
authorisation of a plant protection product for the active substance in place in the Member
State, and the relative size, technical capacity, and preferences expressed by the Member States.
All active substance renewals must be allocated to a RMS and a co-RMS for the periodical
renewals (see also the response to question 15).

Question 26 - What is the role of the agencies (national and European)?
Scientific experts from the Member States and European Food Safety Authority (EFSA) are in
charge of the risk assessment. The key role for EFSA is to verify, and if needed, to improve
the assessment conducted by the RMS through a scientific peer-review involving experts from
the other Member States, the applicant and third parties through a public consultation.
Following the peer-review, EFSA drafts the Conclusions describing the hazards and properties
of the active substance, the validated endpoints to be used by Member States in the assessment
of applications for the authorisation of Plant Protection Products containing the substance, and
the EFSA assessment of potential risks identified for the representative uses and the identified
concerns. The key role for European Chemical Agency (ECHA) is to recommend the
harmonised classification and labelling for the active substance, following the submission of a
proposal by the rapporteur Member State under the procedure provided for in Regulation (EC)
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No 1272/2008 of the European Parliament and the Council on the classification, labelling and
packaging of substances and mixtures (CLP Regulation)2.
Regarding methodological aspects, EFSA may develop new methodological approaches or
update existing guidance according to scientific progress, then the Commission through the
comitology process with Member States decides if the EFSA guidance should be considered
as mandatory regulatory guidance. In the legislative frame for REACH3 and CLP, ECHA is
empowered to develop and update the methodological guidance and to decide on its mandatory
use as regulatory guidance according to the procedures in place.

Question 4- During the different stages of the approval procedure of active substances
(RMS assessment, Peer-review, EFSA assessment, COM risk management), which
possibilities are there for the applicant to be in contact with the authorities? Which
possibilities are available for third parties?
In the Plant Protection Products (PPP) Regulation (EC) No 1107/2009, as in other sectors, the
burden of proof lies with industry: industry is the one seeking to place one of its products on
the market and therefore, industry is the one who applies for such an approval/authorisation
and must prove the safety of its products.
For these reasons, there are contacts between the applicant and the authorities that conduct the
evaluation of a dossier for an active substance at various stages of the process. These contacts
are governed by the rules of the PPP Regulation and its implementing Regulations and are held
in a transparent way:

- Before an application for approval/renewal of approval is submitted, applicants normally
have pre-submission contacts with the Rapporteur Member State (RMS) and sometimes
the co-RMS. Pre-submission contacts offer an opportunity to discuss specific aspects,
both procedural and technical, before a submission is made. The guidance document on
renewals4 encourages pre-submission contact.

- After submission of the dossier the applicant will have an exchange with the RMS and
EFSA concerning provision of the summary dossier to be made publicly available. The
applicant will submit the summary dossier and any justifications for removal of
confidential information (in accordance with Articles 7, 9 and 10 of Regulation (EC) No
1107/2009).

- During the evaluation by the RMS, the applicant may be asked for further information or
clarifications (this is foreseen in the Regulation) and may also be contacted for procedural
matters, e.g. to ensure payment of applicable fees, to be informed on timelines etc.

- Once the RMS/co-RMS draft Assessment Report has been submitted to EFSA the peer
review process is initiated. EFSA will liaise with the applicant to remove information that
is recognised as confidential from the draft Assessment Report for public release. If there
are disagreements with the applicant on what is considered confidential, EFSA takes the
final decision in accordance with Article 63 of Regulation (EC) No 1107/2009. The first
step of the peer-review involves a consultation of all Member States and the applicant
plus a public consultation on the (non-confidential) RMS draft Assessment Report
(DAR). The applicant can submit comments on the RMS's assessment at this stage. The

2 OJ L 353, 31.12.2008, p. 1–1355
3https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_aas_guidance_renewal_844-
012_rev_4_final.pdf

Page 20 of 754



6

RMS responds to comments and asks the applicant to also consider other commenters'
comments.

- After this the RMS/co-RMS and EFSA determine if a request for further information is
required. If so, EFSA formally requests from the applicant certain additional information,
to be submitted within a specific timeline that is prescribed in the legislation (maximum 3
months for new active substances (NAS) and 1 month for renewals).

During the risk management and decision-making stage managed by the Commission, the
applicant is invited to provide comments on the EFSA Conclusions (as adopted) and on the
draft review report drawn up by the Commission (which provides an indication of whether the
Commission intends to propose approval or non-approval) – indeed it is a requirement in
Article 13 of Regulation (EC) No 1107/2009 to allow the applicant to comment on the draft
review report.
Third Parties have access to the summary dossier mentioned above, which is published by
EFSA, and to the draft Assessment Report prepared by the RMS, which is released by EFSA
for public consultation. They can submit comments at any time, but in particular during the
public consultation on the draft Assessment Report. If the new proposal on the transparency
and sustainability of the EU risk assessment in the food chain, put forward by the Commission
on 11 April 2018, is supported by the co-legislators, third parties will also have access to the
full studies (not just the summaries), giving them further opportunities to scrutinise the
assessment conducted by the rapporteur Member State and EFSA.
In addition to these contacts, which are governed by the rules of the PPP Regulation and its
implementing Regulations, applicants as well as Third Parties regularly send spontaneous
comments to the Commission after EFSA has adopted and published its Conclusions on the
peer review. These comments, like all relevant comments received during earlier steps of the
process are made available to all Member States and EFSA. Where necessary, EFSA is asked
to comment on the scientific relevance of the comments. Applicants and third parties also send
in some cases spontaneous comments to EFSA. Those are assessed by EFSA, if errors or
inconsistencies are observed the Conclusion may be republished and EFSA informs proactively
the Commission and the Member States.
The applicant or Third Parties sometimes ask for a meeting with the Commission to further
discuss various aspects. These requests are considered on a case by case basis and accepted if
the meeting will add value to the decision-making. The Commission always prepares minutes
of such meetings.
Question 28 - Are there other stakeholders involved in the process?
As explained in the answers to the preceding questions, the process for the assessment and
decision-making on applications for approval of active substances involves many stakeholders.
Following submission of an application by an applicant, Member States and EFSA experts (risk
assessors) are primarily involved in the scientific assessment of applications submitted for
approval but ECHA also plays a role in terms of the consideration of the harmonised
classification and labelling of substances in case the Member State submits a proposal to ECHA
in accordance with the procedure provided for in the CLP Regulation. The process also
involves the applicant who may be asked to provide additional information on certain aspects.
Draft Assessment Reports (DAR) and Draft Renewal Reports (RAR) of the rapporteur Member
States, as well as proposals for harmonised classification and labelling are subject to a public
consultation which enables all other stakeholders e.g. NGOs, independent scientists, and the
general public to participate in the process. As mentioned in the response to question 4 above,

Page 21 of 754



7

the summary dossiers submitted as part of the applications are made publicly available
immediately after submission.
Once the peer review of a substance is complete and EFSA has delivered its Conclusions, the
Commission and Member States' risk managers are then the primary actors involved in the
decision-making process. The applicant is given the right to submit comments on the draft
Review Report for new active substances in line with Article 13 of Regulation (EC) No
1107/2009 and on the draft Renewal Report for renewals in line with Article 14 of Commission
Implementing Regulation (EC) No 844/20125. At this stage, other stakeholders e.g. NGOs,
grower organisations and third countries may also correspond with the Commission indicating
their views on the envisaged decision. All such correspondence is made available to Member
States and EFSA and is carefully considered by the Commission as part of the discussions with
Member States in the Standing Committee on Plants, Animals, Food and Feed. If a proposal is
made to withdraw an approval or to restrict an approval then third countries are given the right
to react via the notification process under the WTO Technical Barriers to Trade (TBT)
agreement – industry and other stakeholders can participate in this process by submitting
comments to the relevant third country. All comments are carefully examined and responded
to (see also response to question 4).

Question 14 - Is there a difference in treatment of applications for authorisation
according to the rapporteur State?
All substances are treated equally regardless of the rapporteur Member States who carried out
the initial assessment. Member States may have different internal procedures and working
practices, for example, the requirements for receiving the dossiers (hardcopy vs. electronic)
and the way in which fees are levied may differ. However, the rules for assessment of
applications for approval of active substances are harmonised at EU level by means of the
specific provisions in Regulation (EC) No 1107/2009, including the approval criteria, and the
associated procedural guidance documents6, which ensure consistency and uniformity in the
way assessments are carried out. Moreover, there is implementing legislation adopted by the
Commission that lays down specific data requirements for active substances and plant
protection products and a set of Uniform Principles for the evaluation and authorisation of plant
protection products, ensuring that evaluations and decisions result in a consistent
implementation of the legislations by all Member States. There are also many EU guidance
documents for specific scientific areas (e.g. the assessment of risk to birds and mammals,
assessment of non-dietary exposure) and therefore the identification of risks and concerns
flows from the use of such guidance in combination with the criteria for approval.
A peer-review of the draft Assessment Report of the rapporteur Member States is carried out
by EFSA and the other Member States, and in addition there is a public consultation. The
system is therefore designed to ensure that decisions are taken on sound science following a
comprehensive assessment that is subject to scrutiny by all Member States and EFSA, as well
as the public.
Question 27- Are there additional international guidelines that one has to follow for the
authorisation procedure?
The EU has very well defined rules on how evaluations are carried out and how decisions are
taken – these come from both the legislation and the associated guidance documents agreed
and implemented at EU level (see also the response to question 14, above). International

5 OJ L 252, 19.9.2012, p. 26–32
6 https://ec.europa.eu/food/plant/pesticides/approval_active_substances/guidance_documents_en
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guidelines are relevant in the context of the specific types of studies that are submitted as part
of the dossier for approval of active substances or authorisation of plant protection products.
Many of the standardised tests have been validated at international level by the OECD and
others may also come from the European and Mediterranean Plant Protection Organisation
(EPPO), in particular guidelines related to efficacy testing for plant protection products.
However, the administrative procedure for approval is governed solely by EU rules.
Certain decisions e.g. proposals to withdraw a substance from the market or severely restrict
an approval must be notified to third countries in line with international agreements to which
the EU is a party – i.e. the notification process under the Technical Barriers to Trade (TBT)
agreement of the World Trade Organisation (WTO).

Question 29 - In reference to Article 8 of Regulation 1107/2009:
- How do applicants decide what constitutes ‘representative use’?
- Are there any guidelines on the choice of this ‘representative use’?
- What role do RMS have in checking, and thereby accepting or rejecting, this
‘representative use’?
- What scope does the rapporteur MS (RMS) have in agreeing or not to the chosen
formulation (i.e. the plant protection product containing the active substance)?

Article 8(1)(a)  of Regulation (EC) No 1107/2009 defines that a representative use is a use "on
a widely grown crop in each zone of at least one plant protection product containing the active
substance".
The term "representative use" is to be seen as a part of the overall concept of the risk assessment
under Regulation (EC) No 1107/2009. The Guidance Document on renewals7 contains relevant
guidance and foresees that the final selection of representative uses should reflect discussions
that were held with the RMS/co-RMS during pre-submission meetings. Clarification about the
uses may also be sought by EFSA and other Member States during the peer-review. Member
States know what uses they have authorised and can verify representativeness.
The legislative framework builds clear incentives for the applicant to define representative uses
in a way that they reflect the realistic frame of authorisations they intend to apply for later on,
as the assessment made of the application for approval of an active substance using also data
from representative uses will be the basis for the assessment of applications for authorisation
of products on Member State level. Any substantial deviation from the representative use will
require a more detailed repetition of the risk assessment at Member States level, which will
cause delays in the authorisation procedure and/or restrictions in the authorisation.
The concept of assessing representative uses during the approval process at EU level reflects
the fact that the EU legislation provides for the establishment of a list of approved active
substances that can be used in products under specific conditions in Member States that can be
quite diverse. For example, the ways of growing the same crop might differ considerably
between different Member States, and, therefore, there is no possibility to assess all potential
use conditions during the EU process.
Moreover, in cases where the representative uses are considered safe, but there are indications
that potential risks occur for uses different from the representative uses, the Commission may
restrict the approval to those uses which are considered safe according to the risk assessment.

7 https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_app-proc_air-2_guide-renewal.pdf
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An examination of at least one formulated product (including the active substance and co-
formulants) is undertaken during the assessment in the context of the application for approval
of the active substance. The choice of a formulated product (which is part of the application
dossier) is determined by the applicant, although the RMS may comment on the composition
if co-formulants that are used in the product are of concern.

Question 30 - Provision of relevant peer-reviewed open literature:
- what concrete steps are undertaken by the applicant to provide relevant peer-
reviewed open literature and how is this checked by the RMS?
- how are studies defined as ‘relevant’ or otherwise?

It is a legal obligation for applicants to provide scientific peer review literature (Art 8 of
Regulation (EC) No 1107/2009). EFSA published in 2011 a guidance document to fulfil this
requirement applying a systematic review methodology8. Generic recommendations on how to
conduct systematic literature review are also available.
Applicants should conduct a literature search and report the results according to the EFSA
guidance, and the RMS should check that the search was conducted in line with the guidance
and properly reported, and that all relevant studies have been identified and used in the
assessment. In practice, deficiencies in the search and/or in the reporting by the applicant and/or
in the assessment by the RMS were identified by EFSA in several dossiers, even in cases where
EFSA has requested a proper assessment by the applicant and the RMS, applying the so-called
“stop-the-clock” process defined in the legislation. In those cases EFSA highlights the lack of
a proper search in the Conclusion, but does not have the resources and time for conducting a
complementary search.
According to the guidance each “primary research study” (original study in which data were
produced - the term is used to distinguish such studies from secondary research studies (e.g.
reviews) that re-examine previously collected data) should be checked for relevance. The
guidance has a dedicated chapter on how to assess the relevance of the studies. The studies
identified as relevant should be described in detail and included in the Assessment Report for
reliability in the same way as the mandatory guideline studies (i.e. those conducted by the
applicant). As usually the raw data are not included in the literature publication; the RMS or
EFSA may contact the study authors to get the raw data. Relevant and reliable literature studies
play the same role as the studies sponsored by the applicant, and the draft Assessment Report
should include their assessment study by study by the applicant and by the rapporteur Member
State.
Secondary research studies (e.g. reviews that re-examines existing data from one or more
primary research studies) and other studies presenting supporting information (e.g. studies with
Plant Protection Products where the information does not allow a clear link of the effects with
the active substance under assessment) can be described in an aggregated way. The applicant
should list both relevant and non-relevant studies. Both, the rapporteur Member State and
EFSA may consider that a study considered not relevant by the applicant is in fact relevant and
include it in their detailed assessment. Additional studies can be also incorporated by the
rapporteur Member States or during the EFSA consultations.

Question 19 - Is there a time limit in case of refusal of authorisation? To be more clear,
can a company represent an application for the same active substance after a refusal of
authorization?
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Applicants can re-apply for approval of an active substance at any time after a decision is taken
at EU level not to approve or not to renew an approval. A new application according to Article
7 of Regulation (EC) No 1107/2009 must be made in such cases and a full dossier must be
submitted. The standard timelines apply. In practice, this does not happen often, as the result
would be the same, unless new evidence that might substantially change the outcome of the
risk assessment would be presented by the applicant. The only examples thus far were in the
case of two active substances, asulam and 1,3-dichloropropene, which were not approved
because no safe uses were identified and for which the applicants later on submitted new
applications. The evaluation of the applications for these two substances is currently ongoing.
Applicants can re-apply for authorisations of plant protection products at any time after a
decision by a Member States is taken not to authorise or not to renew an authorisation. Article
33 of Regulation (EC) No 1107/2009 applies. Again, a renewed application would have to
contain new data to address all issues leading to non-authorisation after the earlier application
was submitted.

Section B: Questions related to numbers of approvals and authorisations

Question 1 - How many products have been approved under 1107, how many applications
have been submitted in total? How many of the approved substances were approved
according to: article 4.7; article 5; article 22.1; article 24.1 and article 53 (emergency
procedure)? How many active substances were re-approved?

Overall statistics:
It has to be noted that the numbers listed below (which reflect the situation in early April 2018)
evolve on a constant basis, as substances are approved/non-approved/renewed/non-renewed
continuously. In addition, the situation is complicated by the fact that many processes for
approval of active substances started under Directive 91/414/EEC but were concluded under
Regulation (EC) No 1107/2009 – however, according to the transitional provisions in Article
80 of that Regulation, the assessment criteria were still those of Directive 91/414/EEC.
492 substances are currently approved – however, most of them from the time of Directive
91/414/EEC. It is also important to note that in some cases, one approval decision covered
several individual substances (e.g. copper compounds, pheromones etc.), so the number of
approval decisions is only 423.
Under Regulation (EC) No 1107/2009, positive decisions have been taken following the
assessment of application dossiers for 143 substances that resulted in renewals or first time
approvals of:

normal active substances: 123
low-risk substances: 12
candidates for substitution: 8

In addition, 19 substances have been approved as basic substances. A basic substance is an
active substance which is not predominantly used for plant protection purposes but nevertheless
is useful in plant protection and does not pose toxicological concerns. Examples of basic
substances include beer and talc.

An active substance shall be approved as a candidate for substitution pursuant to Article 24
when its hazard profile compares unfavourably to those of other substances having similar
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functions. These substances are approved for 7 years only, and a comparative assessment shall
be performed by Member States when evaluating an application for authorisation for a plant
protection product containing an active substance approved as a candidate for substitution.

Low-risk active substances are substances presenting a safer toxicological profile in
comparison with others.

Number of active substances not or no longer approved: 40
(15 non-approval or non-renewal decisions after evaluation. For 18 substances, approvals
were withdrawn because they were no longer defended in the EU, i.e. no application, no
dossier or withdrawal of application during the process and for the other 7 approvals were
withdrawn due to incomplete confirmatory information)

Number of active substances approved under:
- Art.4 (7) of Regulation (EC) No 1107/2009 (Serious danger to plant health): None
- Art.24 of Regulation (EC) No 1107/2009 (Candidates for substitution): 8

To note, though, the list of Candidates for Substitution published in March 2015
included 77 active substances (the rest being approved under Directive 91/414/EEC).
Of these, 6 have been renewed under Regulation (EC) No 1107/2009 (included in the
number 8 above), and for 13 approval was not renewed so that for the moment there
are 66 Candidates for substitution remaining.

- Art.5 of Regulation (EC) No 1107/2009 (First approval): 22 for which the application
was submitted under the Regulation.

In addition, there are 75 first time approvals for new active substances for which the
applications were submitted under Directive 91/414/EEC and the approval decision was
taken under Article 80 of Regulation (EC) No 1107/2009 (transitional provisions), thus
still applying the criteria of the earlier Directive.

- Art.22 (1) of Regulation (EC) No 1107/2009 (Low risk active substances): 12

Number of Plant Protection Products for which emergency authorisations were granted by
Member States (Art.53 of Regulation (EC) No 1107/2009):

Total number of product authorisations for 2016: 427
Total number of active substances contained in the products authorised: 180

Total number of product authorisations for 2017: 714
Total number of active substances contained in the products authorised:  199

Emergency authorisations are authorisations of plant protection products granted by Member
States in special circumstances, for a period not exceeding 120 days, for limited and controlled
use, where such a measure appears necessary because of a danger which cannot be contained
by any other reasonable means.

The Member State concerned shall immediately inform the other Member States and the
Commission of the measure taken, providing detailed information about the situation and any
measures taken to ensure consumer safety. It has to be noted that the active substances
contained in products for which emergency authorisations have been granted include both,
active substances that are not approved at EU level, and approved substances for which no
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normal product authorisations exist in the Member State(s) having issued the emergency
authorisations.

Question 3 - How many authorisations of active substances have been reviewed under
1107, how many authorisations have been withdrawn? How many authorisations of plant
protection products have been withdrawn in Member States?
Concerning actives substances, it can be reported that 54 active substances have been reviewed
and a decision on their renewal or non-renewal taken under Regulation (EC) No 1107/2009.
Approval for 46 of these has been renewed and for 8 not renewed. Furthermore, 13 active
substances have not been supported through applications for renewal and have expired. 28
additional substances are no longer supported through applications and will expire in the
coming two years.
Concerning authorisations of plant protection products the Commission is currently working
on an IT system, the Plant Protection Products Application Management System (PPPAMS)
which will, amongst others, contain all authorisations for plant protection products granted by
any Member State in the EU. The system will work as a portal to search for authorisations
under a number of different criteria (active substance, Member State, crop, pest…) and will be
accessible to the general public. The system is developed in a modular approach and the module
for authorisations under Article 53 (emergency authorisations) is operational (public access not
yet enabled, though).
Until the system is fully operational, the Commission has no comprehensive information about
the number of plant protection products authorised in all Member States. This information is
electronically published by Member States in national databases9 and the numbers of products
authorised are significantly higher than the numbers of active substances as many products
containing a given active substance may be authorised. For example, France has authorised
almost 700 products containing glyphosate since the first approval of the active substance –
191 such products are authorised today, Germany has authorised 106 products containing the
substance, the UK 546, Denmark 191, and Portugal 79. As an example for the total number of
products on the market, France has authorised 1964 plant protection products today.

Question 16 - What is the evolution of bans on products placed on the market by Member
State? Can we have the details of the substances concerned? Does a domino effect occur
among MS when a MS bans a product placed on the market?
Member States are not obliged to systematically inform the Commission about their decisions
on authorisations. In fact, only when a Member State withdraws an authorisation because it
considers that the conditions for authorisation are no longer met, this Member State shall
immediately inform the authorisation holder, the Commission, all other Member States and
EFSA. The Commission puts any such notification on the agenda of the following meeting of
the Standing Committee on Plants, Animals, Food and Feed, Section Pesticides-Legislation,
for information and, if necessary, further discussion. According to the provisions of Regulation
(EC) No 1107/2009, all Member States of the same zone shall review their authorisations for
the same product in order to establish whether a withdrawal or amendment is necessary under
the specific conditions in their territory.
Based on information received from Member States about withdrawal of authorisations, which
are no longer deemed to fulfil the conditions for authorisation as laid down in Article 29, it

9 https://www.eppo.int/PPPRODUCTS/information/information_ppp.htm
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appears that the main driver for the withdrawal of product authorisations is the withdrawal of
approvals of active substances by the Commission.
From the information made available to the Commission by Member States about the
withdrawal of product authorisation triggered by reasons other than withdrawal of approval of
an active substance, there is no clear indication of a domino effect. A possible reason might be
that risks which cannot be mitigated under the specific conditions of one Member State can be
mitigated under the conditions of other Member States which granted the same authorisation.

Question 17 - What is the Commission's reaction when a MS decides to ban a finished
product? Does this trigger an action plan (more specific follow-up for example)?
There are three reasons for withdrawing the authorisation of a product:

– Following a non-approval or expiry of approval of the active substance. Under
Regulation (EC) No 1107/2009, if the approval of an active substance is not renewed,
the authorisations for products containing it will at the latest expire within one year. In
accordance with Article 32, authorisations may not be granted by Member States for a
period longer than one year after the expiry of the approval of the active substance. This
is to allow a controlled use up and return of stocks existing at farm level and in the retail
chain. Regulation (EC) No 1107/2009 does not provide for a specific time-line for
Member States to re-assess or withdraw authorisations in cases where approval
conditions are modified or approval is withdrawn before the regular expiry date (e.g.
following a review triggered in accordance with Article 21 of the Regulation, or as a
result of the assessment of confirmatory data). Therefore, the Commission Regulations
on amendment of conditions or withdrawal of an approval always contain a transitional
regime, which specifies the date, by which Member States must have amended or
withdrawn existing product authorisations. Article 44 (4) also applies to these situations.

– On request of the applicant. Withdrawal and grace period are handled by the Member
State in question. The Commission is not involved.

– Following an assessment of the Member State that the conditions for authorisation are
no longer met. In these cases, the Member State is obliged to immediately inform the
authorisation holder, the Commission, all other Member States and EFSA. The
Commission puts any such notification on the agenda of the following meeting of the
Standing Committee on Plants, Animals, Food and Feed, Section Pesticides-Legislation
for information and, if necessary, further discussion. According to the provisions of
Regulation (EC) No 1107/2009, all Member States of the same zone shall review their
authorisations in order to establish whether a withdrawal or amendment is necessary
under the specific conditions in their territory.

Regulation (EC) No 1107/2009 further describes the actions to be taken by the authorities
following the withdrawal of an authorisation. In case an authorisation is withdrawn because a
risk was identified which was not known initially, further action is requested from all other
Member States of the zone (as described above) and the Commission assures that all
information provided by a Member State is disseminated to the others. Depending on the nature
of the information that led Member States to withdraw authorisations, the Commission can also
decide to trigger an early review of the approval of the active substance concerned in
accordance with Article 21 of the Regulation. For the active substance tolylfluanid, the
Commission was informed by Germany about the suspension of all outdoor uses in 2007
because of a potential risk to consumers. The Commission circulated that information and 9
other Member States immediately restricted the authorisations had granted accordingly. The
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Commission also took immediate action and restricted the approval of tolylfluanid and
requested the applicant to submit additional information. As this information did not
sufficiently address the concerns, the approval of tolylfluanide was completely withdrawn in
2010.

Question 15 - What are the statistics on applications for authorisations by MS
(breakdown of rapporteur States) and what are the results of the recommendations?
The table below indicates the number of active substances that have been allocated to Member
States for acting as rapporteurs in the context of the various renewal programmes. The criteria
for the allocation are explained in the response to question 24   above.
It must be noted that for some of these active substances no application for renewal of approval
was (or will be) submitted. In addition, some of the active substances have been reallocated to
other Member States compared to the initial allocation (e.g. to balance workload better in the
light of dossiers not having been submitted).

RMS Number of active substances allocated
for renewal of approval

AT 38
BE 19
BG 4
CZ 19
DE 32
DK 9
EE 9
EL 17
ES 31
FI 13
FR 41
HR 5
HU 12
IE 10
IT 29
LT 2
LV 8
NL 45
NO 4
PL 15
PT 4
RO 1
SE 31
SI 9
SK 3
UK 22
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Section C: Questions on other issues

Question 7 - Are there internal guidelines in DG SANTE and in EFSA for the application
of the precautionary principle?
The application of the precautionary principle by DG SANTE and all other Commission
services is based on the Treaty and the relevant provisions of EU law, as interpreted also by
the European Courts. More specifically:

- The precautionary principle is laid down in Article 191 TFEU and it has been
recognised by the European Courts as a general principle of Union law.10 Its
implementation is specified in the Commission Communication on the precautionary
principle, adopted in 2000.11

- Regulation (EC) No 1107/2009 is underpinned by the precautionary principle as stated
in Article 1(4) of the Regulation.

Question 8 - In concrete terms, can we have examples of the application of the
precautionary principle?
Particular examples of application of the precautionary principle in presence of scientific
uncertainty are Commission Implementing Regulation No 781/2013 on fipronil and
Commission Implementing Regulation No 485/2013 on neonicotinoids.12

Question 36 - Regarding National Bans, as some member states have adopted measures
to protect biodiversity in particular and have therefore banned neonicotinoid pesticides
(1) Shouldn’t member states be allowed to “opt out” from EU-wide pesticide approvals?
Member States are only allowed to authorise plant protection products which are not expected
to have harmful effects on human or animal health or non-acceptable effects on the
environment (which includes biodiversity). Where a Member State has relevant reasons to
believe that a product may not fully comply with these conditions it shall not grant an
authorisation even if the active substance that the product contains is approved at EU level or,
in case an authorisation was already granted, the Member State shall amend or withdraw it.
Regulation (EC) No 1107/2009 therewith goes beyond the concept of a national opt-out and
obliges Member States to take off the market products which do not comply with the high EU
safety standards.
Any such decision must be based on science and on risks which may be expected under the
conditions of use as set out in the authorisation. It must comply with the principles of a
scientific risk assessment and the precautionary principle.
Lastly, although in principle Member States of the same zone are obliged to mutually recognise
authorisations granted by other Member States of the same zone, Article 36(3) of the

**
10 Judgment of 5 May 1998 in United Kingdom of Great Britain and Northern Ireland v Commission of the

European Communities, C-180/96, ECLI:EU:C:1998:192, at paras. 99-100; Judgment of the Court of First
Instance of 16 July 1998, Laboratoires pharmaceutiques Bergaderm SA and Jean-Jacques Goupil v
Commission of the European Communities, Case T-199/96, ECLI:EU:T:1998:176, at paras. 66-67.

11 Communication from the Commission on the precautionary principle, COM(2000)1 final, dated
2.2.2000.

12 These regulations were subject to General Court judgements of 17 May 2018 in the joined cases T -429/13 and
T-451/13 regarding the restriction imposed on three neonicotinoids and in case T-584/13 regarding the approval
conditions for fipronil.
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Regulation explicitly allows Member States to refuse authorisations granted in the zone if it
considers that the product poses unacceptable risks under the circumstances in its territory –
this is in fact an 'opt-out' possibility, based on appropriate justification.

Question 22 - Can the Commission confirm how it and its relevant European Regulatory
Agencies (ERAs) have implemented proposals arising from decisions made by the
European Ombudsman that apply in the approval of an active substance under
Regulation (EC) No 1107/2009, in particular the decision regarding the Commission's use
of the confirmatory data procedure dated 18 February 2016?
The Commission has replied to the Ombudsman decision within the time limit of 2 years set
by the Ombudsman by letter sent 14 February 2018. The Commission has informed the
Ombudsman that it agrees that its reply be published13. In its reply, the Commission explains,
in a detailed manner, why it considers that the Commission has recurred to the request of
confirmatory information in a restrictive way and fully in line with the applicable legislation
by setting out the specific cases where the requirement of confirmatory data is covered by
Article 6(f) of Regulation (EC) No 1107/2009.  Detailed statistics have been provided,
supplemented, as requested by the Ombudsman in June 2017, by the assessment of a mid-term
review on ten active substances listed in Pesticide Action Network's (PAN EUROPE) report of
2013.
In its reply, the Commission has shown the systematic involvement of EFSA in the evaluation
of confirmatory data following the assessment performed by the responsible rapporteur
Member State. It has also shown that it takes measures to ensure that Member States prescribe
risk mitigation at national level, taking into account the approval conditions and the
conclusions of EFSA.
As regards the proposal of the Ombudsman that the Commission carries out compliance checks
in all Member States where it finds non-compliance with an approval decision in one Member
State, the Commission has explained its approach to carry out audits in 2016 and 2017 of the
authorisation systems in 7 Member States and a survey of all Member States, through which
significant systemic deficiencies were found. The Commission will follow-up on the specific
non-compliances in each of the seven audited Member States.

So far, the Ombudsman has not yet reacted to the reply.

Question 33- EU regulations require that not only active substances but also safeners and
synergists are approved at EU level. So far, there is no EU approval for any of those. Why
is that? Does the Commission estimate that all safeners and synergists used in PPP fulfil
the approval criteria of Article 4 of Reg 1107/2009?
21 safeners and 13 synergists are known to be used in plant protection products. In particular
for safeners, which in most cases act by enhancing the detoxification mechanisms in target
organisms, serious and immediate negative effects do not seem likely.
Given the requirements of Article 4(3) and 33(3) of Regulation (EC) No 1107/2009 all of these
34 substances would need to be in compliance with the approval criteria in Article 4 of the
Regulation. Nevertheless, in order to take decisions on safeners and synergists at EU level, a
work programme, including a list of substances to be assessed, data requirements, an

13 https://www.ombudsman.europa.eu/cases/correspondence.faces/en/93729/html.bookmark

Page 31 of 754



17

assessment procedure and decision-making criteria will have to be agreed. This requires a
substantial amount of resources of the Commission, EFSA and Member States.
Therefore, the Commission has given priority to the identification of non-acceptable co-
formulants. There are several hundred substances used as co-formulants in plant protection
products. Many of them are considered of no or low concern (water, dyes,…), but some of
them have the potential to cause harm to human or animal health or to the environment. The
Commission services are currently preparing measures to implement the provisions of
Regulation (EC) No 1107/2009 concerning co-formulants together with a first list of non-
acceptable co-formulants.

Question  34 - The Commission has tasked EFSA to review part of the risk assessment
for diquat after the producer (Syngenta) complained about the outcome of the risk
assessment. Is it customary that the Commission asks for a revised risk assessment?
Under which conditions does it consider this necessary?
In the case of diquat, following repeated exchanges on some specific technical issues in the
assessment conducted for the substance, EFSA indicated in November 2017 to Syngenta that
the assessment was finalised and fully in line with the requirements, but that the Commission
might consider the need to re-assess the non-dietary exposure to diquat by sending a mandate
to EFSA. The Commission decided to do so by sending a mandate on 19 February 2018 with
a deadline of 13 April 2018 in order to have the most correct assessment available to underpin
its decision. Such requests to EFSA after the adoption of its Conclusions are only made when
there are objective reasons, for example the possibility that a refinement or use of another
plausible model for calculations might lead to a significantly different outcome.

Question 35 - Why is it that first EU pesticide approvals, which are supposed to be
reviewed after 10 years, are routinely extended and even for substances that have been
classified as R1B, for example? For example, in the latter case the EU approval of
flumioxazine should have run out in 2013. It has been extended several times so that the
first EU approval is now for more than 14 years.
The process for reviewing the approval of an active substance according to Regulation (EC)
No 1107/2009 should take three years. First, the applicant has to submit an application for
renewal three years before the expiry of approval. The full dossier, containing all the studies
and tests must be submitted 2.5 years before the expiry of approval to the rapporteur Member
State (RMS). The RMS has 12 months to finalise the draft renewal assessment report and
submit it to EFSA. EFSA then has 11.5 months to finalise the conclusion on the peer review.
The Commission should within 6 months from the publication of the EFSA Conclusion present
a review report and draft Regulation on the renewal or non-renewal of approval of the active
substance to the Member States in the Standing Committee of Plants, Animals, Food and Feed
for a vote.
The Commission is concerned about the delays in the various steps for the evaluation of the
dossiers submitted for the renewal of approval of active substances, which, in turn, leads to the
need to extend the approval of substances.
Delays occur mainly during the assessment by the RMS, but also during the EFSA peer review
or during the risk-management process. Each active substance is different and the evaluation
processes for substances are delayed for different reasons. Member States report that low
quality of dossiers, increasingly complex assessments, the need for re-assessment of old
studies, the size of the dossiers, resources, the alignment with the classification and labelling
process under the CLP Regulation, and the absence of guidance for Article 4(7) and negligible

Page 32 of 754



18

exposure all contribute to delays of the evaluation process. The Commission has repeatedly
reminded Member States of their obligations to respect the deadlines foreseen in Regulation
(EC) No 1107/2009 for the evaluation of application dossiers.
Where, during the evaluation of an application, Member States consider that additional
information is required, they can request additional information and 'stop the clock' for the
evaluation. Although for renewals of approval, recourse to this procedure can in theory not
extend the period for examination and finalisation of the draft Assessment Report, in reality it
does. For the assessment of approvals of new active substances the timeline for producing the
draft Assessment Report can be extended by 6 months. EFSA can also use a stop-the-clock
procedure where the applicant is allowed to submit further information in order to close data
gaps identified. This may cause a slight delay of the finalisation of the EFSA conclusion.
In the decision-making phase, it has sometimes proved to be difficult for the Commission and
for Member States to take a decision within the six months period specified in the Regulation.
Multiple rounds of discussions in the Standing Committee were required for difficult cases and,
therefore, more time than foreseen in order to finalise the decision-making process.
In order to ensure legal certainty, and in light of Article 17 of Regulation (EC) No 1107/2009,
the decision-making has to be finalised before expiry of the approval of an active substance.
Approvals cannot be left to expire before a decision on the renewal or non-renewal is taken by
the Commission. Consequently, the Commission is obliged to extend the approval periods for
active substances until the renewal process is finalised.
As regards the specific case of flumioxazin, the main reason behind the delay has been an
application for use of the derogation possibilities under Article 4(7) (serious danger to plant
health) and negligible exposure, in Annex II, point 3.6.4 as the substance is classified as toxic
for reproduction category 1B and therefore meets one of the so-called cut off criteria.
Consequently, it can only be approved if the assessment concludes that a derogation possibility
is fulfilled. This required additional time compared to assessments for substances, where there
is no need to take recourse to these derogation possibilities. The EFSA conclusion on theses
aspects is published and the decision-making process is ongoing with a decision expected later
in 2018.

Question 21 - The Commission is close to completing its evaluation and fitness check on
plant protection products and pesticides residues (Regulation (EC) No 1107/2009 and
Regulation (EC) No 396/2005), to ensure that both pieces of legislation remain 'fit for
purpose'. This assessment includes a three-month open public consultation which closed
in February 2018. Can the Commission inform the PEST committee about its preliminary
findings? In particular, can the Commission confirm whether any new measures, either
legislative or non-legislative, will be considered and if so, when can we expect these
proposals to be published?
The public consultation opened on 13 November 2017 and closed on 12 February 2018. 9879
responses were submitted, including 32 duplicates that were removed, resulting in 9847
responses that will be subject to analysis. A factual summary report is available online on the
Commission's website14.
The public consultation is one part of the data collection for an external study commissioned
by DG Health and Food Safety in order to collect evidence for supporting the REFIT evaluation
of the EU legislation on plant protection products and pesticide residues. The external study is

14 https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_refit_eval_factual-sum-report-opc.pdf
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expected to be finalised in the summer of 2018. The Commission services will take into
consideration the outcome of the study and all the positions expressed during the consultations
and then draft a Staff Working Document summarising the findings of the evaluation, which is
expected to be sent to the European Parliament and the Council during the first half of 2019.
It is premature to envisage specific measures before the finalisation of the evaluation which
will provide a solid evidence-base for an appropriate course of action, other than the specific
changes that the Commission proposed on 11 April 2018 correlated with the proposed
amendments to the General Food Law in its proposal on the transparency and sustainability of
the EU risk assessment in the food chain.

Question 20 - Can we have details on the average cost (and may be minimum and
maximum) of an evaluation process borne by EFSA, and by the EU during the complete
process of authorisation?
In the year 2018, DG Health and Food Safety makes available 8.8 full time staff (FTE) for the
approval of pesticides under Regulation (EC) No 1107/2009 and 3.0 full time staff for MRL
setting under Regulation (EC) No 396/2005. A further 5.8 staff work on other aspects of the
implementation of the legislation on authorisation and 2 on pesticides residues. For the year
2018, around 35 decisions under Regulation (EC) No 1107/2009 are foreseen. A further
breakdown into single authorisation processes is not possible and in any case, there are wide
variations as the decision-making process for some substances takes significantly more
resources than for others.

Question 12 - Is a legal watch set up by the Commission and/or EFSA to monitor third
countries' decisions on active substances? If not, would that be possible?
The European Union, represented by the Commission, is a Member of the WTO. Therefore,
the Commission is informed of the intentions of other WTO Members regarding pesticides via
the notifications exchanged under the Technical Barriers to Trade (TBT) Agreement. Similarly,
the Commission notifies to the WTO the draft Decisions that it intends to take on the approval
of active substances and responds to comments received from third countries.

Moreover, the Organisation for Economic Cooperation and Development (OECD), through
its Working Group on Pesticides has set up an electronic platform restricted to governments
(PNIS) where the OECD Member countries can also notify early information about
pesticide assessments or decisions.

Section D: Questions addressed to the Commission and EFSA already answered by EFSA
in its submission of 16 April
Question 10 - How many scientific studies has EFSA conducted/commissioned since its
founding, given that it is empowered to do so under Articles 22 and 32 of the General
Food Law? On what active substances? Question 11 - How does EFSA take into account
REACH classifications of active substances? Question 13 - How are the observations of
the authorities of the Member States, outside the rapporteur State, dealt with?

Question 18 - How are composed the scientific panels responsible for evaluating an active
substance? Question 32 - At what stage(s) along the way are parts of industry studies
redacted? Who decides which parts are redacted and using what criteria?
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Section E: Questions for Member States
The following questions, although addressed to the Commission, should actually be addressed
to the Member States given that the Member States are responsible for granting authorisations
of plant protection products on their territory. These are:

Question 2 - How many low-risk PPPs are authorised for the EU market? Question 5 - In
which ways can the applicant and third parties, as well as Member States interested in
commenting the assessment, contact the Member State authority responsible for the
authorisation of a plant protection product?

Question 6 - What is the percentage of applications for product authorisations coming
from SMEs (as opposed to large corporations)?
Question 9 - Are there any national laws that are applied/followed by national risk
assessors (apart from Regulation 1107/2009)?
Question 31- Given the volume of studies, how much time does a RMS have to look into
the studies and to decide whether it accepts or rejects the applicant’s own assessment?

Page 35 of 754



EFSA REPLIES TO QUESTIONS FROM PEST COMMITTEE

Questions to the Commission and EFSA

1. How many products have been approved under 1107, how many applications have been
submitted in total? How many of the approved substances were approved according to:
article 4.7; article 5; article 22.1; article 24.1 and article 53 (emergency procedure)? How
many active substances were re-approved?

For the EC

2. How many low-risk PPPs are authorised for the EU market?

For the EC

3. How many authorisations of active substances have been reviewed under 1107, how many
authorisations have been withdrawn? How many authorisations of plant protection products
have been withdrawn in Member States?

For the EC

4. During the different stages of the approval procedure of active substances (RMS
assessment, Peer-review, EFSA assessment, COM risk management), which possibilities are
there for the applicant to be in contact with the authorities? Which possibilities are available
for third parties?

For the EC

5. In which ways can the applicant and third parties, as well as Member States interested in
commenting the assessment, contact the Member State authority responsible for the
authorisation of a plant protection product?

For the Member States

6. What is the percentage of applications for product authorisations coming from SMEs (as
opposed to large corporations)?

For the Member States

7. Are there internal guidelines in DG SANTE and in EFSA for the application of the
precautionary principle?

EFSA: The precautionary principle is a provision that relates solely to the risk management
decision-making process and as such EFSA does not apply the precautionary principle in its
scientific risk assessments.

8. In concrete terms, can we have examples of the application of the precautionary principle?

For the EC

9. Are there any national laws that are applied/followed by national risk assessors (apart
from Regulation 1107/2009)?
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For the Member States

10. How many scientific studies has EFSA conducted/commissioned since its founding, given
that it is empowered to do so under Articles 22 and 32 of the General Food Law? On what
active substances?

Although EFSA has the possibility to commission scientific studies under Articles 23 and 32 of the
GFL, it has never conducted or commissioned a study on a pesticide active substance.

This is due to the fact that under Regulation 1107/2009 the burden is on business operators to prove
that the products intended to be placed on the market comply with EU requirements, which
applicants are obliged to do by submitting all relevant safety studies, including tests.

11. How does EFSA take into account REACH classifications of active substances?

Classifications of substances are not determined under REACH but under Regulation (EC) No
1272/2008 (the CLP Regulation), which aligns the European Union system of classification,
labelling and packaging of chemical substances and mixtures to the United Nations Globally
Harmonised System (UN-GHS).

Where available, EFSA uses in its assessment of an active substance the harmonised classification
proposed by ECHA. The CLP Regulation requires a Member State to submit a proposal for
harmonising the classification of active substances to ECHA. When this is the case, EFSA and
ECHA launch the public consultations on the same day and keep the other agency informed about
the on-going assessments. If the responsible Committee in ECHA (the Risk Assessment
Committee) agrees on the classification before the finalisation of the EFSA Conclusion, the ECHA
proposal is used by EFSA. When a Member State has not submitted a proposal to ECHA, EFSA
experts use ECHA guidance to develop an ad-hoc classification. This is used in the EFSA
assessment but does not have the status of a harmonised classification. The Commission is currently
preparing implementing legislation to clarify the obligations of Member States to submit
classification proposals to ECHA as part of the process for assessing applications.

12. Is a legal watch set up by the Commission and/or EFSA to monitor third countries'
decisions on active substances? If not, would that be possible?

EFSA: an important part of EFSA’s activities involves scientific co-operation at a global level.
EFSA has in place Memorandums of Understanding and Cooperation with several peer
organisations in third countries and is also part of several formal and informal scientific networks
in which information about past, ongoing and upcoming scientific activities and risk assessments
are shared.

13. How are the observations of the authorities of the Member States, outside the rapporteur
State, dealt with?

Experts from Member States may contribute to the process in two ways:

 Submitting written comments on behalf of their Member State to the peer review of the draft
assessment report produced by the rapporteur member state.
 Taking part in expert consultations (meetings and teleconferences) organised by EFSA on
different scientific areas (e.g. mammalian toxicology, ecotoxicology)
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Experts represent the collective scientific views of the experts in the Member State and do not
participate in a personal capacity. For example, one expert may be collecting input from two or
three public organisations within their Member State before submitting consolidated comments on
behalf of that Member State to the peer review.

All contributions are published on EFSA’s website in the background documents that accompany
the EFSA Conclusions.

14. Is there a difference in treatment of applications for authorisation according to the
rapporteur State?

For the EC

15. What are the statistics on applications for authorisations by MS (breakdown of
rapporteur States) and what are the results of the recommendations?

For the EC

16. What is the evolution of bans on products placed on the market by Member State? Can
we have the details of the substances concerned? Does a domino effect occur among MS when
a MS bans a product placed on the market?

For the EC

17. What is the Commission's reaction when a MS decides to ban a finished product? Does
this trigger an action plan (more specific follow-up for example)?

For the EC

18. How are composed the scientific panels responsible for evaluating an active substance?

Regulation 1107/2009 sets the procedure for the risk assessment of active substances for use in
plant protection products as well as for the products themselves. The Regulation establishes a
system of double pre-marketing authorisation with a clear division of roles for the Commission,
EFSA and Member States.

It is important to stress that the EU risk assessment of all active substances in pesticides is carried
out by EFSA staff and experts from the 28 EU Member States and not by Members of EFSA’s
Scientific Panels. Members from EFSA’s Scientific Panel on Plan Protection Products and their
Residues (PPR Panel) are only involved in exceptional cases where the endorsement of specific
scientific elements is required. Occasionally, individual Panel Members may be invited to
contribute to an expert consultation in a personal capacity.

Experts from Member States may contribute to the process in two ways:

 Submitting written comments on behalf of their Member State to the peer review of the draft
assessment report produced by the rapporteur member state.
 Taking part in expert consultations (meetings and teleconferences) organised by EFSA on
different scientific areas (e.g. mammalian toxicology, ecotoxicology)

Experts represent the collective scientific views of the experts in the Member State and do not
participate in a personal capacity. For example, one expert may be collecting input from two or
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three public organisations within their Member State before submitting consolidated comments on
behalf of that Member State to the peer review.

EFSA draws on a network of approximately 600 such experts and up to 100 experts may contribute
to the peer review of a single active substance. They are selected by EFSA depending on the
scientific area under discussion and based on their scientific expertise.

An EFSA internal process is in place for handling the selection of the experts nominated by the
Member States. EFSA’s conclusions are published with all comments received from the Member
States’ experts/EFSA/applicants/the public. Minutes of expert consultations are also published by
EFSA.

The Member States are responsible for ensuring the suitability and independence of nominated
experts. EFSA invites the Member States’ experts to submit their Declaration of Interest (DoI) and
those that are received by EFSA are published on its website. As from July 2018, the date of the
implementation of EFSA’s new independence policy, Member State experts who take part in peer
review meetings will be subject to the same independence and transparency measures as experts
from EFSA’s Scientific Panels.

19. Is there a time limit in case of refusal of authorisation? To be more clear, can a company
represent an application for the same active substance after a refusal of authorization?

For the EC

20. Can we have details on the average cost (and may be minimum and maximum) of an
evaluation process borne by EFSA, and by the EU during the complete process of
authorisation?

The Pesticides Unit in EFSA currently has 50 scientific posts and 5 administrative posts, supported
by a limited number of trainees and occasionally seconded national experts. The overall cost for
conducting a full peer-review varies according to the complexity of the assessment, with an
estimated average of around 240.000 € per active substance assessment, including indirect costs
and a prorate for covering the cost of methodological developments.
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Questions to the EFSA

37. Which rules are the basis for the work of EFSA when assessing a substance? PPP, EFSA
guidelines, OECD Guidelines,...?

In line with Regulation 1107/2009, the assessment of active substances by the rapporteur Member
State and EFSA is based on scientific intentionally agreed testing protocols or guidelines (normally
OECD) and guidance (mostly from the Commission or EFSA) that has been taken note of by the
Standing Committee for Plants, Animals, Food and Feed and that is indicated in the relevant
Commission Communication1 which complement the detailed data requirement Regulations2.

According to the legislation, the Commission in consultation with the Member States through a
comitology advisory procedure decides which guidance is applicable. This includes the guidance
describing the methodology for conducting the scientific risk assessment.

EFSA may be requested by the Commission to develop and/or to contribute to guidance, and can
also decide on the need for updating the methodology according to current scientific knowledge.
EFSA guidance documents and tools are available on the EFSA website3 but not mandatory in the
regulatory context until taken note of by the risk managers in the advisory comitology process
described before. For classification EFSA uses the ECHA guidance for the implementation of the
CLP Regulation.

In addition to the EU regulatory guidance, EFSA may use additional scientific knowledge to
produce its Conclusion.

38. How EFSA guidelines are set up and what is in?

The standard process for developing a new guidance or for updating an existing one follows two
steps. Firstly, EFSA requires a scientific opinion from its Scientific Panel on Plant Protection
Products and their Residues (PPR Panel) on the state of science in that area. That scientific opinion
is then adapted for use in a regulatory context taking the form of a guidance document.

Depending on the scientific vs. regulatory complexity of the scientific area in question, EFSA may
mandate the PPR Panel to produce a guidance document or develop a regulatory EFSA guidance
using internal resources from the Pesticides Unit and external experts, including Member States
experts.

A public consultation on all draft guidance documents is mandatory according to EFSA policy.
Once the guidance document is finalised it is published and in parallel submitted to the
Commission. The Commission is then responsible for deciding in consultation with the Member
States if and when the guidance should be mandatory for applicants, Member States and EFSA.

1 Commission Communication in the framework of the implementation of Commission Regulation (EU) No
283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with Regulation
(EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection
products on the market. OJ 2013/C 95/01.

2 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market.

3 http://www.efsa.europa.eu/en/publications

Page 40 of 754



The content of the EFSA guidance is a detailed description of the scientific methodologies and
scenarios to be used in the risk assessment of the active substances and plant protection products.
Usually, guidance documents are supported by IT tools to facilitate their use. All tools are available
free of charge and most are available through the EFSA website4 while some tools that require the
use of EU environmental data are made available through the Commission's Joint Research Centre
website5.

39. Please explain how EFSA assesses a substance (science/time).

The assessment of the active substance is primarily done by the rapporteur Member State on the
basis of the application dossier submitted by the applicant. The role of EFSA is to verify, and if
needed improve, the rapporteur Member State's draft assessment report through the pesticides peer
review system:

The process follows a phased approach:

1. Company "X" submits an application for the approval of an active substance "Y" to any
EU Member State. That EU Member State – subsequently called the "Rapporteur Member
State" (RMS) – is then tasked with the initial scientific and technical evaluation of the
active substance. EFSA publishes the non-confidential version of the summary dossier
(containing the application), which includes detailed study summaries.

2. The RMS drafts an assessment report for the active substance "Y" and sends it to the
European Food Safety Authority (EFSA), in charge of risk assessment. EFSA publishes the
non-confidential version of the RMS assessment report.

3. In consultation with other EU Member States, EFSA carries out a peer review of the
assessment report and sends its conclusions to the European Commission. EFSA publishes
the non-confidential version of the EFSA Conclusion, as well as an updated version of the
RMS assessment and a report on the peer review process containing all comments and
meeting minutes.

EFSA uses the risk assessment methodological guidance indicated as mandatory by the
Commission at the time of the submission of the dossier. In justified cases EFSA may include
complementary assessments based on additional scientific knowledge; if so this is transparently
reported and provides additional information to the risk managers for their decision-making.

The peer review process starts with the launch of a consultation (involving the general public,
Member States and the applicant), then the comments are collected and assessed and if needed
additional information is requested from the applicant and assessed by the rapporteur Member
State.

EFSA may organise expert meetings covering those areas for which a need for a dedicated expert
consultation has been identified. Following the expert meeting, EFSA’s scientific staff produce a
draft Conclusion, which is sent to the Member States for comments. Following that, EFSA
scientific staff finalise the Conclusion addressing the Member States comments. Once finalised,
the Conclusion and background documents (confidential version) are made available to the
Commission and the Member States. In parallel EFSA requests the Applicant to submit

4 http://www.efsa.europa.eu/en/publications

5 http://eusoils.jrc.ec.europa.eu/content/european-food-safety-authority-efsa-data-persam-software-tool
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confidentially claims in accordance with the legislation. For further information on assessing
confidentiality claims, please see response to question 44.

40. How long does EFSA have to assess a substance?

For new active substances, EFSA has 120 days to carry out the assessment, which can be extended
to 150 days in case EFSA decides that there is a need for expert consultation during the peer review
process.

For renewal assessments, EFSA has 150 days to carry out the assessment, including the expert
consultations.

Timelines can be extended if EFSA decides that there is a need to request additional information
from the applicant (so-called “stop-the-clock” procedure), but this does not affect the actual time
allowed to EFSA to assess the substance once the requested information has been received.

41. Does EFSA have enough information/resources/time to assess a substance properly?

The scientific information requested to carry out an assessment is laid out clearly in the Regulation
describing the data requirements6 and the corresponding Communication listing the test methods
and guidance documents7.

The legislation provides that the responsibility for checking that the applicant has submitted the
information in line with the legal requirements rests with the RMS in the admissibility check.

Where all this information is provided in application dossiers for active substances, the evidence is
supported by reliable studies, and the draft assessment report provided by the rapporteur Member
State is complete and of good quality, the time available to EFSA is sufficient to assess the
substance.

EFSA has experienced difficulties regarding the quality of the RMS’ initial assessment in some
specific cases. Consequently, as part of an improvement plan designed and agreed with the Member
States, EFSA is now providing, under request, additional support to the RMS for the preparation
of their assessments. This is provided for in the legislation and is only limited by the availability of
resources in EFSA.

Following the initiative by ECHA regarding the process for harmonised classification under the
CLP Regulation, EFSA is also discussing with the Member States the implementation of an
accordance check for both the Summary Dossier provided by the applicant and the initial RMS
assessment report.

Regarding the availability of information, it should be noted that the time provided in the legislation
to the RMS for checking the admissibility of the application allows the RMS to check the

6 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market.

7 Commission Communication in the framework of the implementation of Commission Regulation (EU) No
283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with Regulation
(EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection
products on the market. OJ 2013/C 95/01
http://www.efsa.europa.eu/en/publications
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completeness of the application (i.e. that the correct information has been submitted) but does not
include an actual assessment of the quality of the submitted information. Consequently during the
scientific assessment conducted by the RMS or during the EFSA peer review process the experts
may conclude that in some areas the submitted information is not of the quality and reliability
required for a proper assessment.

Both the RMS and EFSA have the possibility to request additional information from the applicant
through the ‘stop-the-clock’ process, but the time indicated in the legislation for the applicant to
provide additional information is normally insufficient to conduct new studies, particularly in the
case of a request by EFSA. When this is the case, the information available to EFSA to conclude
on some elements of the risk assessment may be insufficient. This is always highlighted in the
EFSA Conclusion.

A recurrent issue for several dossiers is the lack of a proper assessment of the peer-reviewed
scientific literature. EFSA would be in favour of having the possibility to conduct its own literature
searches to complement those that it receives from the applicant, but this is not feasible with the
currently available resources.

Overall, the resources provided to EFSA to carry out the peer review of the draft assessment reports
of all active substances are insufficient. For example, EFSA has estimated that a minimum of 10
additional FTEs are needed to complete the current work plan based on applications that are
currently in the pipeline.

Additional resources would be needed for activities such as: the possibility to conduct a
complementary search of the peer-reviewed scientific literature where the search submitted by the
applicant is not of sufficient quality (even after it has been asked by EFSA under the “ stop-the-
clock” procedure to provide additional information); to ensure the regular update (e.g. every three
years) of the scientific methodology/guidance; and to contribute to the development and update of
test guidelines to cover the data requirements. When major improvements regarding the quality of
the RMS assessment are needed, EFSA would be in favour of moving to a system where it has the
capacity to re-start the peer-review process, including a new public consultation.

42. Could you describe the cooperation process between Member State National agencies and
EFSA?

In the context of the assessment of active substances, the forum for co-operation between EFSA
and Member States is the Pesticide Steering Network (created in September 2008), which is an
EFSA scientific network.

EFSA’s scientific networks consist of nationally appointed EU Member State organisations with
expertise in the fields covered by the network8. Representatives of the Commission and of other
organisations (including those from outside the EU) with specific expertise may also be invited to
participate in the work of EFSA Networks.

8 EFSA Decision concerning the establishment and operation of European Networks of scientific organisations
operating in the fields within the Authority’s mission:
http://www.efsa.europa.eu/sites/default/files/assets/panelnetworksrop.pdf
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Networks are chaired by EFSA and supported by relevant EFSA units. Their aim is to facilitate
scientific cooperation in the field of EFSA’s mission by:
 coordinating activities
 exchanging information
 developing and implementing joint projects
 exchanging expertise and best practices

More specifically, the Pesticide Steering Network was established to manage and plan the overall
pesticide risk assessment and consider ways to further streamline the process. The main goals of
the network are to:
 plan and monitor the risk assessment process
 integrate the risk assessment and MRL setting processes
 coordinate with the European Chemicals Agency (ECHA)
 give advice on the prioritisation in the development and the updating of risk assessment guidance
documents

To improve collaboration between EFSA and Member States for the assessment of active
substances, an action plan has been agreed with the PSN, which focuses on steps that EFSA and
Member State experts can take together to improve the peer-review process. It covers the following
areas: preparation of the summary dossier by the applicant; preparation of the Draft or Renewal
Assessment Report (DAR/RAR); the EFSA peer review and the finalisation of the EFSA
conclusion. The plan was published as a technical report on EFSA’s website9.

The implementation of the plan follows a stepwise approach, starting with the identification of the
actions that can be implemented immediately without the need for additional resources or further
consideration by risk managers at the level of the Standing Committee on Plants, Animals, Food
and Feed.

For further information on the involvement of Member States experts in the actual peer review
process, see the above response to question 18.

43. Regarding the report on glyphosate of the German Federal Institute for Risk Assessment
(BfR), EFSA stated on 22/09/2017 that it was possible for the rapporteur Member State
(Germany in this case) to directly incorporate the text of a summary or assessment into the
draft assessment report. However, Italian and British newspapers have revealed that a
hundred pages had been "copied and pasted" from documents provided by manufacturers.
In view of the extend of this process, does EFSA consider that not to refer to the source of
these 100 pages was an error, or does it see this as normal procedure, even for 100 pages?

The document referred to in allegations about “copy and paste” is the Renewal Assessment Report
(RAR) for glyphosate produced by Germany as rapporteur Member State and the specific section
in the RAR concerns the literature review of toxicological studies. The document has 4322 pages.

Firstly, the common understanding of plagiarism - meaning the lack of proper citation in academic
literature - is not applicable in the case of the assessment of regulated chemicals. Public authorities
check the accuracy of information provided by applicants as a preparatory step for later risk
assessment. For this purpose they produce administrative documents, which under EU law must be
based on information provided by applicants.

9 https://www.efsa.europa.eu/en/supporting/pub/1349e
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Describing as “plagiarism” the inclusion of text provided by the applicant, after checking its
accuracy, into the administrative document of the authority does not make sense.

Secondly, the part of the RAR on glyphosate in question (Volume 3, literature search) does not –
and is not meant to – represent the actual risk assessment of glyphosate. In fact, it represents the
RMS’ view on the accuracy of the reporting of the summary results of published literature provided
by the applicant.

The role of the rapporteur Member State is to confirm that the search has been conducted properly,
to verify its accuracy, and to ensure that the level of reporting is sufficient for the peer-review to
be conducted by EFSA and Member States experts.

Each piece of information contained in Volume 3 of the RAR on published literature has been
checked by the RMS regarding the accuracy of reporting by the applicant. The level of reporting
includes tables, short descriptions of the studies, and original abstracts provided by the applicant.

Following the check by the RMS, these are either left unmodified, where the RMS is satisfied with
the information provided by the applicant, or corrected and commented on as the RMS sees fit.

Thirdly, the RMS’ view on the completeness of the published literature reported by the applicant
and the accuracy of the reporting by the applicant (Volume 3 of the RAR on glyphosate) was subject
to public consultation. The RAR was also amended following the outcome of the public
consultation and the peer review with Member States experts. All amendments to the RAR made
during the peer-review are highlighted in the document.

The relevance of each single piece of literature presented in the amended RAR for risk assessment
is checked by experts from EFSA and the 28 Member States during the commenting phase of the
peer review process.

Fourthly, one only has to look at the final Conclusion on glyphosate to see that the published
literature on glyphosate was considered. Literature studies reported in Vol. 3, even if not
“upgraded“ to single study assessment (because of limited relevance for assessing the active
substance) can contain important information and may highlight concerns. EFSA’s remark in the
final conclusion on the need to further assess the genotoxic potential of glyphosate formulations
was triggered by non-GLP, non-OECD studies presented in the genotoxicity section in Volume 3
of the RAR related to published literature.

Finally, transparency runs through the process from start to finish. The summary dossier is
published by EFSA in addition to the RAR allowing interested parties and the public to compare
the views of the applicant and of the rapporteur Member State.

44. Regarding its final study on glyphosate of November 2015, EFSA denied that it had
granted the Glyphosate Task Force (GTF - a grouping of 20 industrials using glyphosate, led
by Monsanto) a say concerning its works and that it had denied that to other NGOs. EFSA
stated that GTF intervention was limited to correcting "factual errors and typing errors".
However, on 30 October 2015, EFSA sent an email to a German consulting firm (Knoell), of
which the Glyphosate Task Force was a client, to "give them the opportunity to remove
confidential information from the findings of the EFSA and related documents ". If it were
only a matter of factual errors or typing errors, why did EFSA deny this right of scrutiny to
other NGOs on the grounds of "protecting the integrity of the decision-making process"?
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As indicated in the question, the EFSA request to the applicant was to "give them the opportunity
to remove confidential information from the findings of the EFSA and related documents". This
consultation on confidentiality with the applicant is a legal mandatory requirement for EFSA before
it publishes although at the point at which this occurs the Conclusion has already been approved,
finalised and distributed to the European Commission and Member States, which have access to
the confidential version of the document. EFSA does not consult applicants on its scientific
assessment.

The documents are not modified except by blackening areas where EFSA accepts the
confidentiality claims made by the applicant. These sections appear as blackened in the published,
non-confidential version of the document. If during this process the applicant identifies and
communicates factual or typing errors those may also be corrected.

The scrutiny of EFSA’s Conclusions is also always possible after publication. An applicant and or
any third party that believes it has identified errors in the Conclusion following publication may
communicate these to EFSA. EFSA assess the information brought to its attention and if errors are
present the Conclusion is republished (and the confidential version available to the European
Commission and Member States updated). This is also transparently reported in the republished
Conclusion and a tracked changes version is available on request.

45. In June 2016, EFSA categorically denied the statement of the Corporate Europe
Observatory (CEO) that 46% of its scientific experts would be in conflict of interest with the
agribusiness and food industries. EFSA explained that the CEO considered that experts close
to several recognized scientific institutes in Europe should be excluded from the Agency's
scientific groups. However, it turns out that in June 2016 EFSA was engaged in a reform to
strengthen the independence of the scientists it employed. If in 2016 EFSA admitted a real
risk of conflicts of interest, can it specify the proportion of scientists concerned by such risk
today?

As indicated in the response to question 18, the EU risk assessment of pesticides active substances
is carried out by EFSA staff and experts nominated by authorities from the 28 EU Member State
authorities and not by experts from EFSA’s Scientific Panels, which is the focus of the CEO report
cited in the question. In other words the allegations made in the CEO report do not apply to the
experts that are involved in the EU assessment of active substances.

There is also a presumption in the question that in seeking to update its independence policy in
2016, EFSA was admitting at that time to a risk of conflict of interests among its experts. This is
incorrect. The current rules EFSA has in place (the new Independence Policy comes into force in
July 2018) are already stringent enough to ensure the Authority’s impartiality and protect it against
improper influence. The new Policy builds on EFSA’s experience of managing interests over the
last 15 years as well as on input received from stakeholders, the European Parliament and the
general public, and is designed to further strengthen and reinforce the current system.

Finally, it is important to note that EFSA strongly refutes the figures and allegations put forward
in the CEO report. They are based on CEO’s own, narrow interpretation of what constitutes a
conflict of interest, which EFSA disagrees with. To be clear, the financial interests of all experts
working on EFSA’s Panels have been assessed carefully according to the independence rules that
EFSA has in place and they were not found to have interests that were incompatible with
membership of those scientific groups.

In addition, EFSA's independence is regularly scrutinised, including by the Court of Auditors, the
European Ombudsman, and the European Parliament, and EFSA has a good record of
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implementing recommendations coming from these bodies. The progress made by EFSA on
independence and transparency has been acknowledged frequently but there are still criticisms from
certain NGOs who criticise the fact that EFSA bases its risk assessment in the framework of
approval procedures on partly confidential industry studies. These criticisms, however, disregard
the fact that these requirements (e.g. industry responsible for submitting supporting studies,
confidentiality rules etc.) are laid down in EU legislation.

46. What guidelines are used by EFSA when it comes to evaluating the carcinogenicity
studies? Are these the same as those used/ recommended by ECHA/OECD, and if not, what
are the differences?

For classification regarding carcinogenicity EFSA uses the ECHA guidance for the implementation
of the CLP Regulation.

For the assessment of animal studies conducted according to OECD guidelines, EFSA uses the
specific recommendations to validate the study protocol and results as described in the relevant
OECD guideline (e.g. OECD Test No. 451: Carcinogenicity Studies, or OECD Test No. 453:
Combined Chronic Toxicity/Carcinogenicity Studies). In case of old studies conducted with
previous versions of the guidelines or with non OECD protocols, the study’s reliability as a GLP
study is assessed according to the guideline available and used at the time that the study was
conducted, while the relevance and role in the weight of evidence assessments consider also the
differences between the methodology used at the time that the study was conducted and that
proposed by updated versions currently available.

Other recommendations considered in the assessment include the OECD guidance document on
the design and conduct of chronic toxicity and carcinogenicity studies10 and the EFSA Scientific
Committee guidance on genotoxity11.

47. What is done if studies showing harmful impacts to health or the environment are
published after the authorisation of an active substance or a plant protection product? Which
measures are in place to allow a re-evaluation and potentially to re-consider existing studies
that may now be more relevant? In this case, is the previous procedure re-examined to make
sure that earlier indications were not missed?

Regulation 1107/2009 contains provisions addressing both the early review of an approval of an
active substance as well as the early review of the authorisation of a plant protection product if
there are indications that the criteria for approval/authorisation are no longer fulfilled – Articles 21
and 44, respectively. The legislation specifically mentions new scientific and technical knowledge
and monitoring data as potential triggers for such a review.

Concerning the review of approval the Regulation provides for concrete steps to be taken in order
to make sure that the new evidence is correctly and sufficiently considered in the revision process.
The Commission is empowered to amend or withdraw the approval, as appropriate.

A practical recent example for the application of these provisions is the review and restriction of
the approvals of clothianidin, imidacloprid, thiamethoxam and fipronil in 2013, after new scientific

10 https://www.oecd-ilibrary.org/environment/guidance-document-116-on-the-conduct-and-design-of-chronic-
toxicity-and-carcinogenicity-studies-supporting-test-guidelines-451-452-and-453_9789264221475-en

11 https://www.efsa.europa.eu/en/efsajournal/pub/5113
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evidence showed that the risk to bees from the use of these substances was higher than assumed at
the time of their approvals.

If mandated by the Commission, EFSA assesses new information and revises the previous
assessments for a given substance. This can be done through a Scientific Opinion of EFSA’s
Scientific Panel on Plant Protection Products and their Residues or through an ad-hoc Conclusion
drafted by the scientific staff of EFSA’s Pesticides Unit.

Concerning the review of authorisations, the Regulation gives similar power to the Member States
concerning authorisations they have granted. However, the Regulation is less prescriptive
concerning the procedural steps to be taken.

In addition, the Regulation provides for emergency procedures in case a serious risk would be
discovered which would require immediate action by Member States and the Commission (Articles
69 to 71).

48. At what stage(s) along the way are parts of industry studies redacted? Who decides which
parts are redacted and using what criteria?

See above response to question 44.

49. How are the hazard-based cut-off criteria (specifically Carcinogenic Mutagenic and
Reprotoxic) implemented? How is it that some substances classified as R1B are still allowed,
such as epoxiconazole and flumioxazine?

This question can only by answered by the European Commission in their role as risk manager.

50. How is human relevance currently used and what is the effect on the level of protection of
humans and the environment? Is the framework standardized? Is the level of evidence
specified?

The level of protection is set in the legislation: “no harmful effects on human health including
vulnerable groups, and no unacceptable effects on the environment”12.

The level of evidence and the endpoints to be addressed in a risk assessment, as well as the kind of
data which should be used as a basis for the risk assessment are standardised (international
guidelines defined in the Commission communication) and are defined in the regulation on data
requirements (See response to question 41 for details and references).

The risk assessment concerning human health is based mostly on animal in-vivo (and to some
extent in-vitro) standardised tests, as provided for in the legally set data requirements13. Human
relevance is assumed as default for studies on mammals unless there is scientific evidence (e.g.
different mechanistic pathways) confirming that some effects are species-specific and not relevant
for humans (however the effects may be relevant for the environmental assessment related to effects
on mammals).

The data requirements described by Regulation (EU) 283/2013 also provide that human
epidemiological and monitoring data are considered if available and relevant. Further, any relevant

12 Article 4 of Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC
and 91/414/EEC
13 Part A, Section 5 of the Annex of Regulation (EU) 283/2013.
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scientific peer review literature is considered in the risk assessment, which is selected according to
a systematic review methodology as defined in an EFSA guidance document published in 201114.

Effects observed in mammals, even if excluded from the assessment of human health following the
confirmation of lack of human relevance, are considered in the environmental assessment.
Information on the level of protection for the environment in the legislation is provided in the
response to question 51.

51. How is margin of exposure currently used and what is the level of protection of human
health and environment?

As indicated in the previous question, the level of protection is set under Article 4 of Regulation
(EC) 1107/2009 as: “no harmful effects on human health including vulnerable groups, and no
unacceptable effects on the environment”.

As regards human health and as stated in the legally defined data requirements, the risk assessment
is based on specific toxicological reference values for chronic and acute, oral and non-oral
exposures (ADI accepted daily intake; ARfD acute reference dose; AOEL accepted operator
exposure level, aAOEL acute accepted operator exposure level) and includes also vulnerable
groups (e.g. children).

All these values are based on experimental values derived from one or more experiments where
different doses of the chemical are tested. The toxicological reference values are derived from the
dose where no effects are observed plus a safety factor of at least 100. This implies that the
toxicological reference values correspond to one percent or less of the doses where across all the
experiments no effects were observed. Regarding dietary assessments, the post-marketing
monitoring carried out on pesticide residues in food confirms that in most cases actual exposure
levels of consumers are usually much lower than this minimum margin of 100.

For the environment, a similar approach is used for the first initial assessments based on laboratory
data as stated in the legally defined data requirements and Uniform Principles15. In experiments the
NOEC (no observed effect concentration) or ECx (effective concentration) value is derived for
several species (e.g. fish, aquatic invertebrates, terrestrial arthropods, soil organisms, bees, birds).
For each of these taxa, the derived NOEC or ECx values are then compared to the predicted
environmental concentration (PEC) values in the respective medium (e.g. soil or water) and deemed
safe if the toxicity exposure ratio (TER) or hazard quotient (HQ) are not exceeded.

If these thresholds are exceeded, the applicant should present additional information, such as
(semi)field studies or modelling approaches. In those cases, no specific indications on the level of
protection for the environment are provided in the legislation, and EFSA has developed an
approach for specific environmental protection goals to be established by risk managers16. Some
EFSA guidance documents, such as the guidance on the risk assessment for bees or for aquatic
organisms have already implemented this approach with variable results, however the final

14 European Food Safety Authority; Submission of scientific peer‐reviewed open literature for the approval of
pesticide active substances under Regulation (EC) No 1107/2009 (OJ L 309, 24.11.2009, p. 1–50). EFSA Journal
2011;9(2):2092. [49 pp.]. doi:10.2903/j.efsa.2011.2092
15 Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of
the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant
protection products.
16 EFSA Scientific Committee, 2016. Guidance to develop specific protection goals options for environmental
risk assessment at EFSA, in relation to biodiversity and ecosystem services. EFSA Journal 2016;14(6):4499, 50
pp. doi:10.2903/j.efsa.2016.4499
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endorsement of the method by risk managers (Commission and Member States) and the definition
of specific protection goals is still needed.

52. How is the evaluation criterion of historical control data currently in use and what is the
level of protection of humans and the environment?

As indicated in the previous questions, the level of protection is set under Article 4 of Regulation
(EC) 1107/2009 as: “no harmful effects on human health including vulnerable groups, and no
unacceptable effects on the environment”.

Historical control data when provided by the applicant in the dossier are used according to the
OECD recommendations17 and in particular when used for classification purposes according to the
recommendations in the ECHA guidance18. When the information is submitted, it is checked and
only valid data are used by EFSA. Historical control data are relevant as part of the weight of
evidence, and should be used in both positive and negative directions (e.g. historical control data
can be used to conclude that an effect is relevant in absence of statistically significant differences
with the control). However, the use of historical control data is limited by the availability of data
provided by the applicant and not central database is available.

53. How is the extended one-generation reproductive toxicity test being used and what is the
level of protection of humans and the environment?

As stated in the legally defined data requirements (Part A, Section 5 of the Annex of Regulation
283/2013), the OECD extended one-generation reproductive toxicity study may be considered to
assess potential reproductive toxicity, neurotoxic and immunotoxic effects, as well as endocrine
disrupting effects of active substances used in pesticide products as an alternative approach to the
multi-generation study.

EFSA has indicated a preference for the extended one-generation study test. However in practice
the two- generation test guideline has been mostly used for the studies included in application
dossiers. For assessments at EFSA level, a study according to the extended one-generation
guideline has been included in the dossier of only one active substance.The guideline may have
been used in other dossiers currently in the pre-submission phase or those at the level of assessment
by the RMS.

As indicated in the previous questions, the level of protection is set under Article 4 of Regulation
(EC) 1107/2009 as: “no harmful effects on human health including vulnerable groups, and no
unacceptable effects on the environment”.

54. How are cumulative effects and multiple mechanisms of action taken into account?

When Regulation (EC) No 396/2005 on maximum residue levels of pesticides (MRLs) in or on
food and feed was adopted, it was agreed that as soon as the methodology was developed by EFSA,
cumulative and synergistic effects should be taken into account when setting MRLs for pesticide
residues.

Furthermore, among the requirements stipulated in Regulation (EC) No 1107/2009 regarding the
approval of active substances is “that they shall not have harmful effects on human health, including

17 http://www.oecd.org/chemicalsafety/testing/oecdguidelinesforthetestingofchemicals.htm

18 https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-4910-9702-e9e1f5051cc5
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that of vulnerable groups or animal health, taking into account known cumulative and synergistic
effects where the scientific methods developed by the Authority to assess such effects are
available”.

Currently, the assessment of active substances in establishing maximum residue limits, in
approving substances and in evaluating the results of their use in terms of acute and chronic
exposure, do not take into account potential cumulative effects of the combined exposures of those
active substances, as a relevant methodology is in development.

The European Commission, EFSA and the Member States are currently working together on
defining a common methodology for evaluating the cumulative exposure to chemicals, thus,
providing the means for assessing the cumulative risk.

A starting point of this methodology concerns the grouping of active substances with similar modes
of action (MoA), even if the particular and precise mechanisms of action are not known, which is
the case for most chemicals. EFSA published in 2013 its Scientific Opinion on the identification of
pesticides to be included in cumulative assessment groups (CAGs) on the basis of their
toxicological profile. This Scientific Opinion suggests a methodology for grouping of pesticides
based on phenomenological effects (MoA) and provides CAGs for the thyroid and nervous system.

Under the Commission's 7th Framework Programme funded project "ACROPOLIS, an IT tool has
been developed by a consortium of research institutes (coordinated by RIVM, Netherlands) to carry
out probabilistic exposure calculations. The project ended in November 2013. At the same time
EFSA also developed its SAS® software.

Currently, finalisation of the methodological approach is under way, while the reports on
Cumulative Exposure Assessments on the thyroid and neurotoxicity CAGs are being prepared by
EFSA.

The assessment of multiple mechanisms for the same active substance is part of the standard
assessment for each active substance and is covered by the in-vivo testing and the identification of
all relevant possible hazards and effects for humans and non-target organisms.

55. How is low concentration impact assessed?

The hazard identification and hazard characterisation covers all known relevant impacts
independently of the expected level of exposure. The dose selection for the hazard studies are based
on screening tests independent of the expected level of exposure.

During the risk assessment, toxicological reference values are calculated and compared with the
expected exposure. The toxicological reference values consider safety factors of at least 100, as
explained in detail in Q 51.

56. How are mutagenic, genotoxic and endocrine disrupting chemicals assessed?

Mutagenicity is assessed as part of the hazard-based criteria according to the ECHA CLP guidance.
Genotoxicity is assessed according to the EFSA Scientific Committee 2011 guidance that was
updated in December 201719. Genotoxicity is assessed for the active substance and for the
metabolites and considered as an independent endpoint different from carcinogenicity. Endocrine
disruption is currently assessed from a regulatory perspective according to interim criteria

19 http://www.efsa.europa.eu/en/publications
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described under points 3.6.5 and 3.8.2. of Annex II of Regulation (EC) 1107/2009 and
complemented with a scientific assessment according to the EFSA Scientific Committee 2013
opinion and the OECD framework. EFSA and ECHA are in the process of finalising a new guidance
for assessing endocrine disrupting chemicals.

For all these potential hazards, specific data requirements are or will be set in the legislation20.

57. How is developmental immunotoxicity and developmental neurotoxicity assessed?

Developmental immunotoxicity and developmental neurotoxicity are currently assessed when there
are indications from the mode of action, read across to other substances or effects observed in other
studies conducted on a substance. Specific studies, including OECD guideline studies such as Test
No. 424: Neurotoxicity Study in Rodents or Test No. 426: Developmental Neurotoxicity Study, as
well as studies with ad-hoc study designs to address specific concerns may be triggered.

EFSA considers that scientific developments in these areas should be incorporated in the
assessment of pesticides and is working, also with international collaborations through the OECD,
to further develop methodologies to assess developmental neurotoxicity and to further explore the
use of Adverse Outcome Pathways to addressing unique human diseases including those related to
developmental effects in these two areas.

58. How is soil toxicity assessed?

Soil toxicity is currently assessed according to a Commission guidance document stating data
requirements21 and to a respective Commission Communication22. Similar to other environmental
assessments, the first assessment is based on the comparison of the expected concentrations in soil
with the toxicity of the pesticides measured in laboratory experiments with representative non-
target organisms.

Currently the OECD has guidelines for conducting test with plants, earthworms, and other soil
macro-organisms such as springtails (Collembola) or predatory mites. Effects on microorganism
are investigated in laboratory studies measuring the functional role of the microbial community
such as the mineralisation of carbon and nitrogen.

As indicated in the response to question 51, the legislation establishes thresholds for the toxicity
exposure ratio (TER) e.g. the minimum margin of exposure between the concentration that produce
effects in the laboratory and the acceptable concentration of the pesticides and its metabolites in
soil. If these thresholds are exceeded, the applicant should present additional information, such as
(semi)field studies or modelling approaches.

The results of these tests are used by the experts to assess the possible effects of the intended uses
on non-target plants, the populations of earthworms and other representatives of the soil fauna as
well as on soil microbial functions. EFSA’s Scientific Panel on Plant Protection Products and their

20 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market.
21 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market.
22 Commission Communication in the framework of the implementation of Commission Regulation (EU) No
283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with Regulation
(EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection
products on the market. OJ 2013/C 95/01.
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Residues has recently reviewed the latest scientific knowledge and published in 2014 and 2015
Scientific Opinions covering in-soil organisms23, terrestrial plants24, and non-target arthropods25.
Pending the availability of resources and following dialogue with risk managers to clarify the
protection goals, EFSA has the intention of updating this guidance in the near future.

59. How is environmental impact on biodiversity assessed?

The current assessments are based on generic worst-case conservative scenarios designed to avoid
effects at population level on non-target organisms. The Uniform Principles contained within the
legislation establish triggers for conducting the first step of the assessment (e.g. based on the
comparison of worst-case scenarios and the results of generic laboratory studies). These threshold
values define if the potential calculated risk is to be considered acceptable or if a more detailed
assessment (based on (semi)field studies and more realistic scenarios and models) are needed. For
these refined assessments the thresholds regarding impacts on biodiversity cover no unacceptable
effects on the population of non-target organisms, complemented with acute lethal effects on
vertebrates.

The current thresholds were defined based on expert knowledge. In EFSA’s views this process
could be improved by establishing reference tiers according to the level of protection decided by
risk managers and to calibrate down the lower tier thresholds. The lack of sufficient resources has
not allowed EFSA to further develop this proposal to date.

Although the scenarios clearly represents worst-case conditions, an important issue for addressing
impacts on biodiversity is that the environmental risk assessments are currently done on a use per
use basis and with no information on the actual use (e.g. market penetration or percentage of
cropping area in which the pesticide is used annually).

EFSA considers that current technology and the current availability of environmental data would
allow for the development of updated Environmental Risk Assessment methods considering
landscape characteristics. The EFSA 2020 Scientific Strategy includes this proposal as one of the
key developments regarding the environmental assessments; covering pesticides as well as other
areas where EFSA conducts environmental assessments. These developments would increase the
capacity of EFSA to inform risk managers about the overall impact of pesticides on biodiversity.

60. How does EFSA take into account the opinion about the evaluation of a specific
substance/metabolite made by other agencies like US EPA, EMA?

Available assessments from other EU agencies are considered and in the case of scientific
divergences a joint statement between the agencies concerned that resolves the divergence or
explains the reasons for the divergence is produced.

23 23 EFSA PPR Panel (EFSA Panel on Plant Protection Products and their Residues), Ockleford C, Adriaanse P,
Berny P, Brock T, Duquesne S, Grilli S, Hernandez‐Jerez AF, Bennekou SH, Klein M, Kuhl T, Laskowski R,
Machera K, Pelkonen O, Pieper S, Stemmer M, Sundh I, Teodorovic I, Tiktak A, Topping CJ, Wolterink G, Craig
P, de Jong F, Manachini B, Sousa P, Swarowsky K, Auteri D, Arena M and Rob S, 2017. Scientific Opinion
addressing the state of the science on risk assessment of plant protection products for in‐soil organisms. EFSA
Journal 2017;15(2):4690, 225 pp. doi:10.2903/j.efsa.2017.4690
24 EFSA PPR Panel (EFSA Panel on Plant Protection Products and their Residues), 2014. Scientific Opinion
addressing the state of the science on risk assessment of plant protection products for non‐target terrestrial plants.
EFSA Journal 2014;12(7):3800, 163 pp. doi:10.2903/j.efsa.2014.3800
25 EFSA PPR Panel (EFSA Panel on Plant Protection Products and their Residues), 2015. Scientific Opinion
addressing the state of the science on risk assessment of plant protection products for non‐target arthropods. EFSA
Journal 2015;13(2):3996, 212 pp. doi:10.2903/j.efsa.2015.3996
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Assessments from non-EU agencies are considered if they are available or communicated to EFSA,
e.g. in the dossier, during the public consultation or through the established OECD mechanisms
and bilateral contacts. If relevant, experts from other agencies are invited as observers to EFSA’s
expert consultations to explain their work.

61. Would EFSA consider a "quick" review of LMRs during specific situations, i.e. minor
uses and for substances for which there is no waste (below the default limit)?

MRL applications bring with them different degrees of complexity. In some cases, the process can
be fast e.g. if only one single MRL needs to be assessed and all necessary data are available.

However, normally the setting of MRLs requires an assessment of the expected level of residues in
the crop (requiring metabolism studies and field trials) and a full assessment of the risk for
consumers considering authorised uses on all crops. This cannot be done as part of a “quick”
review. For example, even minor uses as defined by Member States may represent a significant
contribution to the consumer’s diet, requiring a proper assessment regarding pesticides residue
levels. If not all data are available from the outset, EFSA can stop the clock and request the missing
data which then leads to a longer procedure.

When it can be concluded that no residues in food are expected from the use defined in a Good
Agricultural Practice, the default MRL value (i.e. the analytical limit of quantification) is sufficient
and there is no need for an MRL application.

62. How does EFSA select the experts responsible for evaluations? Are their previous
activities taken into consideration?

See above response to question 18.

63. Does EFSA has sufficient resources to evaluate in the correct way the submitted dossiers?

See above response to question 41.

64. Regarding the reliance on the industry studies during the authorisation procedure for
pesticides: (1) What would EFSA suggest to mitigate the conflicts of interest that arise when
companies are testing their own products? (2) Does EFSA still believe that creating a system
where industry would "pay into a pool", and that EFSA or other authorities would then be
responsible of commissioning the studies, would EFSA think it could be a way to have more
transparent and reliable results ? (3) Would EFSA agree that it would be more reliable to
have the studies conducted and reported by scientists that are fully independent from
industry?

From a scientific point of view, it is irrelevant whether a study was sponsored by industry, other
interested parties, or public or privately funded research projects if the study is designed, carried
out and reported well.

In the majority of cases there are international guidelines at OECD level that set out the
requirements applicants must follow for the various safety studies they conduct, such as the agreed
test protocols and the certification of Good Laboratory Practice that facilities must have to carry
out tests.
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To give further reassurance about the reliability of studies sponsored by industry and to increase
overall transparency in the system, the Commission has proposed the following additional
measures in its recent proposal to amend the General Food Law:
 A mandatory public register for all Good Laboratory Practice (GLP) studies, covering: the
registration by the company of the intention to conduct a GLP study and the expected timing; the
registration by the certified laboratory of when the study has started and when it has concluded; the
publication of the control data immediately after the finalisation of the study to be included in a
register of historical controls.
 Increasing the auditing efforts of Member States of GLP certified laboratories and the creation
of a verification system for the Member State audits led by EFSA and other EU regulatory agencies.

EFSA considers that the study design should be agreed by independent experts. This is the case by
default when OECD protocols are available, and if they are not, EFSA or the relevant regulatory
agency should design the study or give its agreement to the study design proposed by applicants.

The execution of the study should then be done by test facilities certified to work in accordance
with GLP with proper auditing and verification controls (see above). The raw data should be
available to the regulatory bodies (as they currently are in the application dossiers assessed by
EFSA) allowing the experts involved in the assessment to check, study by study, the quality and
reliability of the results.

Regarding the assessment of the study results, as detailed in previous responses, the current system
includes a proposal by the applicant, a detailed assessment by the rapporteur Member States and a
verification of this assessment by EFSA through a peer-review conducted in collaboration with
experts in the other Member States and a public consultation. EFSA considers that this process
ensures an effective and reliable scientific assessment.

EFSA is aware that some NGOs advocate a different solution, including the setting-up of a fund
financed by industry from which all studies to be included in application dossiers would be paid
for. It would be legally difficult to conceive the creation of this fund and calculate the mandatory
contribution of the industry as in many cases more than one company is interested in submitting an
application dossier. Moreover, it would be for EFSA to determine which study is to be carried out
by which laboratory and at which cost, a task that could be disproportionate to the objective to be
achieved and which may also raise questions about EFSA's independence in the long-term.

In addition, setting such a system only at EU level would be in conflict with the legally binding
OECD mutual recognition system (as many studies conducted in 3rd countries would continue to
be contracted directly by industry), which is essential for limiting the use of animals for testing
purposed and to avoid duplications.

In its proposal for an amendment of the GFL, the Commission has proposed that EFSA will have
the possibility to conduct or to commission a limited number of autonomous studies on
controversial issues. Pending the final decision from the legislators, EFSA considers that having
resources for designing, conducting and commissioning studies on ad-hoc basis on pesticides active
substances and other relevant substances would increase the EFSA capacity for providing
scientifically sound assessments and for supporting risk managers in their decision making.

65. Regarding the assessment of the active substance apart from the "formulation": (1) Does
EFSA think that national authorities have sufficient means to test the genotoxicity of so-called
"formulations", and the potential for “long-term toxicity and carcinogenicity,
reproductive/developmental toxicity and endocrine disrupting potential ? (2) Has EFSA
given national authorities any guidance on how that should be done?
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EFSA does not have information about whether or not Member States have sufficient means to
carry out assessments on formulations.

Under the current regulation EFSA only carries out the peer-review of the assessment of the active
substance and does not have a role regarding the assessment of pesticide products/formulation.

Guidance for Member States is available through a recent update for genotoxicity by the EFSA
Scientific Committee, and EFSA has offered to provide Member States with support for the
assessment of formulations, if requested by the Member States and depending on the availability
of resources. So far, no request on this specific issue has been made by any Member State.

66. Regarding other chemicals used in "formulation", recognized in the scientific literature
to be even more toxic that the so-called "active substance": (1) Has EFSA assessed any such
chemicals beyond POE tallowamine? (2) And when will the Commission present the list of
“unacceptable co-formulants” (art. 27 of the Reg 1107/2009)?

(1) EFSA has assessed only active substances so far (except POE tallowamine).

(2) The Commission is working on the adoption of the first list of unacceptable co-formulants,
together with criteria and a procedure to identify further ones. The adoption of the Regulations is
planned for the 4th quarter of 2018 (see also response to question 33).
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MEETING OF 26 APRIL 2018 
 
 

EXCHANGE OF VIEWS ON THE EU AUTHORISATION PROCEDURE 
FOR PLANT PROTECTION PRODUCTS 

 
 
 

PREPARATORY AND COMPLEMENTARY QUESTIONS TO/ANSWERS FROM: 
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DE L’ENVIRONNEMENT ET DU TRAVAIL (ANSES - FRANCE) 

 
KEMIKALIEINSPEKTIONEN (KEMI - SWEDEN) 

 
HEALTH AND SAFETY EXECUTIVE (HSE - UNITED KINGDOM) 

 
 
 
 
 
 
 
 
 
 
 
 

 Verbatim report of the debate is appended 
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PEST COMMITTEE MEETING OF 26 APRIL 2018

EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES
OF FRANCE, SWEDEN AND THE UNITED KINGDOM

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 26 April, an exchange of views with
experts from the competent authorities of France, Sweden and the United Kingdom will take
place to give Members an overview of the role of these authorities in the assessment of
applications for approval of pesticides.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

1. What is the role of the Rapporteur Member State (RMS)? What are the criteria to
choose a Rapporteur Member State?

For active substances: the RMS carries out the scientific assessment which is submitted
to EFSA and then to public consultation and MS peer review.
For plant protection products: the RMS carries out the scientific assessment which will
be the base for authorisation by all MS of the same zone as the RMS.

2. What is the role of the national agencies?

The role of national agencies may vary from one member state to another.
In France the national agency (ANSES) is in charge of the scientific evaluation of the
MA Applications and of granting, modification or withdrawal of MA. The agency also
takes part in SA evaluation as RMS.

3. How many authorisations of plant protection products have been withdrawn in your
Member States?

Year Number of SA with at
least one authorized
PPP in France

Number of authorised
PPP

2008 425 3036
2012 420 2584
2017 352* 1930
* Including more than 70 “biocontrol” substances (microorganisms or plant products)

4. In which way can the applicant contact your Agency? In which way can the third
parties or the Member States interested in commenting the assessment contact your
Agency?

Any stakeholder may contact the agency.
Applicant may ask for technical meetings, which are agreed if the agency finds it
helpful, particularly “pre-submission meetings” to ensure that all the data which are
needed are included in the application. They may also ask for “overview” meetings on
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their current and future applications, this can be accepted by the Agency but not more
than once a year.
Other stakeholders (farmers unions, NGOs, etc.) have also access to the agency upon
request, and have the opportunity to put forward their position on specific substances,
methods or any aspect of the agency’s activity.

ANSES pays a specific attention to the dialogue with all the stakeholders :

- In 2015, when the responsibility of PPPs MA was transferred to ANSES, the agency
published a “charter of the relations with the carriers of interests”. This charter
organizes the equity and traceability of the relations between the agency and all the
stakeholders. Any meeting is traced in a register, and the register is subject to an
analysis, with the support of the agency’s “committee of deontology and prevention
of the conflicts of interest”

- The Management board of the agency, and it’s “thematic orientation committees”
include all stakeholders representatives (industry, farmers, NGOs, unions, …)

- The agency also put in place in 2017 a “platform of dialogue” on PPP, open to all
stakeholders.

5. Could you explain how the exchange with the applicant and interested third parties
works during the different stages of the assessment of the application by your
Agency?

 How do you check the applicant's compliance with applicable guidelines? Is that
done by checking the consistency of the application, or are any further audits carried
out?

All the studies are carefully checked regarding compliance with the data requirements
and the current guidelines.

 Are other concerned Member State agencies consulted already during the stage of
the initial assessment of the application?

For PPP, other MS from the zone can be consulted before the commenting period when
important issues are identified.

 How much flexibilities does your Agency enjoy for the assessment of an
application? In other words, how standardised is the assessment procedure, how
much room is there for different outcomes in different Member States?

Guidance documents allow a high level of harmonisation among MS. When specific
conditions of uses or vulnerable situations have to be taken into account, refinement of
the risk assessment is necessary, in these cases national scenarios can be used.

6. Are there other stakeholders involved in the process?
See point 4.

7. What is the percentage of applications for product authorisations coming from SMEs
(as opposed to large corporations)?
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Applications are submitted by companies of various sizes, including SMEs.
However, the question is difficult to address as there is no agreement on the
definition of SMEs. It is not unusual for applications to be submitted by SMEs.

8. Are there any national laws enforced by your Agency (apart from Regulation
1107/2009)?

Yes, there are ministers orders on risk management/mitigation measures, on bee
protection, on categories of PPPs which can be used by non-professionals and laws
forbidding the use of PPPs by non-professionals (except biocontrol PPPs) from
2019, and a law forbidding the use of neonicotinoid PPPs from September 2018.

9. Are there additional international guidelines that one has to follow for the
authorisation procedure?

No

10. In reference to Article 8 of Regulation 1107/2006:
 How do applicants decide what constitutes “representative use”?
 Are there any guidelines on the choice of this “representative use”?
 What role do RMS have in checking, and thereby accepting or rejecting, this

“representative use”?
 How much room for manoeuvre does the RMS has in agreeing or not to the chosen

formulation (i.e. the plant protection product containing the active substance)?

Information on representative product and uses is indicated in the following EU
guidance document “Guidance Document on the renewal of approval of active
substances to be assessed in compliance with Regulation (EU) No 844/2012 (the
Renewal Regulation)” available on line at :
https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_aas_guidance_renewal_8
44-2012_rev_4_final.pdf

11. Provision of relevant peer-reviewed open literature:
 What concrete steps does the applicant undertake to provide relevant peer-reviewed

open literature, and how does the RMS check this?
 How are studies defined as “relevant” or “not relevant”?

A guidance document has been prepared by EFSA and details the procedure :
“GUIDANCE OF EFSA. Submission of scientific peer-reviewed open literature for the
approval of pesticide active substances under Regulation (EC) No 1107/2009”available
at https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2011.2092

12. Considering the volume of existing studies, how much time does your Agency have
to look into the studies and decide whether it accepts or rejects the applicant’s own
assessment?

According to article 11 of Regulation (EC) N°1107/2009, within 12 months of the date
of the notification, the rapporteur Member State shall prepare and submit to the
Commission, with a copy to the Authority, a report, referred to as the ‘draft assessment
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report’, following a careful check and evaluation of all the studies. This may take longer
according to the complexity of the application and the amount of data and publications
to take into account.
,

13. At what stage(s) of the procedure are parts of industry studies redacted? Who
decides which parts are redacted and based on which criteria?

According to article 7 of Regulation (EC) N°1107/2009, an application for the
approval of an active substance or for an amendment to the conditions of an approval
shall be submitted by the producer of the active substance to a Member State, (the
rapporteur Member State), together with a summary and a complete dossier as
provided for in article 8.

The presentation and interpretation of the studies is only a proposal from the applicant
submitted to the agency scientific assessment. It is then carefully checked and amended,
rewritten or withdrawn according to the assessor scientific conclusion. It may occur
that the assessor conclusion is identical to the applicants. In this case, the applicant
proposal is not modified.

14. Could you describe the cooperation process between your Agency and EFSA? What
is the support provided by EFSA to the rapporteur Member State during the
assessment process; is EFSA’s role sufficient throughout the process?

The responsibility of EFSA in the peer-review of active substance is detailed in article
12 of the Regulation (EC) N°1107/2009.

15. What is done if studies showing harmful impacts to health or the environment are
published after the authorisation of an active substance or a plant protection
product?

Which measures are in place to allow a re-evaluation and potentially to re-consider
existing studies that may now be more relevant? In this case, is the previous procedure
re-examined to make sure that earlier indications were not missed?

The dossier is reopened by the agency, in connection with EU and other MS, in order to
review the impact of the new data and take any deemed measure to prevent and control
this impact (articles 21 or 44 of the Regulation (EC) N°1107/2009).

The agency also monitor the scientific literature in order to detect any emerging data
which could lead to reconsider the scientific assessment of AS or PPPs.

16. How is human relevance currently used and what is the effect on the level of
protection of humans and the environment? Is the framework standardized? Is the
level of evidence specified?

EFSA issued guidance documents on : the assessement of biological relevance
“Guidance on the assessment of the biological relevance of data in scientific
assessments” and on the weight of evidence “Guidance on the use of the weight of
evidence approach in scientific assessments” available at
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4970 ;
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4971
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Based on the biological relevance, No Observed Adverse Effect can be set and is used
in the risk assessment.
Regarding the hazard assessment the evaluation relies on the CLP Regulation, a
guidance document has been prepared by ECHA “Guidance on the Application of the
CLP - CriteriaGuidance to Regulation (EC) No 1272/2008 on classification, labelling
and packaging (CLP) of substances and mixtures”available at
https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-4910-
9702-e9e1f5051cc5

17. How is margin of exposure currently used and what is the level of protection of
human health and environment?

The MOE is not an approach used to assess the safety of regulated substances
deliberately added to the food chain (for instance food and feed additives or food
contact materials).

However, EFSA’s Scientific Committee advised in a statement published in March
2012 that it could be useful in assessing the safety of any genotoxic and carcinogenic
impurities present in such substances at very low levels. Use of the MOE can in this
way help support risk managers in defining possible actions required to keep exposure
to such substances as low as possible.

18. How is the evaluation criterion of historical control data currently in use and what is
the level of protection of humans and the environment?

Historical control data are the compiled data from untreated control animals in
previous studies. Such data can, in certain circumstances, assist in validating study
results. Cancer studies are particularly concerned with the occurrence of
spontaneous tumors, where results obtained in treated animals are compared with
the concurrent control group. Historical control data should be used when there are
uncertainties regarding the results of the tests, and only with the application of
strict rules: comparisons can be made only with animals from the same strain, from
an experiment conducted in the same laboratory, and within a limited period of the
experiment under question. See also 16.

19. How is the extended one-generation reproductive toxicity test being used and what
is the level of protection of humans and the environment?

It is stated in the Regulation (EU) No 283/2013 setting out the data requirements for
active substances, in accordance with Regulation (EC) No 1107/2009 that a
reproduction toxicity study in rats over at least two generations shall be reported.
However, the OECD extended one-generation reproductive toxicity study may be
considered as an alternative approach to the multi-generation study. Currently,
studies in rats over at least two generations  are  generally submitted.

20. How are cumulative effects and multiple mechanisms of action taken into account?
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EFSA is currently developing a robust methodology on the cumulative risk
assessment, pilot assessments looking at the cumulative effects of exposure to
pesticides in food on the human nervous and thyroid systems are expected to be
finalised by the end of the year.  https://www.efsa.europa.eu/en/press/news/180419

The methodology is based on Cumulative Assessment Groups (CAGs) to adress the
cumulative effects of substances and on probabilistic cumulative dietary exposure
assessments model. CAGs are defined for organs, tissues and systems, such as the
liver, kidneys, eyes, and the reproductive and developmental systems However, on
certain family of chemical active substances assessments have already been
performed (e.g. risk assessment for triazole derivative metabolites).

21. How is low concentration impact assessed?

The risk assessment relies on hazard and exposure assessments. The risk is assessed
based on the probability of exposure, which is variable considering the different
uses, low levels of exposure are taken into account.

22. How are mutagenic, genotoxic and endocrine disrupting chemicals assessed?

Data requirements are figured out in the Regulations (EU) No 283/2013 setting out
the data requirements for active substances, concerning the placing of plant
protection products on the market. Test methods and guidance documents relevant
to the implementation of this Regulation are listed in the Commission
Communication.

Furthermore, scientific guidance documents have been prepared by EFSA to address
mutagenicity and genotoxicity, regarding endocrine disrupting chemicals, ECHA
and EFSA are finalizing a guidance document which will allow a better
harmonization of the assessment.

23. How is developmental immunotoxicity and developmental neurotoxicity assessed?

The Regulation (EU) No 283/2013 set out the data requirements for active
substances, In short and long term repeated studies as well as in developmental and
generational toxicity studies potential neurotoxic, immunotoxic effects shall be
carefully addressed and reported. When indicated by observations in other studies
or the mode of action of the test substance, supplementary studies or information
may be required to provide information on the postnatal manifestation of effects
such as developmental neurotoxicity.

24. How is soil toxicity assessed?

The data requirements to address the fate and behaviour in soil (e.g. degradation,
potential accumulation, metabolites formed, estimated concentrations) are indicated
in the Regulations (EU) No 283/2013 and No 284/2013 for the active substances and
preparations, respectively. Studies to be performed are listed in the in the
Commission Communications for active substances and preparations, EFSA has
also prepared dedicated scientific guidance documents.
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25. How is environmental impact on biodiversity assessed?

The data requirements to address the effects on different species (e.g. birds and
other terrestrial vertebrates, aquatic organisms, arthropods, non-target soil meso-
and macrofauna, soil nitrogen transformation, terrestrial non-target higher plants)
are indicated in the Regulations (EU) No 283/2013 and No 284/2013 for the active
substances and preparations, respectively. Studies to be performed are listed in the
in the Commission Communications for active substances and preparations, EFSA
has also prepared dedicated scientific guidance documents.

26. Can the national authorities explain why, in their understanding, companies have
discretion over the choice of rapporteur Member State to initially assess and
evaluate their authorisation dossier?

Companies have discretion over the choice of rapporteur Member State for new
active substances, currently it should be noted that a Rapporteur and co-rapporteur
procedure is often requested by companies. The choice may be driven by the
capacity of the MS (high level of expertise) and the ability of the MS to meet the
delay requirements. The MS may agree or refuse according to their workload .
Concerning the evaluation in the framework of the renewal of approval of existing
substance, Rapporteur Member states are designated by the Commission.

27. Once an active substance has been reauthorized at the EU level, Member States
must re-assess all products on the market that contain it, to ensure that they continue
to meet modern standards of safety. Can the national authorities inform us about the
duration of this reassessment, and the process for market withdrawal should a
product be found to contain a co-formulant that has an adverse effect on human
health and the environment?

If the active substance has been reapproved, i.e. if there is no critical concern on
human or environmental safety with this substance, the duration of reassessment is
12 months, according to the 1107/2009 regulation, which may be extended for
multiple reasons, including the increasing complexity of the reassessment and the
increasing number of non-finalised points for which the reapprobation regulations
put the responsibility of completion on the MS.

In those cases where the active substance is not reapproved due to critical concerns
on safety, the PPPs are withdrawn from the market without any further evaluation.
In those cases where concerns are raised either on an AS or on a co-formulants, MA
may be withdrawn without waiting for the result of the reapproval. As an example,
ANSES withdrew 126 MA of PPPs containing glyphosate and POE Tallowamine as
early as June 2016, before the end of the examination of the reapproval of the AS.

28. Can you elaborate on the different ways in which Member States work together
under European legislation when evaluating an authorisation application? For
example, in cases where a product contains a substance identified as a candidate for
substitution, can the national authorities conduct comparative assessments to
identify lower-risk alternatives for the same uses and assess whether the substance
warrants substitution.
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Since 2015, ANSES has conducted comparative assessment for any candidate for
substitution (95 applications). However, the conclusion is that the process, as
provided for by the current regulation and guidance documents, failed to allow the
withdrawal of any of these PPP. The main reason was the lack of alternatives, or of
a sufficient number of alternatives to prevent the development of resistances, or the
presence of minor uses.

29. Re-authorisation delays of two or more years are “commonplace” in the seven
countries audited by the European Commission (EC). According to the EC, this
represents a “consistent breach” of legal deadlines. It also means that EU level
restrictions may not be implemented in due time, leading to unnecessary exposures.
Why does it take so long? The EC stated that one reason could be the “desire to
deliver a positive outcome……eventually”. Is it true that national authorities are
keen to comply with industry requests for authorisation? What happens when a
request is rejected?

The main objective of ANSES is to deliver a decision based on independent and
transparent scientific assessment. Were the agency to have the least doubt on the
safety of a product currently on the market, a specific process is put in place, as was
the case for chlorpyrifos (withdrawal or all except one of the uses in 2017) or POE
TA, without waiting for the end of the reassessment.

30. According to the EC, the number of emergency authorisations has increased sharply
accross the EU. Is this also the experience of your agency? What are the criteria by
which you judge whether these derogations are justified? Do you grant emergency
authorisations for the whole territory of your country? Do you grant them for
several crops at once? Do you grant them for several years in a row?

See ministry of agriculture

31. Generally, the Commission Regulation for EU approval (or renewal of the EU
approval) of an active substance will include some recommendations for Member
States saying they should “pay particular attention to” the risk to operators, for
example, or groundwater contamination. In what way does your agency take these
recommendations into account?

The agency asks for complementary data on theses concerns and does not deliver
approval nor reapproval (withdrawal of the product) if the data are not provided or
if the concern is confirmed.

32. The Commission’s Review Report for glyphosate states that “Member States shall
ensure that the genotoxic potential of formulations containing glyphosate is
addressed before granting authorisations for plant protection products containing
glyphosate.” How is your agency going to implement this?

The Anses, based on advice from the scientific committee of the agency for plant
protection products, will apply the more updated scientific knowledge to address this
issue.
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33. The EFSA report on glyphosate states that “EFSA noted that other endpoints should
be clarified, such as long-term toxicity and carcinogenicity,
reproductive/developmental toxicity and endocrine disrupting potential of
formulations.” Given that applicants do not have to submit any studies on the long-
term health effects of their PPP, how is your agency going to assess these effects?

See 32

34. Not all active substances are allowed for use in all countries. How often does your
agency reject applications for authorisation despite the fact that the active substance
included in the PPP has been approved at the EU level?

This is not an exception. The reasons may be that the PPP raises concerns on safety
or efficacy. France has also the specificity of a wide range of pedoclimatic
conditions, which leads to apply several different surface and ground water scenarii,
and consequently to lower the number of PPPs in conformity with all these scenarii.

35. The Commission has asked EFSA to re-evaluate the risks linked to the use of the
herbicide “diquat” in order to avoid a legal challenge from its producer, Syngenta.
Has your agency faced legal challenges from applicants following decisions to
restrict or ban certain PPP?

The agency faces legal challenges mainly from applicants following decisions of
refusal, restriction or banning of certain PPPs. The agency won most of these cases,
based on scientific evidence regarding human health or environment. In one case,
the authorization of PPPs has been challenged (for products containing the AS
sulfoxaflor), and the MA was temporarily suspended by a judge.

36. Please explain the authorisation procedure for final plant protection products in
detail (stakeholder, timeframe/deadlines, different steps/...)

All information and documents are available on the Anses website,
https://www.anses.fr/fr/thematique/produits-phytopharmaceutiques-biocides-et-
fertilisants

37. Can your Agency explain the rationale for having three different administrative
zones within the EU to manage the approval of plant protection products?

The zonal system was proposed to allow the best mutualisation of expertise while
taking into account mainly the differences of crops, climate, agronomic conditions in
the each zone.

38. Authorisation applications are assessed by one rapporteur Member State per zone.
Do you believe that national authorities have sufficient means and expertise to
perform their tasks? Do they all have the same means? Are they all equipped
equally (with staff, resources, finances, laboratory facilities, scientists,...) and able
to assess and approve PPPs in an identical manner?

In the southern zone, mainly four Member states with a recognized level of expertise
(France, Spain, Greece and Italy) are rapporteur Member states.
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39. Is it at all reasonably to believe that some national agencies have more resources
and experience with plant protection products than others? If so, have you noticed a
correlation (positive or negative) between this expertise and applications by the
industry?

Detailed information is available in audit reports resulting from audits from the
services of DG Health and Food Safety carried out in different Member states,
available at http://ec.europa.eu/food/audits-analysis/audit_reports/index.cfm

40. Is it at all reasonably to believe that some national agencies have a special interest
in plant protection products, notably because of their domestic economy? If so, have
you noticed a correlation (positive or negative) between this interest and
applications by the industry?

We do not have the expertise to answer this question

41. Do you think that low risk natural substances, which are also subject to the
assessment of health agencies, can be used as alternatives to PPPs in certain cases
and should therefore be encouraged?

Of course, keeping in mind their usually lower efficacy and the need to use several
complementary alternatives as part of an integrated pest management program.

42. Can the national authorities outline the process for issuing parallel trade permits? If
a product has been authorised in one Member State, how does another Member
State demonstrate that the product composition is identical to a product already
placed on the market?

Please refer to the guidance document on parallel trade permits “Guidance
document concerning the parallel trade of plant protection products” available at
https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_aas_guidance_wrkdo
c18_en.pdf
All the information needed can be exchanged between the MS competent authorities
in the context of the procedure foreseen in article 52.

43. Please explain how the mutual recognition procedure works in theory and,
especially, in practice. Is it possible for a Member State to refuse to grant mutual
recognition?

ANSES has in several occasions refused to grant mutual recognition, mainly based
on environmental issues.

44. Are there differences in the zones concerning mutual recognition?

We don’t know

45. How many products has your Agency approved by mutual recognition in
comparison to applications?

An additional delay is needed to address this question.
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46. How many products have you re-evaluated even though they had been granted an
approval by another Member State?

All the evaluations performed by the rapporteur Member states are checked, the
timelines set in the Regulation do not allow to redo the whole evaluation, and this is
not necessary if the RMS report is carefully checked.
For products authorised before the Regulation, the check is often complex given the
lack of details reported in the evaluation report.

47. What are the main reasons why mutual recognition does not work?

Mutual recognition is not fully working, however a quite high number of
authorisations are granted based on this procedure.
One of the difficulties is reported in 46. Another reason is the difficulty to obtain the
RMS assessment report, which may result in rejection of the application.
The other main reason of refusal or restriction of uses is driven by the
environmental risk assessment conducted in France to take into account the diversity
of its agro-pedo-climatic conditions (see 34).

48. How do you take the evaluation of EFSA for an active substance into account for
the approval of a final product?

Assessment of plant protection products must apply the endpoints adopted during the
EU evaluation of the active substance (e.g. ADI, AOEL, MRL, classification, etc.). The
active substance approval regulation and the review report also list the data gaps
identified in EFSA conclusion. These data gaps should be addressed in the evaluation
of the final product.

49. How do you assess mixtures/co-formulates?

The Commission Regulation  (EU) No 284/2013 set out the data requirements for plant
protection products, in accordance with Regulation (EC) No 1107/2009 of the
European Parliament and of the Council concerning the placing of plant protection
products on the market. The Commission communication in the framework of the
implementation of Commission Regulation (EU) No 284/2013 set out the data
requirements for plant protection products, in accordance with Regulation (EC) No
1107/2009 of the European Parliament and of the Council concerning the placing of
plant protection products on the market.

The Commission Communication fulfils Point 6 of the Introduction of the Annex to
Regulation (EU) No 284/2013 that provides that, for purposes of information and of
harmonisation, the list of test methods and guidance documents relevant to the
implementation of this Regulation shall be published in the Official Journal of the
European Union.

The EFSA guidance documents provide a methodology to conduct the risk assessment
on AS and the mixtures.

Moreover, MS and EFSA work in the frame of several ongoing project to further
improve cumulative risk assessment.
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50. Do you have guidelines for the assessment of final products? Are the guidelines the
same for every zone/member state?

See 49

51. Please explain why emergency approvals are given.
In France, the ministry of agriculture is in charge of emergency approvals.

52. What do you think of the idea to shorten deadlines/timeframes and to make them
more binding for Member States?

It could be difficult to conduct an in-depth assessment in shorter delays, mainly for
safety aspects and according to the current requirements.

53. Since the entry into force of the Regulation in 2011, how many applications for
authorisations have you assessed?

Since 2011, ANSES has conducted a scientific assessment for about 1000
applications per year. More or less than 20% of these are applications for marketing
authorizations, extensions of uses, reapproval or experimental use permit.

54. How many of them have they been considered positively? How many rejected? And
based on what criteria?

Based on the risk assessment, in most of the cases, mitigation measures set are
different from the ones proposed by the notifier, in other cases only part of the uses
can be authorized,  or a full refusal/withdrawal can apply.
We need more time to address this question in detail.

55. Have some of them been withdrawn in the course of the examination? How many of
them have been treated with the co-rapporteur system (art. 7.2)? Which were the
reasons for doing so?

An additional delay is needed to address this question.

56. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to competition amongst the competent
authorities?

Given the high workload and the number of dossiers to be evaluated/re-evaluated
(according to article 43), all Member states with a sufficient level of expertise should
play the role of rapporteur Member state.

57. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to evasion of an objective assessment?

Given the procedure is based on a zonal evaluation, all Member states at zonal or
interzonal levels can comment the evaluation provided by the rapporteur, which afford
a high level of scrutiny
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58. Is there an indirect “obligation” between the approval of the substance and the
authorisation of the product (including all other added ingredients)?

We consider that the approval of the active substance does not result in an
obligation to authorize the PPP. The approval of the active substance is one of
several conditions, including physico-chemical, toxicology and ecotoxicology data
for the final preparation, including coformulants, uses and agricultural practices
proposed, etc.

59. Is it possible that the RMS approves the substance, but doesn’t authorise the product
that contains this substance (and more)? If so, how often does this occur?

Yes, it depends on the outcome of the risk assessment, specific to each product and
each use, what is more, national specificities may play a role (e.g. ground water
vulnerability is specific to climate, soil and crop management, and consequently
specific in each Member state).

60. To what extent are studies on formulations taken into account in the assessments?

It is mandatory for the applicant to provide studies on formulation (eg toxicity,
ecotoxicity, residues etc..) see 49 .

61. Do the studies provided by the applicant give a complete overview of the data
needed to give an accurate advice?

Whenever the studies do not give a complete overview of the data needed, the
authorization is not granted.

62. Do the summaries of the regulatory studies submitted by the applicant provide an
accurate account of the study findings? Is there any evidence that findings are not
reported, or that studies are conducted but not submitted?

In any case, this is checked out.
The tasks of the rapporteur member state is in particular to carefully check
thestudies findings provided by the applicants and their interpretation of these
findings. .

63. Do you take other studies and factors (not directly provided by the applicant) into
consideration)? What are the criteria to accept or dismiss other studies (e.g.
epidemiological studies)?

Yes: published studies, monitoring, control and vigilance data, and any available
data. Published studies are taken into account after checking their scientific quality
and robustness.

64. Does it occur that you reproduce information provided by the applicant? If so, how
often does this occur? To what extent do you conduct your own assessment in these
cases?
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See 13 We check every information provided by the applicant, and our scientific
interpretation is compared to the one proposed by the applicant. Reproduction of
information provided by the applicant may occur only if they are identical.

65. Does it occur that more updated or recent studies are needed than the info provided
by the applicant? Does this put in question the data submitted? Do you go back to
the applicant for extra data? Have you even felt into divergence of results?

Recent studies must be included in the dossiers according to the Regulation (EC)
N°1107/2009, if they are not submitted, applicants are contacted to update the
dossier. If additional data and information are needed, the agency forwards a
formal request to the applicant. The agency often faces to divergences in the
interpretation of the results, which leads to include mitigation measures for the
uses, or to restrict the uses or to refuse them.

66. While assessing an application, does your Agency feel any pressure (by the
applicant, the citizens, or other Member States? If so, does this affect the outcome
of the assessment?

There may be some attempts to influence for or against a MA from any stakeholders.
ANSES is used to dealing with these pressures and specifically ensures that they do
not reach or impact the staff members in charge of scientific assessments.

67. Does it occur that your Agency is asked by the European Commission to adjust or
revise the risk assessment? If so, how often does this occur? What are the reasons
for such a request?

Not in our experience.

68. Do you ever question the validity of the scientific peer-reviewed open literature,
from a point of view of fraud (e.g. plagiarism)? Did you have any cases of identified
fraud? What do you do in this case?

The quality of the scientific peer-reviewed open literature is always analysed,
regarding the scientific quality of the publication and the robustness of methods and
findings.  When there is a doubt about the relevance of a publication, it is submitted
to our expert committee.

69. Germany, as the Rapporteur Member State for glyphosate, copied and pasted into
the Renewal Assessment Report (RAR) the applicants’evaluation of the peer-
reviewed literature studies on the carcinogenicity, genotoxicity and reproductive
toxicity of glyphosate. In January 2018, the German agriculture ministry stated that
“in the future” the relevant authority will “for reasons of transparency in the
evaluation process” provide a “clear distinction” between the assessment of the
authorities and the assessment of the applicants. Do you consider it important to
make this distinction? As a RMS, do you “copy-and-paste” the industry
application? How do you indicate your own assessment in this case?

See 64
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70. Why do some Member States approve more PPPs than others do?

The number of approval with a supporting scientific evaluation is likely correlated
with the capacities of the Member states.

71. Question to ANSES: much more active substances and PPPs are authorised for use
in France than in other countries, e.g. Germany. Why is that?

France is the first agricultural producer in Europe, with the largest agricultural
surface. France also has a wider agricultural diversity with Mediterranean, central
and northern cultures, and also a wide range of tropical cultures with specific needs.

From the EU pesticides data base, Italy has more active substances authorised than
France, which is followed by Spain. The diversity of crops in southern Europe leads
to register a higher number of products.

72. Question to HSE: The EC audit report mentioned HSE as a best-practice example
for approval of PPPs. Why do you think that is? What would you recommend to
other Member States?
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PEST COMMITTEE MEETING OF 26 APRIL 2018

EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES
OF FRANCE, SWEDEN AND THE UNITED KINGDOM

COMPLEMENTARY QUESTIONS

ANSES response

Following the exchange of views of 26 April, Members of the PEST Committee wish to submit the
following complementary questions to the experts of the competent authorities of France, Sweden
and the United Kingdom.

1. Reproduction of information provided by the applicant: In their assessment reports,
national competent authorities have a different approach with respect to reproduction
of/quotation from information provided by applicants. Do you consider that it would
be useful to harmonise such practices, and in which way?

The assessment provided in assessment reports should be considered as fully validated by
the RMS. When methods and results are adequately reported by the applicant, the RMS has
the possibility to use the proposed presentation, and no need to make any change,
specifically for raw data. Thereby the use of expertise resources from the RMS can be
optimised, giving priority to the analysis of the results and the conclusions.

Further improvement and harmonisation of the practices is achievable by making the
reading and understanding of what in the proposed assessment has been recognised as valid
or not by the expertise, and why, easier. These good practices could be discussed, shared
and clarified in a EU guidance document.

However attention should be paid to neither increase the workload for RMS, with a risk of
diverting ressources from scientific work to redaction, nor to reduce the clarity of the
evaluation reported.

2. Delays in re-evaluations of PPPs: In 2016 and 2017, the European Commission (EC)
conducted audits on the authorisation of PPPs in seven Member States (MS). They
confirmed that the national re-evaluations of PPPs on the market was significantly
delayed (up to 33% of authorised PPPs had not been re-evaluated in one of the audited
MS)1. Furthermore, according to the EC, re-evaluation of PPPs on the market is
significantly delayed in most of the Member States. What is your view of the situation?

For PPPs with many uses and complex risk assessments, significant delays for the re-
registration cannot be avoided.
The implementation of the new EU agreed endpoints to PPPs as well as updated or new
guidance documents in order to ensure a high level of quality of the evaluation is time and
resources consuming, and more time-consuming as the complexity of the evaluation
increases in the light of the refinement of scientific data and methodologies. However, the

1 See page 12 of the attached Commission Report.
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highest vigilance is exercised for, in cases where new data may bring to light new risks, to
take without any delay the needed measures on the marketing authorization.

3. Rules on confidentiality: Implementation of Articles 7.3 and 63 of Regulation (EC) No
1107/2009: Based on your practices, what falls under the requirements of commercial
secrecy? How would you explain that not all the Member States implement Articles 7
and 63 of Regulation (EC) No 1107/2009 in the same way?

Anses strictly applies the rules mentioned in article 63:
Disclosure of the following information shall normally be deemed to undermine the
protection of the commercial interests or of privacy and the integrity of the individuals
concerned:
(a) the method of manufacture;
(b) the specification of impurity of the active substance except for the impurities that are
considered to be toxicologically, ecotoxicologically or environmentally relevant;
(c) results of production batches of the active substance including impurities;
(d) methods of analysis for impurities in the active substance as manufactured except for
methods for impurities that are considered to be toxicologically, ecotoxicologically or
environmentally relevant;
(e) links between a producer or importer and the applicant or the authorisation holder;
(f) information on the complete composition of a plant protection product;
(g) names and addresses of persons involved in testing on vertebrate animals.

4. As regards the answer given by ANSES to preparatory question 4 (“In which way can the
third parties or the Member States interested in commenting the assessment contact your
Agency?”):

 To ANSES: Regarding your experience with the “charter of the relations with
carriers of interest” and with keeping a register of all meetings: do you know of
similar practices in other Member States? Do you have specific
recommendations on how to improve the transparency of the Rapporteur
Member State assessments and the peer review process?  How do you assess the
additional administrative burden?
The charter of the relations with carriers of interest is available online :
https://www.anses.fr/fr/system/files/ANSES-Ft-
CharteRelationsPorteursdInteretsIntrants2016.pdf.
The application of the charter requires specific procedures which appear
manageable, taking into consideration the benefit of this procedure.

Regarding the evaluation of active substances, Anses applies the EU procedures
(availability of the following information: dossier submitted by the applicant,
assessment report from the RMS, all comments received and answers, final
assessment of the RMS including the EU peer-review and EFSA conclusion). Some
progress could be discussed on the tracking of the evaluation and the conclusions of
the evaluation, however, as mentionned above, any further improvement (eg re-
redaction of the parts of the submitted reports which are agreed after evaluation or
any kind of further specific summary) would require significant ressources which
are currently not available nor compatible with the delays of evaluation.
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 To KEMI and HSE: Do you have similar systems in place?

5. Question to ANSES: Derogations: How do you explain the number of derogations
granted by your Agency under Article 53 of Regulation (EC) No 1107/2009?

Under the French legislation, derogations under Article 53 of Regulation (EC) No
1107/2009 are not granted by ANSES, but by the ministry of agriculture.
A response to this question by the ministry of agriculture is available in attachment 1.

6. Question to ANSES: Applications from Bayer and Monsanto? How many applications
for authorisation have been submitted to ANSES by Bayer and Monsanto since 2010?

From 2010 to May 2018, the applications for new Active Substances by Bayer and
Monsanto are the following :

- Bayer: 6 active substances were submitted in Europe: France was rapporteur
Member State for 1 substance and co-rapporteur for 1.

- Monsanto: 1 active substance was submitted in Europe: France was not
rapporteur Member State.

For Plant Protection Products :

Application for new
marketing authorisation :
from 01/01/2010

BAYER MONSANTO Total number of
applications

Number 122 29 1913
% on total number of
applications for new MA 6,4 % 1,5 % 100 %
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Attachment 1
Reply from the French ministry of agriculture on Article 53 ( French version )

Dérogations pour l'autorisation de produits phytopharmaceutiques
au titre de l’article 53 du règlement (CE) n°1107/2009.

• Les États membres peuvent autoriser un produit phytopharmaceutique par dérogation en cas
de danger phytosanitaire, lorsqu’il n'existe pas de traitement bénéficiant d'une autorisation
de mise sur le marché et sous réserve que son utilisation soit sûre. Ils en informent la
Commission européenne et les autres Etats membres.

• Le nombre de demandes adressées annuellement au ministère français de l'agriculture varie
entre une cinquantaine et une centaine (alors qu'il y a 2000 AMM « classiques » en vigueur).
Elles peuvent donner lieu à une AMM dérogatoire dans 80 à 90 % des cas. On estime à 500
le nombre de dérogations accordées en Europe sur la base des informations partagées entre
Etats Membres.

• La France présente une diversité culturale très importante. Les perspectives de ventes de
produits adaptés aux petites cultures occupant de faibles surfaces ne sont pas suffisamment
attractives pour les metteurs en marché si bien que de ce fait, seule la moitié de leurs besoins
sont couverts par des solutions autorisées. Ce sont ces impasses qui sont visées par les
dérogations :  cultures légumières (salsifis, scorsonères, lentilles etc..), cultures fruitières
(kiwaï, amandier...), cultures tropicales, ornementales, condimentaires, à parfum. Le taux de
couverture des besoins en agriculture biologique (toutes cultures confondues) est également
très faible : 10 % des dérogations visent des produits de biocontrôle ou utilisables en AB.

• La portée d'une décision est très variable : une seule décision pour  toutes les productions
légumières biologiques sensibles aux mêmes pucerons, trois décisions pour le désherbage
des iris rhizomateux, une décision pour l'utilisation d'argile en protection des cultures
fruitières et légumières contre les insectes, essentiellement efficace en outre-mer, aussi faut-
il se méfier des simples comparaisons chiffrées exprimées en « nombre de dérogations ».

• En France, les impasses techniques sont recensées par une commission d'experts réunie par
le ministère de l'agriculture. Une dérogation n'est envisageable que lorsque celle-ci établit
que les producteurs ne disposent d'aucun produit. Ce travail d'analyse préalable a été salué
par la Commission européenne lors de l'audit du système français d'autorisation de produits
phytopharmaceutiques, en septembre 2016.

• Dans la grande majorité des cas, la dérogation constitue une solution transitoire en attendant
la délivrance d'une autorisation par l'ANSES, avec qui des contacts étroits sont entretenus
pour assurer la cohérence des deux dispositifs.

• En tout état de cause, les AMM dérogatoires ne peuvent être accordées qu'en l’absence de
risque pour le consommateur. Les demandes sont analysées sur la base des données les plus
récentes (évaluation européenne des substances concernées, évaluation nationale du produit
pour d'autres usages, etc.). Elles sont refusées lorsque les substances sont classées
cancérigènes, mutagènes, reprotoxiques de catégorie 1 (CMR 1) ou perturbatrices
endocriniennes ou lorsque l'évaluation du produit montre que son utilisation n'est pas sûre.

Page 76 of 754



Exemples de dérogations :
- traitement antifongique des semences de lin
- désinfection des semences potagères par l'hypochlorite de sodium (eau de Javel)
- mouches des cultures tropicales par le silicate d'aluminium (argile)
- maladies fongiques des arbres fruitiers par le polysulfure de calcium
- maladies des champignons de couche par le bicarbonate de potassium
- chenille de l'amandier
- bactériose du kiwi
- maladies fongiques du blé par le soufre (biocontrôle)
- induction de la floraison pour certaines cultures porte-graines (production de semences)
- mouche du myrtillier
- puceron de la betterave potagère
- mouche du rutabaga
- chenille du flageolet
- mildiou du houblon
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PEST COMMITTEE MEETING OF 26 APRIL 2018

EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES
OF FRANCE, SWEDEN AND THE UNITED KINGDOM

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 26 April, an exchange of views with
experts from the competent authorities of France, Sweden and the United Kingdom will take
place to give Members an overview of the role of these authorities in the assessment of
applications for approval of pesticides.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

A RESPONSE FROM THE UNITED KINGDOM

1. What is the role of the Rapporteur Member State (RMS)? What are the criteria to
choose a Rapporteur Member State?

The RMS is responsible for assessing the supplementary dossier, submitted in support of the
application for approval or renewal of approval of an active substance or of a plant
protection product (PPP). They will also write the assessment report, contribute to the EFSA
peer review discussions and assess any additional information requested by EFSA.  For new
active substances, the applicant chooses the RMS.  For renewals, the is allocated by the
Commission, in discussion with Member States.

2. What is the role of the national agencies?

HSE’s role as the UK pesticides regulator is to make regulatory decisions on the range of
applications submitted, in accordance with EU and national legislation, so that plant
protection products (PPPs) placed on the market do not harm human health or have
unacceptable effects on the environment when used. HSE also works with other
organisations to ensure the risks and impacts of using PPPs are understood and controlled
appropriately through our own enforcement activity and that of other relevant UK
enforcement bodies.

3. How many authorisations of plant protection products (PPPs) have been
withdrawn in your Member States?

Authorisations can be withdrawn for a variety of reasons. These fall into four broad
categories:
i) administrative – commercial withdrawal, change of authorisation holder;
ii) changed end points from the renewal of an approval of an active substance that changes
the risk assessment such that it is deemed no longer acceptable;
iii) new harmonised guidance that changes the risk assessment such that it is deemed no
longer acceptable; and,
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iv) new data resulting in a review of the risk assessment with the outcome that it is deemed
no longer acceptable.

For detailed figures, please see the answers to questions 34, 53 and 54 below.

4. In which way can the applicant contact your Agency? In which way can the third
parties or the Member States interested in commenting the assessment contact
your Agency?

Applicants and third parties can contact HSE via the official email address, or applications
can be submitted by post.  It may also be possible to contact responsible officers directly in
certain situations regarding ongoing assessments.

5. Could you explain how the exchange with the applicant and interested third parties
works during the different stages of the assessment of the application by your
Agency?
 How do you check the applicant's compliance with applicable guidelines? Is

that done by checking the consistency of the application, or are any further
audits carried out?

 Are other concerned Member State agencies consulted already during the stage
of the initial assessment of the application?

 How much flexibilities does your Agency enjoy for the assessment of an
application? In other words, how standardised is the assessment procedure,
how much room is there for different outcomes in different Member States?

An initial admissibility check assesses compliance with the relevant data requirements so
that any major deficiencies can be identified.  Compliance with applicable guidance is
checked for individual studies as they are assessed.

The admissibility check is the responsibility of the RMS and other Member States are not
normally involved at this stage.

The EU assessment procedure is highly standardised, as are the data requirements. An
applicant can chose how to address these in a number of different ways including data,
extrapolation or a detailed argument explaining why data are not required for the particular
issue.

6. Are there other stakeholders involved in the process?

Not in the PPP authorisation process in the UK.

7. What is the percentage of applications for product authorisations coming from
SMEs (as opposed to large corporations)?

HSE investigated this closely in November 2016. Of the 490 ongoing applications at that
time, around 50% were from agrochemical companies who members of the Crop Protection
Association, a trade body representing mostly research and development companies. The
other 50 were mostly from SMEs and research bodies representing minor crops.
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8. Are there any national laws enforced by your Agency (apart from Regulation
1107/2009)?

None in respect of the authorisation of PPPs.

9. Are there additional international guidelines that one has to follow for the
authorisation procedure?

The data requirements for study assessments often require that data is generated using the
guidelines prepared under OECD rules. Like all other chemicals, plant protection products
must be classified under the Globally Harmonised System (GHS). All safety data must be
generated using the principles of Good Laboratory Practice (GLP). All efficacy data must be
generated using the principles of Good Experimental Practice (GEP).

10. In reference to Article 8 of Regulation 1107/2006:
 How do applicants decide what constitutes “representative use”?
 Are there any guidelines on the choice of this “representative use”?
 What role do RMS have in checking, and thereby accepting or rejecting, this

“representative use”?
 How much room for manoeuvre does the RMS has in agreeing or not to the

chosen formulation (i.e. the plant protection product containing the active
substance)?

i) For new active substances, the applicant decides which uses they wish to support, which
by definition are representative, as there are no other uses authorised.  For renewal of
approval of active substances, applicants must choose a widely grown crop in each zone for
at least one PPP, typically the same uses supporting the first approval, or a justification for
why different uses are considered to be representative.

ii) There are no specific guidelines on representative uses, other than the requirement for
renewal of approval in Commission Regulation 844/2012, Article 7(c) that requires
information on a widely grown crop in each zone.

iii) For renewals, relevant RMS experts will assess the justification for different
representative uses.

iv) Relevant RMS experts will determine to what extent the risk assessments for the chosen
formulation and uses are representative of the wider authorised uses for the pesticide active
substance.  Their findings are clearly noted in the assessment report.

11. Provision of relevant peer-reviewed open literature:
 What concrete steps does the applicant undertake to provide relevant peer-

reviewed open literature, and how does the RMS check this?
 How are studies defined as “relevant” or “not relevant”?
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i) The applicant must follow EFSA guidance for searching databases to find relevant open
literature.  The RMS checks the list submitted against the same EFSA guidance.

ii) The guidance methodology defines what is relevant or non-relevant.

12. Considering the volume of existing studies, how much time does your Agency have
to look into the studies and decide whether it accepts or rejects the applicant’s own
assessment?

All dossiers are assessed to the same standards, so the time allocated to each assessment is
proportional to the size and complexity of each dossier.  During the admissibility check,
relevant RMS experts provide a detailed estimate for how much time is needed to assess the
dossier as a whole. In the UK, this is used to plan for the work needed and to determine the
fee to be charged.

As the assessment progresses, experts review in detail all the information and data
submitted. In turn, they will decide to what extent the applicant’s assessment can be
accepted or whether this needs to be revised and resubmitted.

13. At what stage(s) of the procedure are parts of industry studies redacted? Who
decides which parts are redacted and based on which criteria?

HSE does not redact industry studies at all during the evaluation process. The full studies
and supporting data are made fully available to all those regulatory scientists evaluating the
application. For active substances, the full data package is available to EFSA and all
Member States conducting the peer review. For product authorisations, the full studies are
available to any Member State on request.

14. Could you describe the cooperation process between your Agency and EFSA?
What is the support provided by EFSA to the rapporteur Member State during the
assessment process; is EFSA’s role sufficient throughout the process?

Regulation 1107/2009 defines the roles of the RMS and EFSA.  Although EFSA offers
support during the assessment phase, this is not normally required by the RMS, but EFSA is
kept informed of progress with the assessments for work planning purposes.  During the
peer review phase, there is active cooperation between EFSA and the RMS.

15. What is done if studies showing harmful impacts to health or the environment are
published after the authorisation of an active substance or a plant protection
product? Which measures are in place to allow a re-evaluation and potentially to
re-consider existing studies that may now be more relevant? In this case, is the
previous procedure re-examined to make sure that earlier indications were not
missed?

All authorisation holders are under an obligation to notify Member States in which they
hold an authorisation of any new information that shows harmful effects on humans or the
environment under Article 56 of Regulation (EC) 1107/2009.  The information is considered
by HSE against any existing data and risk assessments to determine whether the risks are
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still acceptable.  The authorisation can be withdrawn or amended if it is considered that the
new information is relevant and demonstrates that the risks are no longer acceptable/criteria
in Articles 29 and 4 are no longer met.  UK guidance is set out in:
http://www.hse.gov.uk/pesticides/topics/pesticide-approvals/pesticides-
registration/applicant-guide/the-applicant-guide-adverse.htm

16. How is human relevance currently used and what is the effect on the level of
protection of humans and the environment? Is the framework standardized? Is the
level of evidence specified?

We assume that the question refers to determining the relevance to human health of findings
in studies in experimental animals. HSE makes such decisions based on the most relevant
and up-to-date guidance and the best toxicological science emanating from expert advisory
committees and centres of excellence. Judgements on human relevance are used to
discriminate between experimental animal findings that are considered to have some
(definite, probable or possible) relevance to human health and those that are considered to
be not relevant. Only those in the former category are used in human health hazard and risk
assessment. The effect is that the most scientifically robust basis is formed for decision-
making to achieve the desired level of assurance (as stated in the regulations) that human
health will be protected.

Human relevance is not a consideration when addressing effects on, and protection of the
environment (beyond the issue of humans being exposed to substances via the environment,
in which case the above paragraph applies).

Is the framework standardised? Is the level of evidence standardised?
Yes, when it is covered in detail by guidance documents and/or other cited reference
material that have been agreed by all key participants in the regulation of pesticides. Where
this is not the case, we make an assessment specific to the issue at hand.

17. How is margin of exposure currently used and what is the level of protection of
human health and environment?

Margin of exposure is the ratio between the observed/predicted exposure and a level which
has been observed as being tolerated without adverse effects.

HSE uses margin of exposure in accordance with stipulations in the regulations and
associated guidance, the minimum margins at least having to be achieved in order to
authorise the use of a pesticide product. Achievement of the stipulated margins has been
agreed as being commensurate with the expectation that there will be no adverse effects on
human health and no unacceptable adverse effects on the environment; we adhere to this
position.

Human health reference doses set for pesticides usually incorporate a margin of exposure of
at least one hundred. As a consequence of this, allowable predicted exposures are limited to
1/100th of the dose that was shown to be tolerated without adverse effect, which is typically
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1/300th to 1/1000th (sometimes even less) of the dose at which the first (often least severe)
adverse effects are observed.

Where there are concerns about the nature of the effect the required margin of exposure may
be increased to provide greater protection, e.g. for irreversible effects, or when relatively
small increases dose (exposure) produce a disproportionate increase in adverse effects, i.e.
the dose-response curve is steep.

The magnitude of the margin of exposure is selected to extrapolate from animal test data to
humans and then to cover the expected range of variability in humans, so that exposure at
levels up to reference doses on the basis of knowledge at the time of evaluation are expected
to be without risk of harm to health.

18. How is the evaluation criterion of historical control data currently in use and what
is the level of protection of humans and the environment?

HSE uses historical control data judiciously in helping with our interpretation of the
likelihood that findings in experimental animal studies demonstrate true effects caused by
the substance tested, rather than chance occurrences arising from natural statistical variation.
We intend that our use of historical control data will not impinge on the level of protection
of human health or the environment.

19. How is the extended one-generation reproductive toxicity test being used and what
is the level of protection of humans and the environment?

Under Regulation 1107/2009 and supporting legislation and guidance, experimental animal
testing of pesticide active substances and products should comply with the stipulations of
that regulatory framework. The need for additional experimental animal testing, over and
above that specified in the legislation, should be constrained to the minimum necessary.

In relation to the testing of pesticides active substances, it is the two-generation reproductive
toxicity study that is performed and submitted much more commonly than the extended one-
generation reproductive toxicity study (EOGRTS), for which there is relatively little
experience. The intention is that using the results of an EOGRTS should carry no
implications for the protection of human health or the environment.

20. How are cumulative effects and multiple mechanisms of action taken into account?

Cumulative effects. It is not clear what is meant by this term. It could refer to:

(i)   the effects of cumulative (i.e. repeatedly occurring) exposure to a substance; or

(ii)  the consequences of multiple exposures to a substance from a variety of sources;
or

(iii) the aggregated adverse effects of exposures to more than one substance
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Multiple mechanisms of action. Again, it is unclear what the question intends to
probe. Is it the intention to focus on “mechanism” (the molecular chemistry involved) or
“mode” of action (the sequential steps leading to the expression of adversity)? And does the
question refer to:

(a) One substance having multiple mechanisms or modes-of-action, perhaps in
different biological systems or parts of the body (e. g. a substance causing kidney
toxicity in adult mammals and developmental toxicity in the fetus)? Or

(b) One substance causing an effect via two or more distinct mechanisms or modes-
of-action (e. g. both irritation and genetic damage in the respiratory tract, both
contributing to the development of lung cancer)? Or

(c) Two or more substances contributing to one effect (e. g. liver damage), each via
a different mechanism or mode-of-action?

Whatever the intention of the question, HSE’s approach is to use all available information to
make the best assessment of the potential of all the substances of interest in a particular
scenario to contribute to an adverse outcome.

21. How is low concentration impact assessed?

In HSE’s view the potential consequences of a relatively low exposure to a substance can be
predicted by extrapolation from the consequences seen with higher exposures.

22. How are mutagenic, genotoxic and endocrine disrupting chemicals assessed?

We interpret the intent of the question to be “How are chemicals assessed for their
mutagenic, genotoxic and endocrine disrupting properties?”

The words “mutagenic” and “genotoxic” are closely related, in referring to causing damage
to genetic material (genotoxicity), giving rise to its potential consequences (mutation). HSE
assesses whether or not a substance possesses these characteristics by requiring it to be
tested in accordance with the regulations and associated guidance, each test conforming to
the internationally-respected OECD test guideline. The assessment is developed
sequentially – first identifying whether or not a substance exhibits the inherent potential to
be genotoxic/mutagenic in in vitro test systems; and if so, then exploring whether or not this
potential is expressed in whole-animal in vivo studies.

The identification of endocrine disrupting potential is a relatively new regulatory
requirement. The approach will entail information gathering and further testing in
accordance with the requirements of the legislation and using the OECD hierarchical
framework for investigating endocrine-disrupting properties. The results obtained will be
examined to consider whether or not they satisfy the agreed criteria that define an
endocrine-disrupting chemical under EU pesticides (and biocides) legislation. A detailed
guidance document, intended to help with such considerations, is in preparation.

23. How is developmental immunotoxicity and developmental neurotoxicity assessed?

Page 84 of 754



The standard reproductive toxicity testing required of a pesticide active substance, plus
other considerations such as the structural similarity of the active substance to other
substances of known developmental toxicity properties, produces three possible outcomes,
with regard to the active substance:

(i)    no evidence of developmental immunotoxicity or developmental neurotoxicity.

(ii)   clear evidence of developmental immunotoxicity or developmental
neurotoxicity.

(iii)  some indications (not conclusive) of possible potential for developmental
immunotoxicity or developmental neurotoxicity.

In cases (i) and (ii) regulatory decisions can be made without further assessment. In the case
of (iii), it might be necessary to require a specific test for developmental immunotoxicity
and/or developmental neurotoxicity to be conducted, to further explore this possible
potential – looking to the results to move the substance to outcome (i) or (ii), with the
associated regulatory decision-making.

24. How is soil toxicity assessed?

It is assumed that this refers to how the toxicity of a pesticide active substance to soil
organisms is assessed.  The toxicity to soil macro-invertebrates (e.g. earthworms,
collembola, soil mites) as well as soil microbial processes is assessed using the data outlined
in Commission regulation (EU) No 283/2013 and 284/2013.  The data from these studies is
then used along with information on the likely exposure levels in soil to determine the risk.

25. How is environmental impact on biodiversity assessed?

Art. 4(3)(e)(iii) of Regulation 1107/2009 makes clear that effects on biodiversity are to be
considered once scientific methods to assess them have been accepted by EFSA. There is
currently no guidance document , however, EFSA has published an opinion (see Guidance
to develop specific protection goals options for environmental risk assessment at EFSA, in
relation to biodiversity and ecosystem services
[https://www.efsa.europa.eu/en/efsajournal/pub/4499https://www.efsa.europa.eu/en/efsajour
nal/pub/4499]).  In the UK in the meantime, for the terrestrial environment, the toxicity,
exposure and hence risk to organisms in different trophic levels is assessed leading to a
detailed consideration of the potential impact on each level.  If an impact is predicted then
this risk may be mitigated via the use of risk mitigation measures.  For example, if an
adverse impact on non-target arthropods is predicted, the risk may be mitigated via the use
of a buffer zone which could aid recolonization and hence recovery.

26. Can the national authorities explain why, in their understanding, companies have
discretion over the choice of rapporteur Member State to initially assess and
evaluate their authorisation dossier?

Page 85 of 754



Regulation 1107/2009 allows the applicant to choose the RMS for new active substances.
In such cases, the applicant’s plans for development and marketing their substance will
determine the intended uses and the desired timetable for approval.  Choice of RMS
therefore gives flexibility regarding Member State’s experience with certain uses or crops
and their capacity to do the assessment according to the proposed timetables.

27. Once an active substance has been reauthorized at the EU level, Member States
must re-assess all products on the market that contain it, to ensure that they
continue to meet modern standards of safety. Can the national authorities inform
us about the duration of this reassessment, and the process for market withdrawal
should a product be found to contain a co-formulant that has an adverse effect on
human health and the environment?

The regulation and associated guidance establishes a reassessment process which must be
completed within 12 months from the date of the active substance renewal. Companies must
make an application to support their PPP within three months of the date of renewal of the
active substance. Member States then have nine months to undertake their evaluation and
reach a regulatory decision on re-authorisation.

In specific circumstances the evaluation may be delayed:

• If the PPP contains another active substance for which active substance renewal is
expected within 12 months of the first active substance – there would be insufficient time to
complete the assessment of the first renewal (with one set of endpoints) before the second
renewal (with a different set of endpoints) would apply.  As a consequence product renewal
is delayed until all endpoints are available
• If following the EFSA conclusion it becomes apparent that new (previously
unforeseen) data are required to complete the risk assessment and there has been insufficient
time to generate these data, a delay to the full assessment may be necessary to allow these
data to be generated.

The assessment is undertaken for the formulation as a whole (not for the individual
component parts).  Some co-formulants may be prohibited via other (non-pesticidal
legislation) or may become listed in Annex III of Regulation 1107/2009, in which case their
use will be phased out in accordance with the relevant legislation.

If the renewal assessment for a PPP does not demonstrate an acceptable risk, the
authorisation will be phased out.  This usually allows for 6 months for sale and a further
year for storage and use (in accordance with Article 46).  Given that PPPs being renewed
were previously authorised in accordance with EU requirements (under Directive
91/414/EEC or Regulation 1107/2009) it is rare that an unquantified risk is of sufficient
concern to require immediate cessation and withdrawal of stocks; this however remains an
option.

28. Can you elaborate on the different ways in which Member States work together
under European legislation when evaluating an authorisation application? For
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example, in cases where a product contains a substance identified as a candidate
for substitution, can the national authorities conduct comparative assessments to
identify lower-risk alternatives for the same uses and assess whether the substance
warrants substitution.

Member States in the EU are split into three zones (Northern, Central, Southern) reflecting
broadly similar agricultural and climatic conditions. Within each of these zones applications
for authorisation, amendment to authorisation and renewal of authorisation are made using a
collaborative approach. One Member State in each zone will undertake the majority of the
assessment of behalf of all other countries in that zone in which authorisation is sought. The
other Member States have the opportunity to contribute to this process via a commenting
procedure.

For some climactically-independent assessments (such as the consideration of PPPs that will
exclusively be used in greenhouses or determining comparability between formulated
products and sources of active substance) one Member State will perform the assessment on
behalf of all other countries in the EU following a similar process to that described for the
zones.

As a national authority, HSE undertakes a comparative assessment when considering a new
PPP, new use or the renewal of an authorisation for a product containing a candidate for
substation.  We only (re-)authorise a use of a PPP containing a candidate for substitution, if
there is no safer alternative (after taking into account the need to minimise the development
of resistance and the impact on growers of minor crops).  Given that the availability of
alternative PPPs varies from country to country, it is difficult for Member States to work
collaboratively for comparative assessments.

29. Re-authorisation delays of two or more years are “commonplace” in the seven
countries audited by the European Commission (EC). According to the EC, this
represents a “consistent breach” of legal deadlines. It also means that EU level
restrictions may not be implemented in due time, leading to unnecessary exposures.
Why does it take so long? The EC stated that one reason could be the “desire to
deliver a positive outcome……eventually”. Is it true that national authorities are
keen to comply with industry requests for authorisation? What happens when a
request is rejected?

National action on PPPs following re-approval of active substances follows the EU
regulatory requirements and re-authorisation requests are considered in line with the
legislation.   While Article 75(3) requires all Member States to ensure that the competent
authorities have a sufficient number of suitably qualified and experienced staff to meet the
obligations in the Regulation, in reality delays may arise because of the complexity of the
scientific assessment needed to determine an authorisation and the volume of applications to
be assessed.

HSE is an independent regulator, making evidence-based regulatory decisions based on
scientific data using harmonised guidance and the Uniform Principles. Regulatory decisions
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are carefully peer-reviewed internally before release. As these may rely on scientific
interpretatuion, it is only proper that HSE is open to challenge by applicants.

30. According to the EC, the number of emergency authorisations has increased
sharply across the EU. Is this also the experience of your agency? What are the
criteria by which you judge whether these derogations are justified? Do you grant
emergency authorisations for the whole territory of your country? Do you grant
them for several crops at once? Do you grant them for several years in a row?

There has been an increase in emergency authorisation requests which reflects the loss of
important active substances and the emergence of new pests e.g. spotted winged Drosophila
(Drosophila suzukii in the UK).  As set out in the Regulation, applicants are required to
demonstrate that there is a danger that cannot be controlled by other means, which forms the
basis of the applicant’s justification.   This is further explained in the UK guidance as set out
in: http://www.hse.gov.uk/pesticides/topics/pesticide-approvals/pesticides-
registration/applicant-guide/the-applicant-guide-emergen.htm

In most cases, HSE issues emergency authorisations for the whole of the UK, although in
some cases it has been necessary to exclude certain devolved areas e.g. Scotland, at the
request of their authorities.   A different kind of restriction to treat a certain volume of seeds
was imposed on certain authorisations, and required that under stewardship arrangements,
authorisation holders ensured that the treated seed was only sown in those areas of the
country where there was the particular need to control the pest in question.  Emergency
authorisations are granted for individual crops for one season at a time but applicants can
apply to repeat the authorisation if the need for it can still be demonstrated.  For some uses
there are repeated emergency authorisations but in other cases it will be issued as a ‘one
off’.

31. Generally, the Commission Regulation for EU approval (or renewal of the EU
approval) of an active substance will include some recommendations for Member
States saying they should “pay particular attention to” the risk to operators, for
example, or groundwater contamination. In what way does your agency take these
recommendations into account?

For all PPPs, a full risk assessment is undertaken in accordance with:
• appropriate active substance and product data requirements,
• agreed EU guidance
• uniform principles

When a Regulation for approval of an active substance includes ‘Member states must pay
particular attention to…’, this is undertaken by the UK where applicants are required to
address the particular concern in their re-registration/renewal applications with new
information/data.  These are considered within the HSE assessment of the re-
registration/renewal applications to ensure that the point of concern is addressed
satisfactorily.
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32. The Commission’s Review Report for glyphosate states that “Member States shall
ensure that the genotoxic potential of formulations containing glyphosate is
addressed before granting authorisations for plant protection products containing
glyphosate.” How is your agency going to implement this?

Applications for authorisation of glyphosate-based products have recently come into HSE.
They contain genotoxicity information. This information will be assessed by HSE in
accordance with the principles referred to in the answer to question 22.

33. The EFSA report on glyphosate states that “EFSA noted that other endpoints
should be clarified, such as long-term toxicity and carcinogenicity,
reproductive/developmental toxicity and endocrine disrupting potential of
formulations.” Given that applicants do not have to submit any studies on the long-
term health effects of their PPP, how is your agency going to assess these effects?

In assessing a glyphosate-based PPP, HSE will take into account all known information on
glyphosate and other chemical components of the formulation, in respect of these aspects of
toxicology. The applicant will also be expected to have done this in respect of their
application.

34. Not all active substances are allowed for use in all countries. How often does your
agency reject applications for authorisation despite the fact that the active
substance included in the PPP has been approved at the EU level?

HSE has carried out a detailed study of all applications requiring technical and scientific
input that were completed in the financial year 2015-16. A total of 555 applications were
completed and 118 were refused (21%), all containing approved active substances.

Approval of an active substance at EU level is based on assessment of a representative use.
Identification of a ‘safe use’ and approval of an active substance does not automatically
mean that a PPP authorisation will be acceptable to all MS.  There may be differences in the
mitigation measures that can be applied, or different target or non-target species present, or
different geo-climatic conditions or agricultural practices that impact on exposure and risk.

Acceptable risk for one representative use, also does not mean all PPPs or uses of one PPP
containing that active can be authorised.  The dose and method of application, the crop type,
growth stage or timing, all affect the extent of exposure and consequent risk assessment
(‘the dose makes the poison’).  Products may also contain multiple active substances
triggering combined risk to be considered.

On further analysis of the refused applications 2015-16, the reasons for rejecting technical
applications were very varied as follows:
 quality of application was poor; it was not possible to extrapolate risk from proposed

reference PPP or on-label use; formulation was not comparable; inappropriate endpoints
were relied on; mitigation needed was not possible in UK; or applicant chose to
withdraw the application instead of providing further information;
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 insufficient efficacy or residues trials data were provided to support use on some or all
the specific crops proposed in the UK; or a robust resistance strategy was needed;

 combined risk from multiple actives in a PPP was either not addressed or resulted in
unacceptable exposure for workers, aquatic life or birds and mammals;

 EU decisions on MRLs impacted on the consumer exposure assessment, and lack of, or
new dermal absorption data impacted on operator, bystander and worker exposure
assessments for the UK;

 contamination of groundwater was predicted above the EU permitted level;
 an impurity exceeded permitted EU limits;
 UK specific surface water assessment indicated unacceptable risk to aquatic life at the

first tier, and potential higher tier refinement had not been performed;
 insufficient information provided to assess the risk to soil organisms, earthworms, non-

target arthropods, bees or plants, or unacceptable risk identified;
 toxicity of formulation to wildlife not addressed;
 long term risk to birds and mammals not resolved; and,
 novel exposure pattern, or recommendations for use not sufficiently considered, or not

covered by the risk assessment provided.

35. The Commission has asked EFSA to re-evaluate the risks linked to the use of the
herbicide “diquat” in order to avoid a legal challenge from its producer, Syngenta.
Has your agency faced legal challenges from applicants following decisions to
restrict or ban certain PPP?

To date, there have been no legal challenges against HSE’s decisions on PPP authorisations
or refusals under Regulation 1107/2009.

36. Please explain the authorisation procedure for final plant protection products in
detail (stakeholder, timeframe/deadlines, different steps/...)

Stage Step Description of process Target timeline
Pre-submission HSE provides

advice to
applicant

Provision of advice to applicant to ensure application is
complete and to the correct legislative requirements

Up to six months
before
application
submission

Application
submission

Applicant
submits
application

The applicant for the plant protection product submits
their final application to HSE.

Not specified

Completeness
check

HSE conducts
completeness
check

HSE checks the application, ensuring all relevant
information, data and paperwork is provided and to the
correct legislation.

Week 0 to 4

HSE decides
upon charging and
streaming

Judgement of work required in terms of specialist time,
leading to accurate charging and streaming (how much
and how long).

Evaluation HSE makes initial
contact with
applicant

The project manager for the evaluation contacts the
applicant to indicate the application has started and
give their specific contact details.  They also sort out
any initial minor issues at this stage.

Week 5 to 30

HSE
commissions the
scientific

The project manager researches the application in
detail, providing all background information to the
application and directing the scientist specialists as to
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evaluation how to conduct the assessment.
HSE gives regular
updates to
applicant

The project manager contacts the applicant to give
regular updates on progress, as and when required.  The
applicant can also contact HSE at any time to ask for
the latest position.

Request(s) for
additional
information

HSE requests
additional
information

The project manager sends out requests for additional
information from scientific specialists if the data
package is deficient.  The applicant is given 13 weeks
to respond to each request, up to a maximum of 6
months in total.

Week 30 to 43

Commenting HSE liaises with
other Member
States to confirm
evaluation
conclusions

Liaison with other Member States to get their scientific
opinion of the UK assessment once complete.
Includes preparation of the UK assessment for
consultation, dealing with any comments received and
referring to scientific specialists where needed.

Week 43

Completion HSE makes the
final decision

The project manager collates all specialist conclusions
in order to make the final decision whether an
authorisation can be given or not.

Week 52

HSE issues an
authorisation

Production of final documentation, including internal
decision documents, recommendation letter, final
registration report and authorisation notice.

OR

HSE refuses the
application

Production of recommendation letter to applicant
explaining reasons for refusal.  If contentious, may
involve extensive discussion with the applicant.

The table above gives an overview of how HSE process a zonal application for a PPP
application .   There are other types of applications that take less time, for example, mutual
recognitions, but these still fall into the basic process above, just with a shorter legal
deadline of 120 days.

37. Can your Agency explain the rationale for having three different administrative
zones within the EU to manage the approval of plant protection products?

This was the outcome of the negotiation of Regulation 1107/2009. It reflects broadly similar
agricultural and climatic zones and was designed to facilitate following zonal and mutual
recognition applications between members of each zone to minimise regulatory burdens on
applicant and competent authorities alike.

38. Authorisation applications are assessed by one rapporteur Member State per zone.
Do you believe that national authorities have sufficient means and expertise to
perform their tasks? Do they all have the same means? Are they all equipped
equally (with staff, resources, finances, laboratory facilities, scientists,...) and able
to assess and approve PPPs in an identical manner?

The question of resources is for national Governments to consider and will differ according
to administrative structures, priorities and other factors in each Member State.  Laboratory
facilities are not a pre-requisite for the conduct of evaluation of regulatory risk assessments.
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39. Is it at all reasonable to believe that some national agencies have more resources
and experience with plant protection products than others? If so, have you noticed
a correlation (positive or negative) between this expertise and applications by the
industry?

Yes, there is a correlation between the resources and experience of Member State
Authorities and the number of applications received.  The UK has attracted a high
proportion of new active substances because we have generally had the resources and
experience to complete the assessments according to timelines in the Regulation.

40. Is it at all reasonably to believe that some national agencies have a special interest
in plant protection products, notably because of their domestic economy? If so,
have you noticed a correlation (positive or negative) between this interest and
applications by the industry?

In some cases, there may be a correlation between the national interests of Member States
and the type of applications received.  For example, the Netherlands have an interest in
biopesticides and tend to receive a higher proportion of applications for these substances.
However, the industry also want their applications to be processed in a timely manner, so
capacity to do the work may override national interests in the choice of RMS.  (See answer
to question 39).

41. Do you think that low risk natural substances, which are also subject to the
assessment of health agencies, can be used as alternatives to PPPs in certain cases
and should therefore be encouraged?

Such substances may have potential as PPPs, but examples we have seen tend to be
specialised and suitable only for niche uses.  It is, however, important that all such
substances are properly assessed, since natural does not automatically mean low-risk.  We
consider that Regulation 1107/2009 offers little scope for encouraging them; for example,
the term low-risk cannot be used on the label for PPPs which have been authorised as such
(Art. 66(2)).

42. Can the national authorities outline the process for issuing parallel trade permits?
If a product has been authorised in one Member State, how does another Member
State demonstrate that the product composition is identical to a product already
placed on the market?

Details of the process can be found at: http://www.hse.gov.uk/pesticides/topics/pesticide-
approvals/pesticides-registration/applicant-guide/parallel-trade-permit-procedure.htm
Applicants are required to provide details the source of the PPP to be imported, i.e. name,
registration number and country of origin, and the UK reference PPP name and registration
number. Also required is a copy of the label in the source country and a draft label to be
marketed in the UK. HSE will contact the Member State of origin and request details of the
authorised PPP, including the formulation and purity of active substance.  These are
compared with those of the product registered in the UK to verify that they are materially
the same.  If they are, then a permit is given. If not, then a permit is refused.
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43. Please explain how the mutual recognition procedure works in theory and,
especially, in practice. Is it possible for a Member State to refuse to grant mutual
recognition?

Articles 33 – 39 of Regulation 1107/2009 establish a zonal authorisation system for PPPs,
whereby an applicant can apply to several Member States at the same time. One, acting as
the zonal rapporteur Member State (zRMS), will then conduct the assessment to harmonised
standards (Uniform Principles) using harmonised safety limits (endpoints) and guidance to
decide on the authorisation. The other ‘concerned’ Member States then use the assessment
from the zRMS to decide on their own (‘following zonal’) authorisations.

If subsequent applications are then made to other Member States, the same process should
apply according to Articles 40 – 42, with the original authorisation again being used as the
basis for the decision (mutual recognition). Where an application under Article 40 is made,
the Member State to which the application has been made should examine the application
(including the assessment report of the zRMS) and decide on the authorisation as
appropriate with regard to the circumstances in its territory.

It is the intention of the regulation that assessments and authorisations from the zRMS
should be accepted and used, taking account of local circumstances, by other Member States
receiving mutual recognition applications. This is provided that those assessments were
undertaken in line with the Uniform Principles, using EU agreed endpoints and the guidance
in place at the time of the original application to the zRMS. These principles have been
incorporated into UK procedures for evaluating mutual recognition applications. A copy of
the assessment report from the zRMS needs to be submitted with the application, and this is
checked at the outset of the evaluation to ensure that the assessment is suitable as a mutual
recognition application. Provided the requirements (as above) are met, the core assessment
from the zRMS is not re-evaluated.

In the UK, there are currently a number of UK specific national requirements that also need
to be addressed. These should be presented in the national addenda to the draft Registration
Report (dRR). The UK specific national requirements are evaluated in line with the
appropriate guidance, whether that is the latest EU guidance (e.g. birds and mammals
ecotoxicology assessment) or the relevant UK national guidance (e.g. environmental fate
regarding drainflow).

Therefore, in practice, assessment of mutual recognitions in the UK is conducted as a two
stage process. ‘Phase 1’ of the assessment is a brief overview to ensure (i) that the basic
requirements (as above) are met such that the application is suitable as a mutual recognition,
and (ii) that the zRMS assessment does not contain any serious deficiencies that may
preclude authorisation on grounds of a demonstrably unacceptable risk to human or animal
health or the environment. ‘Phase 2’ of the assessment comprises a detailed evaluation of
the UK specific national requirements.
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Regarding refusal of mutual recognitions, Article 36.3 states that conditions, restrictions or
risk mitigation measures derived from specific conditions of use may be applied, and
authorisations are refused if the PPP is considered to pose a demonstrably unacceptable risk
to human or animal health or the environment due to national environmental or agricultural
circumstances. These principles have also been incorporated into UK procedures. As such,
mutual recognitions can be refused if:
1. the basic requirements have not been met (e.g. zRMS assessment is not in line with
Uniform Principles, incorrect EU endpoints were used in the assessment),
2. a serious deficiency is identified in the zRMS assessment that presents a
demonstrably unacceptable risk to human/animal health or the environment that cannot be
mitigated,
3. evaluation of the national specific requirements reveals an unacceptable risk that
cannot be mitigated.

In the UK, where applications are refused due to deficiencies in either the zRMS assessment
or the national specific assessment, the applicant and the Commission are notified of the
decision under Article 36.3, with a technical or scientific justification for the refusal
accompanying the notification.

44. Are there differences in the zones concerning mutual recognition?

Across the EU many Member States have national requirements that must be addressed
before an authorisation can be granted. Furthermore, climatic differences between zones
generally preclude comparability of assessments across zone boundaries for outdoor crops.
There are some areas of the assessment which are clearly common to all assessments,
irrespective of the zone (e.g. physical, chemical properties and formulation toxicity). There
are also some types of uses (e.g. greenhouses, storage areas, post-harvest treatments or seed
treatments) where the same assessment will apply across the whole EU. However, there are
other aspects of the assessment that cannot apply across zones, or even within a zone.
Broadly speaking, differences between zones, in terms of how mutual recognitions are
evaluated, relate to differences in climate and local agriculture.

The most obvious differences between zones (and, indeed, between Member States within
the same zone) are the national specific requirements and risk mitigation measures unique to
the individual Member State. In general, information demonstrating how the zRMS
assessment is comparable and applicable to UK climate and agricultural conditions is
required. For example, the agricultural and environmental conditions in the UK are
particular in that a major route of exposure for aquatic life is via drainage. To ensure that the
predicted environmental concentrations (PECs) used in the zRMS environmental risk
assessment are pertinent to the UK situation, the applicant should provide an additional risk
assessment for aquatic life considering the drainage route of entry to surface water and the
UK soil hydrological situation. If the authorisation in the issuing zRMS includes risk
management or risk mitigation measures, it should be demonstrated how the proposed UK
statutory conditions of use afford the level of risk mitigation provided in that MS. Other UK
national specific requirements include; a consideration of appropriate UK focal species,
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consumer risk through dietary exposure and comparability of UK agronomy. As these
aspects are unique to the UK, a zonal assessment is not appropriate; so additional
information is required to address these requirements.

45. How many products has your Agency approved by mutual recognition in
comparison to applications?

Total number of authorisations issued by HSE since the introduction of Regulation
1107/2009 where a technical and scientific input was required is 1970.  Of those, the
number authorised via mutual recognition is 137.

46. How many products have you re-evaluated even though they had been granted an
approval by another Member State?

HSE has no records of such occurrences. The UK however, along with other Member
States, is committed to avoiding any duplication of assessment. When HSE receives an
application for a PPP which we are aware already exists in another Member State, we will
rely on that assessment as far as we are able. Some elements may need to be re-evaluated to
take account of differing environmental and agronomic conditions (see answers to questions
43 and 44 above).

47. What are the main reasons why mutual recognition does not work?

There are many instances where the mutual recognition and following zonal processes have
minimised regulatory burdens on all involved. The authorisation of new PPPs, including
those with new active substances, has often occurred with minimal input and delay. In the
UK, this is particularly notable with biopesticides. In the UK’s experience, the frequency of
this happening is increasing.

However, there are difficulties with the mutual recognition system; some are procedural and
some are technical/scientific. These include the following:
 The need to conduct a national specific assessment can mean the 120 legal deadline

is missed.
 The inability to request further information from the applicant can mean the issues

that could be resolved are not and authorisation is therefore refused.
 The use of non-standard guidance or different endpoints in the core evaluation

causes difficulties.
 Mitigation measures are not uniform over the EU and thus, a Member State may not

be able to authorise a product for use in their Member State.

48. How do you take the evaluation of EFSA for an active substance into account for
the approval of a final product?

This is a key document to help identify where the risks and concerns for the representative
uses of an active substance lie.  It clearly informs the approval renewal regulation and
review report. The EU-agreed, regulatory endpoints for the active substance established by
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EFSA, (e.g. Acceptable Daily Intake, Acute Reference Dose, Acceptable Operator
Exposure, percentage oral absorption, vapour pressure, soil DT50, ecotoxicological effect
endpoints) are used in HSE’s assessment of PPPs. We will not accept approaches or
argumentation to address risks with the PPP assessment if the same argumentation was
rejected during the active substance peer review process.  The approval/renewal regulation
and associated review report is used to inform which gaps identified in the EFSA
conclusion, require further consideration. The endpoints derived during the EFSA process
must always be used during the PPP risk assessment except where the applicant can
demonstrate access to a stronger or even more relevant endpoint.

49. How do you assess mixtures/co-formulates?

i) PPP classification considers the complete product as it is based on the formulation.
ii) Risk assessments for PPPs assess combined exposure to all active substances in the

formulation.  Where the environment will be potentially exposed to the intact
mixture (e.g. spray drift), the environmental risk assessment may use ecotoxicity
data generated with the formulated PPP. Rarely, specific toxicity of the non-active
co-formulants/impurities is also similarly considered (e.g. tallow amine surfactants
in glyphosate and other PPPs.)

iii) Commission Regulation 284/2013 outlines the data that are required on the
formulation.  These data are used to assess the risk from the use of the PPP.

50. Do you have guidelines for the assessment of final products? Are the guidelines the
same for every zone/Member state?

EU guidance for assessment of dietary (consumers) and non-dietary exposures (operators,
bystanders, residents, and workers), the environment and risks for active substances exist
and these also apply to products. As EU guidance they are the same for each zone and
Member State.  However, differences in risk assessments may arise from the application of
the guidance.  For example, for dietary exposures, differences in national diets may give
slightly different outcomes and for the environment, different focal species may be relevant
when assessing risks to birds and mammals at a local level.   For non-dietary exposures the
available guidance covers the main methods of use for most products, but there are still
important methods of use where detailed guidance is lacking and no harmonised approach
has been agreed, e.g. operator exposure during treatment of seeds with PPPs.  For
environmental assessments, zonal assessments or Member State-specific assessments may
utilise a subset of EU wide scenarios described in EU guidance.  For example, to assess the
potential for groundwater exposure at an EU level, the guidance describes nine contrasting
scenarios.  Within the Central Zone, six of these scenarios have been shown to be relevant,
and within the UK, four scenarios are relevant.

51. Please explain why emergency approvals are given.

There are several reasons, but the underlying basis is to control a ‘danger that cannot be
contained by any other reasonable means’ in terms of the legislation.  In the UK, this is
interpreted to cover the following situations:
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 to control a new pest problem for which there are no registered products;
 to maintain control of weeds of danger to livestock/humans when an active substance is

withdrawn;
 to control a disease that cannot be controlled by other means e.g. blight in organic

potatoes;
 as an interim measure until a new chemistry to control a damaging pest/disease/weed is

registered.

52. What do you think of the idea to shorten deadlines/timeframes and to make them
more binding for Member States?

The complexity of the scientific assessments now required means that meeting the current
deadlines is challenging. Regulatory deadlines should be realistic and take proper account of
the work required of competent authorities and applicants.

53. Since the entry into force of the Regulation in 2011, how many applications for
authorisations have you assessed?

Total applications received by HSE since Regulation 1107/2009 introduced: 3418
Total resulting in an authorisation where a technical and scientific input was required: 1970
About to be issued: 19
Still in progress: 353

54. How many of them have they been considered positively? How many rejected? And
based on what criteria?

Refused: 613
Withdrawn by applicant: 461

See the answer to question 34 for more details of the basis on which authorisation is refused.

55. Have some of them been withdrawn in the course of the examination? How many
of them have been treated with the co-rapporteur system (art. 7.2)? Which were
the reasons for doing so?

For pesticide active substances, any major deficiencies would normally be identified during
the admissibility check. The applicant would usually then provide further information to
address the deficiencies, rather than withdraw the application.  It is therefore unusual for
applications to be withdrawn once the assessment has started.  In general, HSE prefers to
undertake all of the assessment work as RMS.  However, for a few renewal active
substances, the assessment has been shared with the co-RMS.  The reasons for doing so
have been (a) to make better use of available resources; (b) to help develop competence in
less experienced Member State Authorities.

56. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to competition amongst the competent
authorities?
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All competent authorities should be working to the same regulatory standards in the EU
requirements so any competition would only come from efficiency of processing, which
would offer the potential for quicker access of new PPPs to the market and hence earlier
returns on investment.

57. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to evasion of an objective assessment?

This should not be the case as all competent authorities should be working to the same
regulatory standards in the EU requirements and all assessments are subject to detailed peer
review by EFSA and all other Member States.

58. Is there an indirect “obligation” between the approval of the substance and the
authorisation of the product (including all other added ingredients)?

A substance approval indicates in principle that an acceptable use has been identified for a
product containing that substance.  Each Member State will, however, determine the
authorisation for a product in light of any particular national circumstances which have a
bearing on it, in accordance with Regulation 1107/2009.

59. Is it possible that the RMS approves the substance, but doesn’t authorise the
product that contains this substance (and more)? If so, how often does this occur?

A Member State acting as RMS may recommend approval but it is only at EU level that
approval is given. Once an active substance is approved, Member States must consider PPP
authorisations based on their own assessment. It is conceivable that a Member State which
has acted has RMS may not have PPP authorisations to consider, or may come to a different
conclusion due to national requirements allowed under Regulation 1107/2009.

60. To what extent are studies on formulations taken into account in the assessments?

Studies on formulations are required to generate appropriate hazard classifications for
products and are stated in Commission Regulation 284/2013; provide information on dermal
absorption from undiluted and diluted products for non-dietary exposure assessments; and
provide information on potential residues in food commodities for dietary risk assessments
and where relevant ecotoxicological endpoints.  Studies on formulations are also required to
support measurements of operator and other non-dietary exposures where these are
necessary. Where the environment will be potentially exposed to the intact mixture (e.g.
spray drift of formulated products) the environmental risk assessment may use toxicity data
on the formulation. Formulation can have a major impact on efficacy and often large
numbers of studies are required. In addition, there is guidance on extrapolation before
formulations, which is specific to each area of the risk assessment, which may also inform
HSE decisions.

61. Do studies provided by the applicant give a complete overview of the data needed
to give an accurate advice?
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The international protocols that toxicity studies and other data used to support human
dietary and non-dietary exposure assessments are required to follow are rightly predicated
on establishing results from worst case situations.  These include approaches which
maximise doses and exposures.  Real life exposures tend not to be as extreme and little
information is available on what are likely to be more realistic levels of exposure, whether
considering how the pesticide behaves in the environment or how people or animals respond
to exposure.  The other aspect that is typically untested is effects of co-exposure to other
pesticides.

Although expert opinion (e.g. EFSA Scientific Opinion, EFSA Journal 2013;11(7):3293,
131 pp) is that where such exposures occur, combined effects should be assessed on the
basis of dose addition, in proportion to dose and potency, and actual risks are expected to be
driven by only a few pesticides as in situations where exposure occurs to several pesticides
the majority of those pesticides are unlikely to contribute significantly due to low exposure
or low potency or both.  Synergisms are also considered to be unlikely at typical levels of
exposure.

For the environment, the studies provided to meet the data requirements under Regulation
1107 (i.e. Commission Regulation 283 and 284/2013) are generally sufficient to allow an
environmental risk assessment in line with associated EU agreed guidance to be performed
(i.e. the data requirements address the environmental behaviour and effects such that risks in
all relevant environmental compartments can be addressed).

Efficacy studies are a key part of most applications. If efficacy is not established, then
authorisation can be refused to avoid the potential for negative impacts without a positive
benefit.

62. Do the summaries of the regulatory studies submitted by the applicant provide an
accurate account of the study findings? Is there any evidence that findings are not
reported, or that studies are conducted but not submitted?

Study summaries typically provide a reasonable account of the findings and will usually
follow standardised reporting formats agreed at OECD level to harmonise the presentation
of all key studies. Occasionally, there may be the need for the HSE evaluator to add more
information and details from the study (e.g. details of the actual formulation used in the
study, the average temperature at which the degradation study was conducted, the initial
frequency of the pest at treatment) to enable others to understand fully the issues being
addressed.

Under Regulation 1107/2009, applicants are required by law to submit any adverse data that
may arise through the generation of new studies. These are submitted and given priority in
the UK for evaluation to determine if there is an impact on the risk assessment.

63. Do you take other studies and factors (not directly provided by the applicant) into
consideration)? What are the criteria to accept or dismiss other studies (e.g.
epidemiological studies)?
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Published information on the active substance is required during the consideration of
approval (See question 11).

Generic data, for example data from similar applications of other products may inform on
expected levels of exposure of users, bystanders and residents, or of the environment.  In
some instances such data may be generated by or on behalf of official organisations.

While such studies may not be subject to the formal requirements of Good Laboratory
Practice, these studies are evaluated to establish the scientific quality of methods used and
the reliability of the findings.  A high degree of transparency with access to the underlying
detailed information is often important and, as a consequence, published information often
lacks sufficient details.

64. Does it occur that you reproduce information provided by the applicant? If so, how
often does this occur? To what extent do you conduct your own assessment in these
cases?

HSE evaluators independently review every study submitted for our assessment.  The
assessment output requires written details of the individual studies and a summary of the
findings.  In presenting their data to HSE the applicant is required to do the same
beforehand.  On occasion, the HSE evaluator may consider that applicant’s presentation of
their information requires no amendment and may accept the information as presented.

65. Does it occur that more updated or recent studies are needed than the info
provided by the applicant? Does this put in question the data submitted? Do you go
back to the applicant for extra data? Have you even felt into divergence of results?

Where material facts change then the applicant may need to provide updated information.
An example is when the residue definition for risk assessment changes to include a
metabolite not previously monitored for in residue trials, such that new trials are required.
Similarly, changes in guidance documents or data requirements often require applicants to
submit updated assessments or new studies to meet modern requirements. Another example
is production batch analysis data which support the technical specification of a substance
have to be no more than five years old.

66. While assessing an application, does your Agency feel any pressure (by the
applicant, the citizens, or other Member States? If so, does this affect the outcome
of the assessment?

Applications are assessed by the UK competent authority in accordance with the EU
regulatory requirements.  As a Government body, HSE regularly receives correspondence
from a range of stakeholders (applicants, trade associations, environmental NGOs and
individuals) on specific or general pesticide issues. HSE has experienced external pressure
in both directions, for and against pesticides from a wide range of stakeholders,
individuals/NGOs campaigning against pesticides, farmers/growers needing pest control
solutions, and applicants seeking authorisations. HSE is an independent regulator and the
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outcome of our assessments are subject to internal peer review, with redress to external
review and ministerial oversight where necessary.

67. Does it occur that your Agency is asked by the European Commission to adjust or
revise the risk assessment? If so, how often does this occur? What are the reasons
for such a request?

HSE’s experience is that we have not been asked to adjust or revise the risk assessment by
the European Commission. Further work has been required as various assessments have
been considered through the peer review process for both active substances and PPPs.

68. Do you ever question the validity of the scientific peer-reviewed open literature,
from a point of view of fraud (e.g. plagiarism)? Did you have any cases of identified
fraud? What do you do in this case?

We do not routinely question peer-reviewed, open literature from the point of view of fraud,
and we do not check publications for plagiarism.   There is one recent identified fraud that
that could have had negative implications for paraquat, were it still approved: a former
assistant professor at the University of Medicine and Dentistry, New Jersey was found in
2012 by the US Office of Research Integrity to have fabricated studies published in 2005
(https://www.gpo.gov/fdsys/pkg/FR-2012-06-28/html/2012-15887.htm)

Aside from the issue of fraud, it is known that published research findings are occasionally
refuted by later publications, with some indications that this might be true for the majority
of studies (Ioannidis  JPA (2005) “Why most published research findings are false” PLoS
Med 2(8):e124.  DOI:10.1371/journal.pmed.0020124).  The reasons behind this include the
overall approach to science endeavour, the manner in which studies are conducted and the
statistical approaches for interpretation of findings.

69. Germany, as the Rapporteur Member State for glyphosate, copied and pasted into
the Renewal Assessment Report (RAR) the applicants’ evaluation of the peer-
reviewed literature studies on the carcinogenicity, genotoxicity and reproductive
toxicity of glyphosate. In January 2018, the German agriculture ministry stated
that “in the future” the relevant authority will “for reasons of transparency in the
evaluation process” provide a “clear distinction” between the assessment of the
authorities and the assessment of the applicants. Do you consider it important to
make this distinction? As a RMS, do you “copy-and-paste” the industry
application? How do you indicate your own assessment in this case?

Historically, HSE has used documents where the evaluator has reviewed and accepted data
in support of authorisation/approval and has reproduced the applicant’s text. In recent years,
greater efforts have been made to make it clear where the text is taken from the applicant’s
document.  However, with some types of data, for example reporting bare facts in contrast
to say interpretation and overall conclusions, distinguishing between applicant’s and
reviewer’s text is not that important.  For PPP assessments, Member States typically use
‘green boxes’ to differentiate their evaluation from the original dossier submitted by the
applicant.  For active substances in the renewal program, there is a separate RMS comment
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section that highlights whether the study met validity criteria and whether it was reliable and
if so what the endpoint(s) are.

70. Why do some Member States approve more PPPs than others do?

There are a number of reasons:
 The size of the PPP market in a Member State can mean that it is not commercially

viable to seek an authorisation.
 HSE understands that some Member States are unable to allow applications from

manufacturers of generic products due to other national legislation.

71. Question to ANSES: much more active substances and PPPs are authorised for use
in France than in other countries, e.g. Germany. Why is that?

Not applicable.

72. Question to HSE: The EC audit report mentioned HSE as a best-practice example
for approval of PPPs. Why do you think that is? What would you recommend to
other Member States?

Summary of key strengths of HSE’s approach to pesticides regulation
• Independent regulatory body.
• All staff involved in PPP registration ‘under one roof’/management chain.
• Over 300 staff comprising specialist regulatory scientists, assessment managers,

policy advisers, and an enforcement team.
• A large ‘critical mass’ of experienced regulatory scientists capable of working on

different regulatory regimes as demands and priorities dictate.
• Highly focussed on delivery against legal deadlines (predictability needed for

applicants) and within fees which drives innovation, particularly management of
information, while maintaining regulatory standards.

• Independent scientific advice available from external independent scientific
committee (which is recruited in accordance with Government public
appointment rules).

• Scientific committee also appoints a sub-group of members to review HSE’s
pesticides regulatory work annually.

• Internal regulatory assurance measures to ensure consistency and quality of
decision-making.

• Clear communication channels with applicants.
• Regular stakeholder engagement through a range of stakeholder groups:

i. Pesticides Forum – representative of all key pesticide stakeholder
interests (farming industry, supply chain, environmental interests); and,

ii. Specific sector groups for farmers and growers (Grower Liaison Group),
amateur user interests, and amenity sector interests (parks, gardens,
sports turf, infrastructure protection etc.).

• Strong UK and international scientific links:
i. Through contributing to UK scientific meetings e.g. Association of

Applied Biologists;
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ii. Through work on EFSA Panels and Scientific opinion and Guidance
Document working groups; and,

iii. Through OECD and SETAC involvement (and other PPP areas e.g.
Codex and related panels for pesticide residues).

• English is the language of business
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PEST COMMITTEE MEETING OF 26 APRIL 2018 

 
EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES  

OF FRANCE, SWEDEN AND THE UNITED KINGDOM 
 

 
UK Health and Safety Executive response to Complementary questions 
 

1. Reproduction of information provided by the applicant: In their assessment 
reports, national competent authorities have a different approach with respect 
to reproduction of/quotation from information provided by applicants. Do you 
consider that it would be useful to harmonise such practices, and in which 
way? 

 
HSE response 
 
It is important that authorities’ views on the applicant’s data-supporting views can 
clearly be distinguished.  While the ‘Green Box’ approach helps to support such 
clarity for product assessments, the approach does not easily read across to 
assessment reports of active substances.  One of the issues that needs to be 
considered for such assessments is that some types of study are conducted and 
reported to standard protocols and involve generally reporting bare facts.  In such 
cases, the official assessments are likely to be the same as those submitted by the 
applicant.  However, for more complex and non-standard studies, and in the areas of 
interpretation and overall conclusions, distinguishing between applicant’s and 
reviewer’s text is likely to be of more significance.  For product assessments, 
Member States typically use ‘green boxes’ to differentiate their evaluation from the 
original dossier submitted by the applicant.  For active substances in the renewal 
programme, there is also the separate rapporteur Member State comment section 
that highlights whether the study met validity criteria and whether it was reliable; and, 
if so, what the endpoint(s) are. 

 
2. Delays in re-evaluations of PPPs: In 2016 and 2017, the European 

Commission (EC) conducted audits on the authorisation of PPPs in seven 
Member States (MS). They confirmed that the national re-evaluations of PPPs 
on the market was significantly delayed (up to 33% of authorised PPPs had 
not been re-evaluated in one of the audited MS)1. Furthermore, according to 
the EC, re-evaluation of PPPs on the market is significantly delayed in most of 
the Member States. What is your view of the situation? 

 
HSE response 
 
First, HSE would highlight that regulatory requirements have become much more 
complicated since the Regulation set out what were, even then, optimistic timelines.  
Guidance documents in particular add to the time needed for proper evaluation and, 
for active substances, EFSA adds further requirements unilaterally.  Even PPP 
timelines which are reasonable may not be achieved, particularly if the evaluating 

                                                 
1
 See page 12 of the attached Commission Report. 
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Member State does not complete the assessment properly and further work is 
needed by other Member States. 
 
Since the first re-evaluations under Regulation (EC) No 1107/2009 were not due to 
be completed until 31 December 2016, we have taken this question as relating to the 
product re-evaluation process required under Directive 91/414 EEC.  
 
The re-registration of national authorisations to uniform principles was a national 
obligation for each Member State. There was no legislative requirement that a work-
sharing approach should be taken. Recognising the duplication of effort that could 
result from this, Member States came together and created a voluntary process. In 
the UK’s view, this voluntary zonal process for re-registration has worked well. We 
engaged with the process and agreed to take on an ambitious volume of work. In so 
doing, we have re-evaluated many products to uniform principles on behalf of other 
countries as well as for ourselves. This has helped alleviate pressure on other 
regulatory authorities who were not as well able to provide the resource required to 
undertake the assessments at that time.  
 
The experience from this voluntary process has fed into many of the principles 
underpinning the zonal assessment procedure. This is the system that is now in 
place for plant protection products across the EU. 
 
In the UK, only a small number of products have not yet been re-registered to 
uniform principles (176 products compared to nearly 3600 extant authorisations (i.e. 
less than 5%)).  
 
There are a number of reasons for this, but it is generally not due to delays in the re-
assessment process. In some cases we are awaiting the outcome of assessment by 
another country; but often it is due to the UK’s concerns that criteria specific to our 
national circumstances are more suitable for ensuring the safe use of certain 
categories of products.   
 
The product re-evaluation is often made more complicated due to the requirement to 
apply new guidance which was not applicable for the active substance assessment.  
New guidance can have a significant impact on the underlying data required and the 
nature of assessments applied.  This can mean that a use considered acceptable for 
the active substance assessment may not be considered acceptable at product re-
evaluation, without significant additional work. 
 
 

3. Rules on confidentiality: Implementation of Articles 7.3 and 63 of Regulation 
(EC) No 1107/2009: Based on your practices, what falls under the 
requirements of commercial secrecy? How would you explain that not all the 
Member States implement Articles 7 and 63 of Regulation (EC) No 1107/2009 
in the same way? 
 

HSE response 
 
The following table sets out the information HSE would consider confidential under 
Article 63 of Regulation (EC) 1107/2009, and the approach we would take when 
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assessing the release of such information. We would normally expect this 
information to be included in Part C of the Registration Report which contains 
commercial information.  We are unable to comment on how other Member States 
implement these provisions.   
 

a)  The method of manufacture of the active 
substance technical material or formulation.  

This will also include the 
location, addresses and 
contact information for 
manufacturing sites (technical 
material and preparation).  

b)  The specification of impurities in the active 
substance except for the impurities that are 
considered to be toxicologically, 
ecotoxicologically or environmentally 
relevant and are published in EU 
Regulations. 

This includes results of 
production batches of the 
active substance including 
impurities. 

c)  Results of batch analytical reports of the 
active substance including impurities. 

This does not apply to the 
batch numbers and to the 
code(s) used for the active 
substances and the 
preparation(s).  
 

d)  Methods of analysis for impurities in the 
active substance as manufactured except 
for methods for impurities that are 
considered to be toxicologically, 
ecotoxicologically or environmentally 
relevant.  

This does not apply to the 
methodology itself (e.g. HPLC-
UV or GC-FID) as given for 
example in the list of end 
points. 

e)  Links between a producer or importer and 
the applicant or the authorisation holder.  
 
 

This includes links between 
companies where access to 
data has been given. 

f)  Information on the complete composition of 
a plant protection product i.e. the 
formulation details.  

This also applies to any 
comparisons of formulations 
against each other which 
disclose any constituents of 
the formulations (where data 
are being extrapolated from 
one formulation to another).  
However, this does not include 
general statements that 
formulations are ‘sufficiently 
similar’ or ‘dissimilar’ in 
assessing whether data can be 
extrapolated. 
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4. As regards the answer given by ANSES to preparatory question 4 (“In which 
way can the third parties or the Member States interested in commenting the 
assessment contact your Agency?”):  
 

 To ANSES: Regarding your experience with the “charter of the 
relations with carriers of interest” and with keeping a register of all 
meetings: do you know of similar practices in other Member States? Do 
you have specific recommendations on how to improve the 
transparency of the Rapporteur Member State assessments and the 
peer review process?  How do you assess the additional administrative 
burden? 

 

 To KEMI and HSE: Do you have similar systems in place? 
 
 

HSE response 

 

Applicants and third parties can contact HSE via the official email address, or 

applications can be submitted by post.  It may also be possible to contact 

responsible officers direct in certain situations regarding ongoing assessments. 

General pesticide enquiries from third parties can also be made by telephone to a 

helpdesk in the Department for Environment, Food and Rural Affairs (Defra). HSE 

also has a number of stakeholder groups which meet regularly to discuss pesticides 

issues and records are kept of these discussions.  

 

As a Non Departmental Public Body, HSE has clear rules on the handling and 

recording of any conflicts of interest between officials and their work.  Any 

employees of HSE, as civil servants, must be (and must be seen to be) honest and 

impartial in discharging of their duties as set out in the civil service code 

https://www.gov.uk/government/publications/civil-service-code/the-civil-service-code. 

HSE’s responsibilities as a regulator must also be taken into account. Employees 

must discuss business interests with their line manager and decide if they represent 

a potential ‘conflict of interest’. If they do, the details of that interest need to be 

registered centrally in HSE and managed by the line manager. 

 
5. Question to ANSES: Derogations: How do you explain the number of 

derogations granted by your Agency under Article 53 of Regulation (EC) No 
1107/2009? 
 

6. Question to ANSES: Applications from Bayer and Monsanto? How many 
applications for authorisation have been submitted to ANSES by Bayer and 
Monsanto since 2010? 
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SPECIAL COMMITTEE ON THE UNION 'S AUTHORISATION PROCEDURE FOR PESTICIDES 

THE CHAIRMAN 

 

 

PEST/D/2018115685 Brusse/s,  18.04.2018 
 

 

 

Kemikalieinspektionen 

Mrs Katarina Lundberg 

Head of Evaluation of Substances Unit 

Box 2 

SE-172 13 Sundbyberg 

Sweden 

 

 

 

 
Subject: Invitation to an exchange of views on the role of the national competent 

authorities in the assessment of applications for approval of pesticides and 

related preparatory questions 
 

. l 

 
 
 

 

Dear Mrs Lundberg, 
 

 
On behalf of the European Parliament's Special Committee on the Union's authorisation 

procedure for pesticides (PEST), I have the pleasure to invite you to participate as an expe1i 

in an exchange of views on that procedure. The meeting will be held on 26 April 2018, 

from 2 to 5.30 pm, on Parliament's premises in Brussels. Please note that the competent 

authorities of France and the United Kingdom will also participate. 

 
The European Parliament's decision on the setting up of the above Special Committee requires, 

notably, that Committee "to analyse and assess the authorisation procedure for pesticides in the 

Union, including the methodology used and its scientific quality, the procedure's independence 

from industry, and the transparency of the decision-making process and its outcomes". 

 

The exchange of views will consist of 10-15 minutes presentations given by each of the 

speakers followed by a question and answer round with the Members of the Committee. Its 

aim will be to provide the latter with an overview of the role of the national competent 

authorities in the assessment of applications for approval of pesticides. 
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In order to prepare for that meeting, the Committee has submitted a set of questions which 

address many of the topics at stake. These questions are attached to this letter. I would be 

most grateful if they could be answered in writing ahead of the exchange of views. 

 

Should you intend to make use of a power point presentation, I would kindly ask you to 

send it to the Committee's Secretariat a few days prior to the meeting "(pest 

secretariat@ep.europa.eu ), and to inform them whether it can be published on the PEST 

website. 

 
I would also like to draw your attention to the following practical arrangements for the 

meeting: 

• In case you do not already possess an entrance badge to the European Parliament, please 

provide us, as soon as possible, with your name as it is written in your ID card/passp01t, 

your <late of biith, nationality and ID card/passpmt number (please remember to bring 

your ID with you on the day of the hearing); 

 
• Please let us know if you will be accompanied, so that we may provide extra badges and 

set aside enough seats; people accompanying you shall provide the same info1mation as 

above; 

 
• You will be welcomed at the entrance of Altiero Spinelli building, 30-45 min before the 

start of the meeting. 

 

Should you have further questions on the content or organisation of the exchange of views, 

please contact the''i:eSponsible administrator in the PEST Secretariat, Mr Marc Thomas (marc 

.thomas@europarl.europa.eu ; phone: +32 2 284 18 03). 

 

 

I look forward to welcoming you in the PEST Committee on 26 April 2018. 

Yours sincerely, 

 

 

 

 

 

Eric ANDRlEU 
 

 
Annex:  Questions to prepare for the exchange of views of 26 April 2018 
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PEST COMMITTEE MEETING OF 26 APRIL 2018 

EXCHANGE OF VIEWS WITH THE COMPETENT 

AUTHORITIES 

OF FRANCE, SWEDEN AND THE UNITED KINGDOM 
 

PREPARATORY QUESTIONS 
 

In the context of the PEST Committee meeting of 26 April, an exchange of views 

with experts from the competent authorities of France, Sweden and the United Kingdom 

will take place to give Members an overview of the role of these authorities in the 

assessment of applications for approval of pesticides. 

 
To prepare for this exchange of views, political groups have submitted the following 

questions. These questions, which address many of the topics at stake, should be answered 

in writing beforehand. 

 

Answers by the Swedish Chemicals Agency,  

CA for Regulation 1107/2009 
 

 
I .  What is the role of the Rapporteur Member State (RMS)? What are the criteria to 

choose a Rapporteur Member State? 

 

The RMS does an independent evaluation of an active substance based on documentation 

provided by the applicants in support of their applications for approval. In the conclusion of 

this evaluation, presented in the DAR/RAR, the RMS propose whether the approval criteria 

in Regulation 1107/2009 are met or if further data is needed for a decision.  

 

For existing active substances, the dedicated RMS are agreed by the Standing 

Committee in order to share the workload in a reasonable way among all Member 

States. For new active substances, the applicants may choose the RMS. We do not know 

what criteria the applicants rely on for their choice. 

 
2. What'is the role of the national agencies? 

 

The Swedish Chemicals Agency is a supervisory authority under the Government of Sweden, 

and is responsible for ensuring that companies and society at large conduct controls of 

chemicals in an acceptable manner. Our tasks are regulated in Instructions for the Swedish 

Chemicals Agency Ordinance (2009:947). 

We help develop legislation and other instruments. We do this by conducting our own 

investigations and providing suggestions to help the Swedish Government tighten the rules on 

chemicals at both national and EU level. We also do this through our extensive work at 

international level. 

 

We review applications for both approval of active substances at the EU-level and for the 

authorisation to sell and use plant protection products and biocidal products at national level. 

Except for residue levels and efficacy, we do all the assessments related to the obligations as 

CA under Regulation (EC) no 1107/2209.  

 

We supervise importers and manufacturers of chemical products, pesticides and articles, and 

we carry out inspections. We also provide guidance regarding enforcement and inspections to 

municipalities and county administrative boards. 

 

3. How many authorisations of plant protection  products  have been withdrawn  in 

your Member States? 
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Approximately, 160 products have been withdrawn from the Swedish market since 2011, for 

different reasons. 

 
4. In which way can the applicant contact your Agency? In which way can the third 

parties or the Member States interested in commenting the assessment contact your 

Agency? 

 

The applicant and any third parties can contact the Swedish Chemicals Agency by 

telephone (via an operator) or e-mail. For each evaluation of an active substance or a 

product, an appointed contact person at the Agency may be contacted directly by the 

applicant. Other parties can reach the responsible person via the Registrator. 

 

 
5. Could you explain how the exchange with the applicant and interested third 

parties works during the different stages of the assessment of the application by 

your Agency?  

 

Our responses to all questions under p. 5 refers mainly to evaluation of active 

substances but some parts are applicable also for evaluation of products. (Processes 

for product evaluation are also described under p. 36). 

 

The draft Assessment Report (i.e., the RMS’s evaluations) is sent to the applicant 

for comments prior to the submission to EFSA. This is mainly in order to answer 

specific questions or clarify any misunderstandings in the assessments. In case the 

applicants do not agree to the RMS’ scientific conclusions, they are referred to the 

official peer review. 

During the peer review, the applicants are given the opportunity to respond to 

comments received from other parties.  

 

.../ How do you check the applicant's compliance with  applicable  guidelines?  Is that 

done by checking the consistency of the application, or are any further audits 

carried out? 

 

This is checked by the experts during evaluation of each study, by reading the 

original studies and the applicant’s study summaries and comparing the study 

against test guidelines and guidance documents. For each application, several 

experts with specific competence are involved (toxicology, chemistry, analytical 

chemistry, residues, environmental exposure, ecotoxicology). Usually, a draft is 

subject to internal quality assurance by a second expert. During peer review other 

Member States and EFSA may also provide comments on the compliance with 

guidelines and guidance. No experimental studies are carried out by the authority.  

 

.../ Are other concerned Member  State agencies  consulted  already  during  the  stage 

of the initial assessment of the application? 

 

Normally not. However, there is a Co-RMS for all applications for renewal of 

approval of active substances, and the Co-RMS is invited to comment on a draft of 

the Assessment Report before it is finalized and submitted for peer review. 

 

.../ How much flexibilities does your Agency enjoy for the assessment of an 

application? In other words, how standardised is the assessment procedure, how 

m uch room is there for different outcomes in different Member States? 

 

The Regulation (EC) no 1107/2009 and relevant guidance documents are pivotal for 

the standardization of assessments. Development of guidance documents at EU level 

has significantly improved harmonization. The assessments at lower tiers are 

considered as more or less standardized, with some room for flexibility when data are 

equivocal. For higher tier assessments, the solution presented by the applicant may be 

very specific, sometimes using company know-how and there may be diverging views 

among MS, however, also this has improved over time. EFSA has an important role 

for harmonization. 

 
6. Are there other stakeholders involved in the process? 
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7. What is the percentage of applications for product authorisations coming from 

SMEs (as opposed to large corporations)? 

 

We have no record of, the size of the companies, but a guess is that less than 5% are SMEs. 

 
8. Are  there  any  national   laws  enforced   by  your  Agency   (apart  from  Regulation 

1107/2009)? 

 

- The Swedish Environmental Code [Swedish Code of Statues – SFS 1998:808], which 

regulates the handling of pesticides and a product registry for example. 

- Pesticides Ordinance [Swedish Code of Statues – SFS 2014:425], which regulates 

authorization classes, training and selling for example. 

- Ordinance on Pesticide Fees [Swedish Code of Statues – SFS 2013:63], which regulates 

fees in relation to the authorisation process of pesticides.   

- Code of Statues of the Swedish Chemicals Agency (KIFS 2008:3) on Pesticides, which 

regulates reporting of quantity data, products that have been amended or are no longer 

authorised and training. 

 

 
9. Are there additional international gu idelines that one has to follow for the 

authorisation procedure? 

 

The guidelines that should be followed in the evaluation process is stated in the Commission 

communication C 95/1 for active substances and C 95/21 for products. These include for 

instance the OECD test guidelines. On top of that, there is also guidance documents noted at 

EU-level that shall be taken into consideration (article 12.2 and 36.1 in Regulation (EC) no 

1107/2009). 

 

 

10. In reference to Article 8 of Regulation 1107/2009: 

./ How do applicants decide what constitutes "representative use"? 

  

The representative uses should preferably cover the worst case and best case 

related to the exposure profile of the substance. 

 

The legal requirements states that the representative use should be on a widely 

grown crop in each zone of at least one plant protection product containing the 

active substance, demonstrating that the approval criteria are met. Where the 

information submitted does not cover all zones or concern a crop which is not 

widely grown, justification for this approach should be provided (article 8.1 a of 

Regulation (EC) no 1107/2009). 

 

./ Are there any gu idelines on the choice of this "representative use"? 

 

The guidance document on renewal of approval of active substances 

(SANCO/2012/11251 rev. 4, December 2014) has some guidance on this. The guidance 

refers to article 8.1 a of the Regulation but also to article 14, and therefore “the applicants 

may wish to consider whether they should include additionally uses which will facilitate 

the authorisation of products in Member States within the zones in subsequent stages…” 

The guidance document also recommends that whenever possible the uses evaluated for 

the first approval should be included. 

 

 

./  What  role  do  RMS  have  i n  checking,  and  thereby  accepting  or  rejecting,  this 

"representative  use"? 

 

We normally advice the applicant to select a limited number of uses that still covers a broad 

range of the intended uses with regard to exposure to humans and the environment. This 

advice is however not binding to the applicant.  

 

./  How m uch room for manoeuvre does the RMS has in agreeing or not to the chosen 

formulation (i.e. the plant protection product containing the active substance)? 

 

The RMS may give advice to the applicants on the selection of representative formulation. For 

example, not to select a representative product with more than one active substance. We have 

seldom had a reason to question the selected formulation. 
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1 1 . Provision of relevant  peer-reviewed   open  literature: 

./  What concrete steps does the appl icant undertake to provide relevant peer-

reviewed open literature, and how does the RMS check this? 

 

The applicant performs a literature search from published data over the last 10 years prior to 

application. Studies that are obviously not relevant are excluded from further consideration. For 

the remaining studies, the applicant provides justifications whether they are relevant or not for 

the risk assessment. Studies that are considered relevant are added to the dossier. 

 

The RMS checks that relevant databases have been consulted, that the search terms used by the 

applicants are adequate, and what criteria that was used to select/dismiss studies from the search 

results. After removal of the obvious non-relevant studies, we examine the list of studies not 

submitted in order to identify any further potentially relevant references that was dismissed by 

the applicant. However, we do not repeat the literature search. Studies that are considered 

relevant are evaluated in the normal way. 

 

./ How are studies .defined as "relevant" or "not relevant"? 

 

It is difficult to describe this shortly, but, for instance, studies which do not add any 

information related to the data requirements are not relevant.. See also p. 63. 

 
12. Considering the volume of existing studies, how much time does your Agency 

have to look into the studies and decide whether it accepts or rejects the applicant's 

own assessment? 

 

From our preliminary planning, during the evaluation phase (prior to submission of the RAR to 

EFSA) we use approximately 75 days for each of the sections on mammalian toxicology, 

residues, environmental fate and ecotoxicology. This includes evaluation of the studies, overall 

conclusion and risk assessment for each section. In case of very data rich substances, the time 

may be extended. 

New studies in the dossier are evaluated in detail. The time spent on old studies (i.e., studies 

that were submitted and evaluated already for the first approval) depends on the profile of the 

substance. However, re-evaluation of old studies can rarely be avoided since there are updated 

guidelines that need to be considered. 

 
13. At what stage(s) of the procedure are parts of industry studies redacted? Who 

decides which parts are redacted and based on which criteria? 

 

EFSA makes various documents available to the public at specified stages of the process: 

The application, the applicant’s summary dossier (which does not include the individual 

experimental studies) as well as the rapporteur’s evaluations and the report from the peer 

review process. This is described in articles 10 and 12 of Regulation (EC) no 1107/2009 for 

new active substances, and articles 5, 6, 8, 11 and 12 of Regulation (EU) no 844/2012 for 

existing active substances (“renewals”). At each step the applicant may request that certain 

parts should be kept confidential and justify why (for instance; article 7.3 and 15.2 in the 

Regulation). For most of these documents, EFSA takes the decision as to whether it is justified 

to keep information confidential. It is however the rapporteur that assess the request for 

confidentiality with regard to applications. Information that normally shall be deemed to 

undermine protection of the commercial interests or of privacy and integrity of individuals, if 

disclosed, is listed in article 63 of Regulation (EC) no 1107/2009. 

 

The principle of public access to official documents means that everyone, Swedish and foreign 

citizens, has the right to study the general documents of Government Offices, provided they are 

not subject to confidentiality. In case there is a request to access such documents, an 

independent assessment is made according to the Public Access to Information and Secrecy Act 

[Swedish Code of Statues – SFS 2009:400] whether they contain any confidential information 

that must be redacted before granting access to the document. 
 

14. Could you describe the cooperation process between your Agency and EFSA? 

What is the support provided by EFSA to the rapporteur Member State during 

the assessment process; is EFSA's role sufficient throughout the process? 

 

EFSA is available for questions via their helpdesk throughout the evaluation process. They are 

also active during the commenting phase, and in the compilation and assessment of the 

comments received. EFSA decides (based on comments received) whether expert consultations 

are needed for each section, and takes the lead in drafting the minutes from these discussions. 
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15. What is done if studies showing harmful impacts to health or the environment are 

published after the authorisation of an active substance or a plant protection 

product? Which measures are in place to allow a re-evaluation and potentially to 

re-consider existing studies that may now be more relevant? In this case, is the 

previous procedure re-examined to make sure that earlier indications were not 

missed? 

 

The EU Commission may review the approval of an active substance at any time. It shall take 

into account the request of a Member State to review, in the light of new scientific and 

technical knowledge and monitoring data, the approval of an active substance (article 21 of 

Regulation (EC) no 1107/2009).  

 

The holder of an authorisation for a plant protection product shall immediately notify the 

Member States that granted an authorisation of any new information concerning that plant 

protection product, the active substance, its metabolites, a safener, synergist or co-formulant 

contained in the plant protection product, which suggests that the plant protection product no 

longer complies with the criteria set out in article 29 or 4 respectively.  (article 56 in Regulation 

(EC) no 1107/2009).  

 

The Member State which first granted an authorization shall evaluate the information and 

inform Member States, belonging to the same zone, where it decides to withdraw or amend the 

authorization. The Member State shall inform the other Member States and the Commission 

where it considers that the conditions of the approval of the active substance, safener or 

synergist contained in the product are no longer fulfilled or whether in the case of a co-

formulant it has been considered unacceptable and propose that the approval be withdrawn or 

the conditions amended. 

 

 
16. How is human relevance currently used and what is the effect on the leve] of 

protection of humans and the environment? Is the framework standardized? Is the 

leveI of evidence specified? 

 
For the assessment of the toxicological profile for humans there are information requirements for the 

active substance including testing on several species. The effects observed are generally considered to 

be relevant for humans. There are, however, also species-specific effects that are not relevant for 

humans, for instance if the effect is related to the presence of specific enzymes which are not present 

in the human body.  

 

Uncertainty factors are used for protection of humans. The overall default uncertainty factor of 100 

(10 for inter-species variability x 10 for intra-human variability) is used and standardized in the 

procedure. When the critical effect is judged to be of particular significance, such as developmental 

neurotoxic effect, an increased margin of safety should be considered. Then an additional uncertainty 

factor of up to 10 is used.  

 
17. How is margin of exposure currently used and what is the level of protection of 

human health and environment? 

 

The level of protection (protection goal) has not been clearly specified in the legislation. EFSA 

has identified this as a problem for the development of risk  assessment methodology, in 

particular for environmental risk assessment for which risk assessors need to know what to 

protect, where to protect it and over what time periods (see for instance EFSA Journal 

2010;8(10):1821).  

The legislation provides criteria for evaluation and decision making in Regulation (EC) no 

1107/2009 and in  Regulation (EC) no 546/2011 as regards uniform principles for evaluation 

and authorisation of plant protection products. When assessing an application for approval of 

an active substance, the applicant must demonstrate that certain requirements also for a plant 

protection product containing the active substance are fulfilled. Decision-making criteria in 

both these regulations are therefore applicable for the evaluation of active substances. For 

effects on non-target organisms the decision-making criteria in Regulation (EC) no 546/2011 

are formulated as margins of exposure (toxicity to exposure ratios).  

 

In risk assessment for human health, margins of exposure are considered in the sense that the 

exposure level is compared with Acceptable Operator Exposure Level or the Acceptable Daily 

Intake.  

 
18. How is the evaluation criterion of historical control data currently in use and what 

is the level of protection of humans and the environment? 

 

Historical control data within a five-year timeframe is considered. The control group in the 
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study takes precedence over historical control data. The historical control data is used to check 

if the study control group is within expectations. 

 
19. How is the extended one-generation reproductive toxicity test being used and what 

is the level of protection of humans and the environment? 

 

So far, no extended one-generation reproductive toxicity study has been submitted to RMS-SE 

by the applicants and up to date the study has not been requested by RMS-SE. 

 
20. How are cumulative effects and m ulti ple mechanisms of action taken into account? 

 

Cumulative effects and multiple mechanisms of action are yet not taken into account. Only the 

effects from the most sensitive endpoint are considered. 

 
21. How is low concentration impact assessed? 

 

The experimental studies include usually at least three dose/conc levels: a maximum level that should 

show some toxicity, a medium level that should show low or no toxicity and a low level that should show 

no toxicity. The doses/conc. selected in experimental studies also considers, among other things, to what 

levels humans may be exposed. The ultimate goal is to find a dose/conc from experimental studies based 

on which safe levels could be set for humans. 

With regard to non-monotonic dose responses (NMDR), there is no consensus yet in the scientific 

community on NMDR. The current regulatory risk assessment follows the traditional dose-response 

approach.  

 
22. How are mutagenic, genotoxic and endocrine disrupting chemicals assessed? 

 

With regard to the mutagenic and genotoxic potential of a substance, the studies for mutagenic and 

genotoxic endpoints are checked for compliance with OECD Technical Guidelines. For the endpoint of 

ED, the interim criteria is still applied until the final criteria are implemented.  

 
23. How is developmental immunotoxicity and developmental neurotoxicity assessed? 

 

Studies for developmental neurotoxicity (DNT) are checked for compliance with OECD TG 

426. Developmental immunotoxicity and developmental neurotoxicity can be assessed in the 

extended one-generation reproductive toxicity study. However, the extended one-generation 

reproductive toxicity test has not yet been submitted by the applicants and up to date the study 

has not been requested by RMS-SE.  

 

 

24. How is soil toxicity assessed? 

 

By assessing the risk for soil dwelling organisms (based on data on earthworms, soil arthropods 

and nitrogen mineralization). 

 
25. How is environmental  impact on biodiversity  assessed? 

 

By assessing the risk from direct exposure to the theoretically most sensitive species. A ‘no 

effect’ level for the tested species is used, combined with an Assessment Factors to cover the 

species sensitivity distribution. Secondary effects on biodiversity are not specifically covered 

by the current risk assessment methods.  

For soil micro-organisms, biodiversity is not covered since only the function of the soil is 

tested (nitrogen mineralization). 

  

26. Can the national authorities explain why, in their understanding, companies have 

discretion over the choice of rapporteur Member State to initially assess and evaluate 

their authorisation dossier? 

 

We are not aware of the background to this practice; however, it is reasonable to 

assume that the choice of rapporteur may be of importance for the applicant’s 

marketing strategies. 

 

 
27. Once an active substance has been reauthorized at the EU level, Member States must re 

assess all products on the market that contain it, to ensure that they continue to meet 

modern standards of safety. Can the national authorities inform us about the duration of 

this reassessment, and the process for market withdrawal should a product be found to 

contain a co-formulant that has an adverse effect on human health and the environment? 
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Regulation (EC) no 1107/2009 states that an authorization shall be renewed upon the 

application by the authorization holder, provided that authorization requirements in article 29 

are still met. Member States shall decide on the renewal of the authorization at the latest 12 

months after the renewal of approval of the active substance, safener or synergist contained 

therein (article 43 in the Regulation). If a product does not meet the authorization criteria, the 

application for renewal should be rejected and the product authorisation will expire. If the 

reason for the non-renewal is due to identified risks, the product will not be granted any period 

of grace for placing on the market or use (article 46). Otherwise, the product will be granted a 

period of grace of maximum 6 months for sale and distribution and 18 months for disposal, 

storage and use of existing stocks. In the product assessment, studies on the specific product (or 

a similar product) shall be used, which means that the full content of the product is assessed. 

There is no assessment done on a specific co-formulant during the product assessment. If a co-

formulant in a product makes the product harmful, the product will in that case not meet the 

criteria for authorization and will not be authorized or reauthorized. 

 

Unacceptable o-formulants is yet to be included in Annex III to Regulation (EC) no 1107/2009, 

why there is not harmonized regulation regarding unacceptable co-formulants within the EU.  

 

28. Can you elaborate on the different ways in which Member States work together 

under European legislation when evaluating an authorisation appl ication? For 

example, in cases where a product contains a substance identified as a candidate for 

substitution, can the national authorities conduct comparative assessments to 

identify lower-risk alternatives for the same uses and assess whether the substance 

warrants substitution. 

 

There is one specific example during a product evaluation that the Member States work 

together and that is during the commenting phase. At that stage all Member State in the zone 

gets the possibility to comment on the assessment done by the zonal rapporteur. In the northern 

zone we also have networks for the experts and they can and do consult each other during the 

assessment in difficult questions. It is also possible to ask experts in other zones, however this 

has not been so widely used yet.  

 

A comparative assessment shall be performed by Member States when evaluating an 

application for authorization containing an active substance approved as a candidate for 

substitution (article 50 in the Regulation). The comparative assessment is performer by 

respective Member State. 

 

Re-authorisation delays of two or more years are "commonplace" in the seven countries audited 

by the European Commission (EC). According to the EC, this  represents a "consistent breach" 

of legal deadlines. It also means that EU level restrictions may not be implemented in due time, 

leading to unnecessary exposures. Why does it take so long? The EC stated that one reason 

could be the "desire to deliver a  positive outcome .. . . ..eventually". Is it true that national 

authorities are keen to comply with industry requests for authorisation? What happens when a 

request is rejected? 

 

We are aware of the report mentioned in this question. Sweden has also had difficulties to meet 

the deadlines in the inclusion directives in some cases. During the years 2013-2015 Sweden did 

not have resources to handle all applications that we received and did prioritise the assessment 

of application for new authorisation. Today, we meet the deadlines in Regulation (EC) no 

1107/2009 for renewals of authorisations for which we are zonal rapporteur. 

 

We are not familiar with the background to the Commissions statement on “positive outcome”.  

 

 

29. According to the EC, the number of emergency authorisations has increased 

sharply accross the EU. Is this also the experience of your agency? What are 

the criteria by which you judge whether these derogations are justified? Do you 

grant emergency authorisations for the whole territory of your count1y? Do you 

grant them for several crops at once? Do you grant them for several years in a 

row? 

 

In Sweden, there has been a decreasing trend in applications for emergency authorisations 

between since 2013 that may be explained by a more efficient handling of applications and an 

increase of new authorisations, providing a solution in the longer perspective . With more new 

authorised products available on the market, the need for emergency derogations has 

decreased. Please see table below. 

 

 2011 2012 2013 2014 2015 2016 2017 
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Number of applied 
derogations 

14 27 28 16 21 19 14 

Number of granted 
derogations 

10 26 23 13 17 17 12 

Number of rejected 
derogation applications 

 4  1  3  1  2  2  1 

Number of withdrawn 
applications 

 0  0  2  2  2  0  1 

 

In order to grant an emergency authorization, a danger that cannot be controlled by any other 

reasonable means should exist. Whether such a danger exist is assessed for each crop and pest 

situation applied for. An emergency derogation is granted on a case to case-basis for the 

shortest possible period, but not exceeding 120 days at a time.  

Along with granted derogations, the Swedish Chemicals Agency encourage the applicant, 

together with the growers, to try new production methods or to work for the introduction of 

other plant protection products on the Swedish market, however without success.  

 

An emergency derogation is normally valid for use in the whole of Sweden. In a few cases, a 

derogation has been granted for a restricted part of the country. 

 

30. Generally, the Commission Regu lation for EU approval (or renewal of the EU 

approval) of an active substance will include some recommendations for 

Member States saying they should "pay particular attention to" the risk to 

operators, for example, or groundwater contamination. In what way does your 

agency take these recommendations into account? 

 

Areas that Member States shall pay particular attention to gives the Member State one 

indication to which areas that could be especially problematic for the product authorization. If 

ground water is such an area Sweden require that a specific ground water model (Macro in 

Focus) that contain specific Swedish scenarios shall be used. 

 

 

31. The Comm ission 's. Review Report for glyphosate states that "Member States 

shall ensure that the genotoxic potential of form ulations containing glyphosate 

is addressed before granting authorisations for plant protection products  

containing  glyphosate." How is your agency going to implernent this? 

 

Studies on genotoxicity needs to be performed for each product containing glyphosate.  

Sweden will require tests on bacterial reverse mutation test; OECD 471 (alternatively an in 

vitro mammalian cell gene mutation test using the thymidine kinase gene; OECD 490) and in 

vitro mammalian cell micronucleus test; OECD 487.  

 

32. The EFSA report on glyphosate states that "EFSA noted that other endpoints should 

be clarified, such as long-term toxicity and carcinogenicity, 

reproductive/developmental toxicity and endocrine disrupting potential of 

formulations." Given that applicants do not have to submit any studies on the long-

term health effects of their PPP, how is your agency going to assess these effects? 

 
The quotation in the question refers to the document EFSA (European Food Safety Authority), 

2015b. Statement of EFSA on the request for the evaluation of the toxicological assessment of 

the co-formulant POEA-tallowamine. POEA is not allowed in products containing glyphosate 

according to the approval conditions of glyphosate in Commission Implementing Regulation 

(EU) 2016/1313. 

These issues needs to be clarified in the next review of glyphosate. In the ongoing review of the 

products, the endpoints stated in the list of endpoints, performed by EFSA, is used. No other 

studies than studies necessary to comply with the data requirements in regulation (EU) no 

284/2013 will be asked for.  

 

 

33. Not all active substances are allowed for use in all countries. How often does 

your agency reject applications for authorisation despite the fact that the active 

substance included in the PPP has been approved at the EU level? 

 

Approximately 3% of the applications for authorization and re-authorization of plant protection 

products have been rejected during the last four years.  
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34. The Commission has asked EFSA to re-evaluate the risks linked to the use of the 

herbicide "diquat" i n order to avoid a l egal challenge from its producer, 

Syngenta. Has your agency faced legal challenges from appl icants following 

decisions to restrict or ban certain PPP? 

 

There has been 12 appeals regarding decisions on rejection or restricting conditions between 

2013 and 2018. During 2013 there were three appeals, during 2015 and 2016 there were four 

appeals respective year and during 2017 there was one appeal. 

   
35. Please explain the authorisat ion procedure for final plant protection products in detail 

(stakeholder, timeframe/deadlines,  different steps/...) 

 

The process for applications for new authorizations look like this: 

 

 
 

 
The process for applications for renewal of authorization looks like this: 

 

 
 

Depending on type of application different processes will occur. If Sweden is allocated as zonal 

rapporteur, we will start the evaluation and relevant parts will be sent to the Swedish Board of 

Agriculture that does the efficacy evaluation and to the National Food Administration that 

evaluates residues.   

 

After about two months after the receipt of  the application, the applicant will be asked to 

submit supplementary documentation during the evaluation phase, if necessary. This happens 

in more or less all cases. The applicant has, for a new authorization, a maximum of 6 months to 

submit the documentation asked for, for re-authorisation a time of approximately one month is 

issued. The shorter time for re-authorisation depends on that there is no “stop-the-clock” in the 

re-authorisation process and the evaluating Member State have just about 6 months to perform 

the evaluation (according to the EU-agreed guidance document on article 43, 

SANCO/2010/13170).  

 

The draft registration report will be sent to all Member States in the zone if it is a zonal 

application, or to all zones if it concerns interzonal uses, for commenting. Also the applicant 

has the possibility to comment. After the commenting all comments will be taken under 

consideration and the evaluation changed if necessary. When the evaluation is finalised we 

have a meeting with senior officers to discuss the conditions of use that will be included in 

authorisation so that the writing is within the agencies standard of writing or the reasons for 

rejection if that is applicable. After the meeting the applicant will have the possibility to 
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comment on factual issues regarding the on the suggested condition of use or the reasons for 

rejection. 

Potential comments will be taken under consideration before the decision making. The decision 

is sent to the applicant along with the registration report. 

The concerned Member States are after the decision notified that the final registration report is 

available at Circabc. 

 

The final steps in the process is more or less the same when we are concerned MS. The 

difference is that we will not upload the registration report at Circabc. 

 

36. Can your Agency explain the rationale for having three different administrative 

zones within the EU to manage the approval of plant protection products? 

 

According to the recital 29 in Regulation (EC) no 1107/2009, the principle of mutual 

recognition is one of the means of ensuring the free movement of goods within the Community. 

To avoid any duplication of work, to reduce the administrative burden for industry and for 

Member States and to provide for more harmonized availability of plant protection products, 

authorisations granted by one Member State should be accepted by other Member States where 

agricultural, plant health and environmental (including climatic) conditions are comparable. 

Therefore, the Community should be divided into zones with such comparable conditions in 

order to facilitate such mutual recognition.  

 

The environmental conditions are very different between the southern zone Member State and 

the northern zone Member States, also the crops and agricultural practices differ much.  

 

Experience so far shows that the manufacturers’ interest in introducing new products in the 

northern zone is diminishing. According to manufacturers, the additional cost of introducing a 

product in the northern zone is sometimes likely to yield insufficient net profit. A review of the 

sizes of the three zones would in this respect be advantageous. 

 

The definition of greenhouses as closed systems in the Regulation does not reflect reality and 

monitoring programs in different countries also indicates significant emissions of pesticides 

from greenhouses. From a scientific point of view it is therefore not justified to consider 

greenhouse uses to be part of the one zonal concept. Also in the case of treated seeds, it is 

indeed relevant to assess the impacts on the regional and local environment. From an 

environmental risk perspective, the indoor treatment of seeds seems irrelevant to assess 

compared to the sowing of the seeds. Instead, sowing the treated seeds is the most important 

stage, and the scenarios for risk assessment are equally diverse across the EU zones as for other 

types of products. For this reason, it is not justified to consider treated seeds to be part of the 

one zonal concept. 

 

37. Authorisation applications are assessed by one rapporteur Member State per zone. 

Do you believe that national authorities have sufficient means and expertise to 

perform their tasks? Do they all have the same means? Are they all equipped 

equally (with staff, resources , finances, laboratory facilities, scientists,. ..) and able 

to assess and approve PPPs in an identical manner? 

 

 

The Member State agencies that handle approval of active substances and authorisations of plant protection 

products are different in size and capacity. The Member States internal organization also differ. For some 

Member States, like Sweden, different independent agencies are involved in the assessment of a plant 

protection product, where each agency is responsible to have the sufficient means and expertise to be able to 

perform their task in the assessment. Not all Member States have the resources that they actually need to be 

able to comply with the deadlines and tasks in Regulation (EC) no 1107/2009..   

 

To be able to act according to the Regulation, it is not necessary to have laboratory facilities or scientist. 

 

 

39·, Is it at all reasonably to believe that some national agencies have more 

resources and experience with plant protection products than others? If so, have 

you noticed a correlation (positive or negative) between this expertise and 

applications by the industry? · 

 

Some Member States have more resources and can hence assess more applications. An applicant usually 

wishes for his application to be handled as soon as possible and may therefore ask a Member State with 

capacity to be the zonal rapporteur. 

 

40. Is it at all reasonably to believe that some national agencies have a special interest 

in plant protection products, notably because of their domestic economy? If so, 
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have you noticed a correlation (positive or negative) between this interest and 

applications by the industry? 

 

Yes, it is reasonable to believe that some Member States has special interests in plant protection 

products, for example due to domestic economy. We can however not say how this interest is expressed, 

if at all.  

 

41. Do you think that low risk natural substances, which are also subject to the 

assessment of health agencies, can be used as alternatives to PPPs in certain 

cases and should therefore be encouraged? 

 

Low risk substances should be encouraged and can be an alternative to other substances. Low risk substances 

will probably not be an alternative in all situations. 

 

42. Can the national authorities outline the process for issuing parallel trade permits? 

If a product has been authorised in one Member State, how does another Member 

State demonstrate that the product composition is identical to a product already 

placed on the market? 

 

Upon receiving an application for a parallel trade permit, the Swedish Chemicals Agency will perform a 

validity check, send an invoice to the applicant and  send an e-mail to the Contact Point for Parallel Trade 

in the Member State of origin. If the application is lacking necessary information, we give the applicant 

the possibility to submit supplementary data to complete the application.  

 

We contact the Member State of origin in order to confirm that the product subject to parallel trade is 

identical to a product authorised in Sweden. We ask the Member State to submit information necessary to 

assess the application, such as: 

 

- Total composition of the product. 

- Type of formulations of the product. 

- Manufacturer of the product 

- Manufacturer of the active substance, including source 

- Packaging of the product (volume, material and shape) “ 

 

Usually the authority in the Member State of origin will submit this information within two weeks. 

 

When the Swedish Chemicals Agency has a complete application from the applicant, as well as the total 

composition data etc. for the product of origin, we will handle the application in 45 working days. 

 

 

43. Please explain how the mutual recognition procedure works in theory and, 

especially, in practice. Is it possible for a Member State to refuse to grant mutual 

recognition? 

 

The provisions on authorisation through mutual recognition can be found in Articles 40 – 42 in 

Regulation (EC) no 1107/2009. The holder of an authorization granted according to article 29 may 

apply for mutual recognition. In practice, also products authorised according to Directive 91/414/ECC 

are subject to applications for mutual recognition. Also official or scientific bodies involved in 

agricultural activities or professional agricultural organizations may apply, given certain requirements. 

The application should concern the same plant protection product, for the same use and under 

comparable agricultural practices. 

 

The Member State to which an application has been submitted shall authorize the product under the 

same conditions as the Member State examining the application, except where there are concerns 

relating to human or animal health or the environment. Such concerns should be controlled by the 

establishment of national risk mitigation measures. If this is not possible, the application may be refused 

if it has substantiated reasons to consider that the product in question still poses an unacceptable risk to 

human or animal health or the environment, due to its specific environmental or agricultural 

circumstances. In certain cases, the Member State is not obliged to authorize the product, such as when 

the reference Member State belongs to a different zone, the product contains a candidate for 

substitution, the authorization is provisional or it contains a substance approved to control a serious 

danger to plant health. 

 

According to the practice of the Swedish Chemicals Agency, a plant protection product can only be 

mutually recognised in Sweden if it has been granted an authorisation which fulfils the requirements of 

article 29 in the Regulation as well as the Uniform Principles, taking into account the endpoints of the 

Review Report. An authorisation granted in accordance to article 4 in directive 91/414 can therefore 

also be mutually recognised. It is the Swedish Chemicals Agency that decides whether an application 

fulfils such requirements or not. 
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According to the Swedish Chemicals Agency’s interpretation, the same plant protection product means 

that the composition is identical, the active substance derives from the same source and that it is the 

same preparation type. An equivalent product is not considered to qualify as being the same plant 

protection product.  

The same use means that it is not possible to extend the use to additional crops other than those 

authorised by the reference Member State. It is however possible to limit the use to certain crops. 

“Comparable agricultural practices” means that an authorisation can only be granted through mutual 

recognition on the basis of the prerequisites and conditions adopted by the reference Member State. 

This means that the dose, application technique, time of application and number of applications cannot 

be changed.  
 

44. Are there differences in the zones concerning mutual recognition? 

 

We do not know if there are any differences in how the zones handle applications for mutual 

recognition. 

 

45. How many products has your Agency approved by mutual recognition in 

comparison to applications? 

 

Out of 70 applications for mutual recognition, under the regulation, 36 have been authorized. 

 

46. How many products have you re-eva luated even though they had been granted an 

approval by another Member State? 

 

None of the plant protection products that has been authorized in accordance with Regulation (EC) 

no 1107/2009. Evaluation has only been performer when the zRMS has stated that certain areas of 

evaluation should be made by the cMS. This is mostly done in areas where specific national criteria 

needs to be taken into account, like efficacy or in the environmental sections (ground water, surface 

water, aquatic organisms and bird and mammals). 

During voluntary work sharing, one evaluation have been re-evaluated. 
 

47. What are the main reasons why mutual recognition does not work? 

 

The Member States are obliged to authorize applications for mutual recognition when the reference 

Member State is located in the same zone (article 40.1 a in conjunction with article 41.1 in 

Regulation (EC) no 1107/2009). This applies without regard to the legislation under which the 

assessment of the product have been carried out. Many applications for mutual recognition have 

regarded products that were authorized in accordance with Directive 91/414/EEC, where no zonal 

system was in place. These products has therefore been assessed with consideration to national 

circumstances only. It is only possible for Member States to refuse such an application where 

national risk mitigation measures are not enough and if it has substantiated reasons to consider that 

the product in question still poses an unacceptable risk to human or animal health or the 

environment, due to its specific environmental or agricultural circumstances (article 41.1 in 

conjunction with article 36.3 in the Regulation). 

 

 

48. How do you take the evaluation of EFSA for an active substance into account 

for the approval of a final product? 

 

The EFSA conclusion is pointing out issues that have been raised during the active substance 

evaluation. These are taken into account when evaluating the product containing the active 

substance in question. The EFSA conclusion is the basis for the decision on whether an active 

substance will be approved or not. There may be issues that have been straightened out but 

other issues that not have been finalised as well critical areas of concern. These may be 

discussed with the applicant for the product auhtorisation. Further, in EFSA conclusion the 

list of endpoints are listed which are used for decisions of product authorisation together with 

formulation studies on the formulation applied for. 

 

49. How do you assess mixtures/co-formulates? 

 

 

To our understanding the question is about co-formulants in a plant protection product and tank 

mixtures. We do not make assessment of a specific co-formulant. Assessments are made on the 

substance on EU-level and the formulated product on zonal level.  

 

For tank mixtures there is always an assessment that the mixed products suggested on the label are 
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compatible on a physical and chemical level with each other. A combined risk assessment is only 

required if the products must be applied together. 

 
50. Do you have guidelines for the assessment of final products? Are the guidelines 

the same for every zone/member state? 

 

The guidelines that should be followed in the evaluation process is stated in the Commission 

communication C 95/1 for active substances and C 95/21 for products. On top of that, there is also 

guidance documents noted on EU-level that shall be taken into consideration (article 12.2 and 36.1 

in Regulation (EC) no 1107/2009). The Northern zone has developed a zonal guidance and the 

southern has done the same. 

 
51. Please explain why emergency approvals are given. 

 

The overall most important reason is lack of alternative authorised products that could meet the 

need of control against pests/weeds. 

 

52. What do you think of the  idea to shorten deadlines/timeframes  and to make them  more 

·binding for Member States? 

 

With regard to active substance evaluation, shortened deadlines/timeframes in relation to the 

current ones is not a good idea. Most Member States already have problems to keep the 

deadlines. The current deadlines/timeframes are already binding for Member States.   

 

The current deadlines for product assessment is mostly balanced and functions well. However, 

delays under Directive 91/414/EEC has affected the possibility to keep deadlines under 

Regulation (EC) no 1107/2009.  

In spite of this, the timelines stated in article 43 needs to be revised to make the provision 

workable. The current wording of Article 43 requires the applicant to submit an application for 

renewal of the product authorisation within 3 months of the approval of the active substance. 

Only in a very few cases are the applicants able to keep this deadline. This causes domino effects 

with increasing complexity for products containing more than one active substance, and entails 

an enormous administrative burden for the competent authority. 

 

53. Since the entry into force of the Regulation in 2011, how many applications for 

authorisations have you  assessed? 

 

Active substances  

We are or have been the RMS for 10 chemical active substances and for 10 microbial active 

substances since the entry into force of the Regulation. We are or have been Co-RMS for four 

chemical active substances. All of the mentioned applications are applications for renewal of 

approval (so no application for approval of a new active substance). 

 

Plant protection products 

We have received a total of 159 applications (excluding applications for mutual recognition and renewal 

of authorization), out of which we have been zonal rapporteur for 36. 

 

54. How many of them have they been considered positively? How  many  rejected?  And 

based on what criteria? 

 

Active substances 

We have proposed non-approval for one substance, and restrictions and/or request for 

confirmatory data for six substances. Three of the chemical active substances are pending 

decision, and one is still under evaluation. All microbials are under evaluation. The proposed 

non-approval was based on hazard-based exclusion criteria, and the final decision is not yet 

taken. 

 

Plant protection products 

Of 159 applications, 81 have been authorized, nine was rejected and 22 was withdrawn. The 

rest is still under evaluation. The reason for rejection is that no safe use was identified, mainly 

based on risk for the environment. 

 

55. Have some of them been withdrawn in the course of the examination? How 

many of them have been treated with the co-rapporteur system (art. 7.2)? Which 

were the reasons for doing so? 

 

Active substances 

No active substances have been withdrawn in the course of the examination. So far, no 
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applications for approval of active substances for which we are RMS have been evaluated by 

the Co-RMS.  

 

Plant protection products 

Out of 159 applications, 22 has been withdrawn. We cannot say when in the process the 

applications has been withdrawn. 

 

56. Do you consider that the ability of the applicant to address his dossier to the 

competent authority of his choice, may lead to competition amongst the competent 

authorities? 

 

Active substances 

The applicants have this ability only for new active substances (so not for “renewals”). We are 

not aware of cases in which this has led to competition between authorities.  

 

Plant protection products 

We are not aware of cases in which this has led to competition between authorities.  

 

57. Do you consider that the ability of the applicant to address his dossier to the 

competent authority of his choice, may lead to evasion of an objective assessment? 

 

Active substances 

The applicants have this ability only for new active substances (so not for “renewals”). On a 

general basis we do not consider that this ability leads to less objective assessments. All 

evaluations are also subject to peer review. Even if all Member States do not have the capacity 

to provide comments during peer review, EFSA always does. EFSA’s work to harmonise the 

assessments is of great importance.  

 

Plant protection products 

On a general basis we do not consider that this ability leads to less objective assessments, since 

all concerned Member States has the possibility to comment on the assessment.  

 
58. Is there an indirect "obligation" between the approval of the substance and the 

authorisation of the product (including all other added ingredients)? 

 

In order to authorize a product, certain requirements needs to be fulfilled. One of these 

requirement is that the active substance in the product is approved. It is however no guarantee 

that an application for authorization is granted because the active substance is approved, as all 

other criteria must also be fulfilled. 

 

59. Is it possible that the RMS approves the substance, but doesn't authorise the product 

that contains this substance (and more)? lf so, how often does this occur? 

 

Yes this is possible. However, we do not have any statistics regarding how often this occurs.  

 

60. To what extent are studies on formulations taken into account in the assessments? 

 

Evaluation of active substance 

Studies on the representative formulation are required and included the EU level assessment. In 

ecotoxicology, the results are used for the risk assessment if data indicate that the formulation is 

more toxic compared to the active ingredient alone. 

With regard to human health, studies on acute toxicity (including skin- and eye irritation and skin 

sensitization) and dermal absorption studies on the product should be submitted by applicant in 

accordance with data requirements. The acute toxicity studies on the product are evaluated and 

could make sense for the exposure assessment if PPE (personal protective equipment) should be 

considered. Dermal absorption studies on the product and field studies are evaluated and taking 

into account in the risk assessment of active substance. Furthermore, product studies in the 

literature could be considered.  

 

Evaluation of products 

For plant protection products studies on the formulation is always taken into account. 

 

61. Do the studies provided by the applicant give a complete overview of the data 

needed to give an accurate advice? 

 

This is seldom the case for all different aspects that needs to be covered within an 

application. So while some aspects may be completely covered, there may be other 

aspects for which no firm conclusions can be drawn. For “renewals” there is one 
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opportunity for the applicant to provide missing data during the peer review, but due to 

requirements in the legislation there is little time to conduct new experimental studies. 

Therefore some data gaps may remain open. This is obvious from the “Conclusion on 

the peer review” that EFSA publish; there are often several data gaps listed in these 

reports, and there may also be “issues that could not be finalised”. In our experience, 

the applicants usually consider that their dossier provide a complete and sufficient 

overview - but deficiencies or uncertainties are noticed during the rapporteur’s 

evaluation and/or during the peer review of the evaluation that eventually result in such 

data gaps or “issues that could not be finalised”. It could be added that sometimes these 

data gaps and un-solved issues are of minor importance for a final conclusion. 

 

 
62. Do the summaries of the regulatory studies submitted by the applicant provide an 

accurate account of the study findings? Is there any evidence that findings are not 

reported, or that studies are conducted but not submitted? 

 

In our experience the applicant’s study summaries often provide an accurate account of 

the findings in the original studies. Since we routinely check the original studies 

carefully we notice if something of importance was overlooked or ignored in the 

applicant’s summary of a study. If this happens we include the missing data in our 

report.  

We do not have evidence of cases where adverse data were available but not submitted.  

 
63. Do you take other studies and factors (not directly provided by the applicant) 

into consideration)? What are the criteria to accept or dismiss other studies (e.g. 

epidemiological studies)? 

 
Yes, when we are aware of other data we take it into consideration. There is no short 

answer to the question on criteria for acceptance, so here we can only provide some 

examples. To accept other data it must be of relevance for the evaluation. For instance, 

the study should address any of the data requirements in the legislation. The study should 

also be of relevance for the European context. As an example, field studies conducted 

outside Europe may, on a case-by-case basis considering e.g. climate, not be considered 

relevant. Also, studies carried out on products with un-specified content may be 

considered as less relevant. Furthermore, to accept other data it must be considered 

reliable. This means that details must be reported to the extent that the reliability can be 

assessed. On a general basis, the recommendations and criteria provided by 

internationally accepted test guidelines (like OECD test guidelines) are useful for 

evaluation also of studies not explicitly carried out in accordance with such guidelines.  

 
 

64. Does it occur that you reproduce information provided by the applicant? If so, how 

often does this occur? To what extent do you conduct you r own assessment in these 

cases? 

 

Evaluation of active substances 

The text in our assessment reports is the text by the rapporteur. We write the text but 

can copy into it tables and sentences from the dossier. So yes, in our evaluations there 

are pieces of information that was reproduced from the applicant’s reports. But in all 

cases we conduct our own assessment. See also our response to question 69. 

 

Evaluation of products  

The applicant shall perform a risk assessment for their product. This assessment shall be in the 

agreed format as a draft registration report (dRR). In this document, the zonal rapporteur do not 

change the text of the applicant but comment on the text and draws conclusions in specific 

boxes only intended for the zonal rapporteur. 

 
65. Does it occur that more updated or recent stud ies are needed than the info 

provided by the applicant? Does this put i n question the data submitted? Do  you go 

back to  the applicant for extra data? Have you even felt into divergence of results? 

 

Yes, it is not unusual that more updated or recent studies are necessary. We try to 

identify this as early as possible when checking the completeness of a dossier. But for 

natural reasons the data provided may be questioned only at a later stage, when 
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deficiencies of the provided studies are observed during the detailed evaluation. We 

then identify the issue as a “data gap” - and ask the applicant to provide additional data. 

However, it may not be possible for the applicant to provide the data within the time-

lines given by the legislation.  

Divergent opinions over the results of studies are encountered on a routine basis.  

 
66. While assessing an application, does your Agency feel any pressure (by the appl 

icant, the citizens, or other Member States? If so, does this affect the outcome of 

the assessment? 

 

Evaluation of active substances 

We cannot recall that citizens put pressure on the outcome of an evaluation for which 

we were rapporteur.  

In the peer review process of each evaluation comments are provided by the Member 

States (can also be provided by others but this seldom happens). Comments from MSs 

may result in clarification and improved argumentation and are part of the process so 

we would not call this “pressure”.  

In some cases we may have felt pressure on the outcome of an evaluation from the 

applicants. For instance, it may happen that the applicant wants to prove their case in a 

meeting or by providing further documents. We consider also this as part of the process, 

recognizing the different roles of the applicants and the rapporteur. We generally 

believe it is beneficial for the process and legal certainty to be transparent and to hold a 

dialogue, also in relation to the applicant. So, when possible (given the time-lines and 

other requirements of the legislation) we usually give the applicant the opportunity to 

present their arguments. We try to present in our reports the view of the applicant 

(clearly indicating that it is the view of the applicant) - and our response to it.  

 

Evaluation of products 

We cannot recall any pressure from another Member State or a third party on the 

outcome of an assessment for authorisations and re-authorisations. There have been 

pressure on the Agency to handle the applications according to the specified deadline in 

the Regulation in an overall manner.  

 

67. Does it occur that your Agency is asked by the European Commission to adjust or 

revise the risk assessment? If so, how often does this occur? What are the reasons 

for such a request? 

 

We have been asked to update the environmental risk assessment for one substance. 

This was because the original assessment did not include the lowest representative 

application rate, which was needed to demonstrate acceptable risk for one of the 

representative uses. There is also one case where we were asked to provide an updated 

risk assessment according to Article 21 in Regulation (EC) no 1107/2009 due to adverse 

data. 

 
68. Do you ever question the validity of the scientific peer-reviewed open literature, 

from a point of view of fraud (e.g. plagiarism)? Did you have any cases of 

identified fraud? What do you do in this case? 

 

As far as we can recall we have not questioned scientific peer-reviewed open literature 

on those grounds. We cannot recall any cases of identified fraud. 

 
69. Germany, as the Rapporteur Member State for glyphosate, copied and pasted into 

the Renewal Assessment Report (RAR) the applicants' evaluation of the peer-

reviewed literature studies on the carcinogenicity, genotoxicity and reproductive 

toxicity of glyphosate. In January 2018, the German agriculture ministry stated 

that "in the future" the relevant authority will "for reasons of transparency in the 

evaluation  process" provide a "clear distinction" between the assessment of the 

authorities and the assessment of the applicants. Do you consider it impmtant to 

make this distinction? As a RMS, do you "copy-and-paste" the ind ustry application? 

How do you indicate your own assessment in this case? 

 

We consider it very important to make it clear to the reader what was the conclusion of 

the study author or the applicant and the rapporteur, respectively.  

 

When we, after the evaluation of a study, agree with the study or with the applicant’s 
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summary of the study (or parts of it) we sometimes copy-paste parts of the study or the 

applicant’s summary, in order to save resources. We do not copy-paste full study 

summaries, in most cases we only re-use parts of it in our reports (like tables and a few 

sentences). If we make use of the text in the original studies or the applicant’s study 

summaries in our reports (i.e., if we present the text as if it was our own) we try to keep 

the text neutral in order to reflect the facts of the study. Of course we may also add 

issues from the original study if we find something of importance that was overlooked 

in the applicant’s study summary. 

But in some cases it can be beneficial for the process to present the applicant’s view in a 

more complete form (including a full line of argumentation, adverbs etc). If so, we use 

quotation marks.  

We use headings like “Material and methods”, “Results” and “RMS comments and 

conclusion” in the presentation of each study. Under the latter heading we state whether 

or not the study was acceptable and whether or not we agree to the conclusions drawn, 

and state any comments to the study. Sometimes we state such comments already under 

the heading “Results” but in such cases we try to make it clear that this was the RMS’s 

view.  

 
70. Why do some Member States approve more PPPs than others do? 

 

There are several reasons to why the number of authorized products differ between the Member 

States. Some Member States receive more applications than others, which could depend on the 

size of the zone or Member State as well as what crops are grown and to what extent. Another 

reason as to why the number of authorized products differ could be that the criteria for an 

authorization are not fulfilled in certain MS, which could be due to different environmental 

modelling scenarios in different MS, reflecting different environmental conditions and climate. 

or lack of national risk mitigation measures. 

 
71. Question to ANSES: m uch more active substances and PPPs are authorised for 

use in France than in other countries, e.g. Germany. Why is that? 

 
72. Question  to  HSE: The EC audit report mentioned  HSE as a best-practice 

example  for approval of PPPs. Why do you thi nk that is? What would you 

recommend  to  other Member States? 
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PEST COMMITTEE MEETING OF 26 APRIL 2018 

 

EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES  

OF FRANCE, SWEDEN AND THE UNITED KINGDOM 

 

COMPLEMENTARY QUESTIONS 

 

 

Swedish Chemicals Agency response to Complementary questions 
 

 

 

Following the exchange of views of 26 April, Members of the PEST Committee wish to submit 

the following complementary questions to the experts of the competent authorities of France, 

Sweden and the United Kingdom. 

 

1. Reproduction of information provided by the applicant: In their assessment reports, 

national competent authorities have a different approach with respect to reproduction 

of/quotation from information provided by applicants. Do you consider that it would 

be useful to harmonise such practices, and in which way? 

 

Sweden: Yes, we consider it would be useful and this issue is addressed by EFSA in 

an on-going project together with Member States. The aim is to provide more clear 

guidance in order to improve and further harmonise the process. As an example, more 

guidance has been developed on the presentation of evaluations of the individual 

studies. One of the elements is to introduce headings under the evaluation of each 

individual study under which the “Assessment and conclusion” by the applicant and 

the RMS would be separately presented. We would also support the development of a 

common template for industry to summarize individual studies, which would increase 

the efficiency in the evaluation process and increase transparency and understanding 

of the results. 

 

2. Delays in re-evaluations of PPPs: In 2016 and 2017, the European Commission (EC) 

conducted audits on the authorisation of PPPs in seven Member States (MS). They 

confirmed that the national re-evaluations of PPPs on the market was significantly 

delayed (up to 33% of authorised PPPs had not been re-evaluated in one of the audited 

MS)1. Furthermore, according to the EC, re-evaluation of PPPs on the market is 

significantly delayed in most of the Member States. What is your view of the situation? 

 

Sweden: There has been major delays in the re-authorisation process due to directive 

91/414/EEG. Our understanding is that the conclusions of the audits are from the 

products that should be handled according to the directive.  We do not have knowledge 

whether the timelines for renewal of authorisations according to article 43 in Regulation 

(EG) no 1107/2009 are better kept today within the EU. In Sweden, we keep to the 

deadlines in those cases where we are zonal rapporteur for applications for renewal of 

authorisation. 

 

                                                 
1 See page 12 of the attached Commission Report. 
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3. Rules on confidentiality: Implementation of Articles 7.3 and 63 of Regulation (EC) No 

1107/2009: Based on your practices, what falls under the requirements of commercial 

secrecy? How would you explain that not all the Member States implement Articles 7 

and 63 of Regulation (EC) No 1107/2009 in the same way? 

 

Sweden: As a principal rule, information listed in Article 63 is treated as confidential. 

Depending on the specific circumstances, also other information can be regarded as 

confidential. With regards to the applicants marketing strategies, certain information 

could be treated as confidential during the handling of an application that would not be 

considered as confidential after a decision has been made.  

 

Regarding the application of Articles 7 and 63, we do not have any experience of such 

differences. 

 

 

4. As regards the answer given by ANSES to preparatory question 4 (“In which way can 

the third parties or the Member States interested in commenting the assessment contact 

your Agency?”):  

 

 To ANSES: Regarding your experience with the “charter of the relations with 

carriers of interest” and with keeping a register of all meetings: do you know of 

similar practices in other Member States? Do you have specific 

recommendations on how to improve the transparency of the Rapporteur 

Member State assessments and the peer review process?  How do you assess 

the additional administrative burden? 

 

 To KEMI and HSE: Do you have similar systems in place? 

 

Sweden: The Swedish Chemicals Agency has a separate unit for Guidance and 

Contact under the department Authorisation and Guidance. Anyone (applicants, 

stakeholders, general public) may contact this unit for information or advice. So 

this unit has the function of a help desk. Additionally, anyone can contact our 

Agency over e-mail, phone or post. 

 

 

5. Question to ANSES: Derogations: How do you explain the number of derogations 

granted by your Agency under Article 53 of Regulation (EC) No 1107/2009? 

 

6. Question to ANSES: Applications from Bayer and Monsanto? How many applications 

for authorisation have been submitted to ANSES by Bayer and Monsanto since 2010? 
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MEETING OF 15 MAY 2018

PUBLIC HEARING ON “EU AUTHORISATION PROCEDURE FOR PESTICIDES -
APPLICATION FOR APPROVAL OF ACTIVE SUBSTANCES

AND DRAFT ASSESSMENT REPORTS”

PREPARATORY QUESTIONS TO/ANSWERS FROM:

EUROPEAN CROP PROTECTION ASSOCIATION (ECPA)

BUNDESINSTITUT FÜR RISIKOBEWERTUNG (BFR)

GLOBAL 2000 (AUSTRIA)

JULIUS KÜHN INSTITUT (JKI)
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ANSWERS TO WRITTEN QUESTIONS FOR ECPA – PEST COMMITTEE HEARING, 15th May 2018 
 
1. The Committee has raised questions, among others, about three characteristics of the 

legislation: 

• the fact that most of the scientific studies are paid for by the company seeking product 
approval; 

• that some of the studies are not public because of business confidentiality considerations; 

• the company seeking approval can choose which Member State it wishes to be the 
rapporteur.  

• To what extent are these special provisions particular to EU pesticides legislation, and to 
what extent are they features of EU legislation for other types of products? Are you aware 
of any other sectors that share these characteristics?  
 

The Commission may be better placed to respond to these questions given that they have a broader 
knowledge of the legislation applied in different sectors, however our understanding is that many of 
the characteristics of the EU approval system for pesticides are not unique to our sector. 
 
In a number of other sectors EU legislation places the duty on businesses to pay for and submit 
evidence supporting applications for claims or product authorisation. These include: technical dossiers 
for ‘CE’ safety marking, human and veterinary medicines, food additives, biocides, cosmetics, nutrition 
and health claims, novel foods, food for special nutritional purposes, information on fuel for vehicles 
including biofuel content and household chemicals (REACH).   
 
The same sectors and many others will also rely on the protection of confidential business information 
in order to protect their investment.  The importance of protecting IP is acknowledged in existing 
legislation, the Commission’s proposal amending the General Food Law and in an EPRS report 
published in April1.  Only a fraction of the data supplied for product approval is confidential business 
information. 
 
We are aware that for Biocides, companies can choose the rapporteur Member State. We are not 
aware of other examples, however that is not to say others do not exist. 
 
2. In a previous hearing, the Committee discussed the fact that the company seeking approval can 

choose which EU Member State they wish to be rapporteur.  

• For the industry overall, can you tell us over the last five years, how many times has each 
Member State been chosen as rapporteur, and can you give your view why some Member 
States are chosen more than others.  

 

Before answering the specific question, it is important to recall that in the answers given during the 
meeting of PEST on 12th April both the Commission and EFSA confirmed that in the case of active 
substance renewals the Commission chooses the rapporteur Member State.  It is only in the case of 
new active substance authorisations that industry makes the choice.  

No application for approval of a new active substance in the EU has been received in the last 2 years.  
This is unprecedented.  It is also noteworthy that in the 7 years that regulation 1107/2009 has been 
in operation, although 20 of 43 applications for new active substance have been approved only 8 of 
these new active substances have been authorised for use in plant protection products in the EU. 

                                                           
1 http://www.europarl.europa.eu/RegData/etudes/BRIE/2018/615662/EPRS_BRI(2018)615662_EN.pdf 
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In the last 5 years, 26 applications have been received for new active substances. 12 of these are of a 
synthetic chemical nature, 2 of which have been approved, 1 not approved and 9 are still pending an 
approval decision.  14 of these new active substance applications have been for substances of a 
biological nature, 5 of which have been approved and 9 are still pending an approval decision. 

Additionally 19 applications have been received for approval of basic substances, defined in 
Regulation 1107/2009 as active substances not placed on the market as a plant protection product 
and not predominantly used for plant protection purposes but nevertheless useful in plant protection.  
Of these basic substance applications 12 have been approved, 6 have not been approved and 1 is 
pending.  Only for 1 of the basic substances did the applicant select a rapporteur Member State.  This 
is included in the 27 substances detailed in the table and diagram below) 

Where industry has chosen the Member State rapporteur this has covered 11 of 28 Member States. 

Member State No. times selected by applicant as 
RMS since Apr 2013 

France 7 

The Netherlands 7 

United Kingdom 5 

Germany 1 

Italy 1 

Poland 1 

Belgium 1 

Greece 1 

Austria 1 

Denmark 1 

Ireland 1 

Others 0 
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One example of why some Member States are chosen more than others would be where there is more 
than one agency involved in the evaluation, and due to this complex structure, the country is more 
likely to miss evaluation and decision deadlines.  Some countries also refuse to accept applications. 
 

• How does industry chose the Rapport Member State for the risk assessment? Which criteria 
are important?  
 

There are a number of criteria which influence the industry choice of rapporteur Member State.  Many 
of these criteria would be similar to other industries seeking approval for a new product/substance.    
Given the significant cost and time involved, industry benefits from a tough assessment of its dossier 
at an initial stage as this can highlight any inconsistencies or issues at an earlier stage, meaning less 
potential for wasted time later in the process. 
 
The quality of the assessment will depend on a number of factors, most notably: 

- Capacity: availability of scientific experts with a balance of expertise across the required 
areas 

- Ability to meet timelines 
- Potential importance of the product for the local market and the expectation that the 

rapporteur agency understands the crop(s) the product will be used on  
- Familiarity with equivalent types of active substances 
- Ability to achieve a scientifically robust outcome. 
- Willingness to participate in Global Joint Reviews (with US EPA, Canadian PMRA, etc.) as 

appropriate 
 

• Why do you think it is important that industry can chose the member state?  
 
Bearing in mind the limited length of patent protection, any company looking to bring a 
product to market anywhere in the world, will want to get that product on to the market as 
efficiently as possible in order to start to make a return on the significant investment required 
to develop that product (in the case of pesticides this averages 250M euros).  In order to 
minimise the time it takes – the current time to market for a pesticide is 11 years - the quality 
of assessment is of utmost importance.   

RMS selected by industry for 27 new active substances in 
the 5 years since Apr 2013 

DE FR UK IT PL NL BE EL AT DK IE
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• For the re-approval of a substance the Commission choses the responsible member state. 
How do you see this grouping in comparison to the selection process of the industry?   
 
The criteria (capacity, timelines, importance of substance to local growers) used by the 
Commission to allocate reapprovals of active substances are in essence not dissimilar to those 
that would be used by industry (with the obvious exception of commercial interest in getting 
the substance to market as efficiently as possible). 
 
Where the Commission has chosen the Member State to be rapporteur, it has chosen 24 out 
of the 28 Member States.  This also demonstrates a distribution in line with the size and 
population of Member States. 
 

3. Last month, the industry pledged to release undisclosed documents containing safety data on 
their pesticides as a move for greater transparency. The move comes at a time when the 
industry is being pressured for their lack of transparency in conducting internal studies used to 
determine the safety of active substances.  
 

• How come it took the industry so long to come up with a committee on the transparency of 
data?  
 
It is important to say at the outset that when it comes to data transparency our industry 
complies with the law as laid down in the relevant pieces of EU legislation.  It’s those pieces 
of legislation that set out what data should be made available during the process.  We note 
the Commission recently published a proposal changing those rules to make more data 
available.  We welcome this initiative.  
 
It’s also worth recalling that for any company in any industry, advantage lies in the ability to 
develop and bring to market new and innovative solutions.  Although ECPA represents the 
whole industry, these companies are also competitors on a global market.  Bringing a new 
product to market implies a significant cost (for us on average 250M euros for a new active 
substance), and the ultimate interest of business is not in protecting its intellectual property 
from the public, but from each other, or from those who would use it to produce counterfeit 
or illegal products (this figure according to a 2017 European Commission report, now stands 
at 15% of the market) 
 
Despite this, we acknowledged that there was a clear demand for increased access to the data 
produced and submitted as part of the approval process, and as an industry sought the 
commitment of all CLI Member Companies* globally to making relevant safety related data 
available.  This commitment covers 7 companies globally, and 23 companies at a European 
level.  Bayer has already taken an important first step by making data available on a dedicated 
website.  Other companies are currently working on their own platforms in order to give effect 
to the commitment. 
 
Further information on the commitment can be found at: http://www.ecpa.eu/industry-data-
transparency and https://www.croplife.org/data-transparency/ 
 
*CLI Member companies are: BASF, Bayer, Corteva Agriscience (a division of Dow DuPont), 
Monsanto, FMC and Sumitomo Chemical.  These companies are also members of ECPA. 
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• Do you believe that an increased transparency will resolve a more fundamental problem 
about how much work on product safety is entrusted to industry?  
 
Anything that can increase trust in the current system can only be to the benefit of, citizens, 
industry and decision makers alike.  We recognise that there is no silver bullet and that our 
reputation in Europe poses a significant challenge, however we want the public and decision 
makers to see that we have nothing to hide. 
 

4. What’s your industry position on the IARC assessment of Glyphosate? 
 
As an industry founded in science we welcome all contributions to the continued advancement of 
scientific knowledge, and have huge respect for the WHO (of which IARC is a body).  However, as with 
other highly regulated substances, IARC has no formal role in the regulatory approval process of 
pesticide active substance, as IARC itself clearly states in the preamble to its Monographs2. The IARC 
assessment is governed by procedures, rules criteria and a classification system that are 
fundamentally different to those that have to be used by law for pesticide active ingredient 
evaluations3. 
 
IARC is a hazard based assessment, not one based on risk.  If the IARC classification was to  be used as 
the starting point for the regulatory system in Europe, then arguably those who used IARC as the basis 
of the argument to ban glyphosate should also be arguing to ban charcuterie and wine (IARC classified 
processed meats and alcoholic drinks as category 1 ‘definite’ carcinogens) 
 
In addition to this, a number of irregularities in the IARC evaluation were reported by Reuters 
(dismissal of a comprehensive review paper on animal carcinogenicity studies, redaction of draft 
version of monograph without the full panel’s awareness,…) The implications of these accusations, if 
found to be true, would call in to question the outcome of the entire IARC assessment.   
 
5. Industry has to follow strict GLP Guidelines to ensure that all research is reproducible, 

consistent and uniform.  

• Could your please explain GLPs and how it is checked whether GLP are applied?  
 
Good Laboratory Practice (GLP) is the application of standardised organisational processes and 
conditions under which laboratory studies are planned, performed, recorded and reported for the 
non-clinical testing of chemicals for the protection of man, animals and the environment.  GLP also 
requires the retention and archiving of raw data making it possible to confirm that the methods, 
procedures, and observations are accurately and completely described, and that the reported results 
accurately and completely reflect the raw data of the studies. The principles of GLP promote the 
quality and validity of data generated in the testing of chemicals and prevent fraudulent practices and 
thereby contribute to the reassurance of Authorities as to the quality of the test data generated.  GLP 
underpins the mutual acceptance of test data between countries, which avoids duplicative testing, is 
beneficial to animal welfare, and reduces costs for industry and governments.  Common principles for 
GLP also facilitate the exchange of information and prevents the emergence of non-tariff barriers to 
trade, while contributing to the protection of human health and the environment. 
 

                                                           
2 1 “Therefore, no recommendation is given with regard to regulation or legislation, which are the responsibility of individual governments or 

other international organizations.” 

PREAMBLE TO THE IARC MONOGRAPHS, A. GENERAL PRINCIPLES AND PROCEDURES, 2. Objective and scope 
http://monographs.iarc.fr/ENG/Preamble/currenta2objective0706.php 
3 http://monographs.iarc.fr/ENG/Preamble/index.php 
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The principles have been developed in accordance with the Organisation for Economic Cooperation 
and Development (OECD) and the EU has adopted these principles and the revised OECD Guides for 
Compliance Monitoring Procedures for GLP as annexes to its two GLP Directives.  

• 2004/9/EC – Inspection and verification of GLP (recodified) 

• 2004/10/EC – Harmonisation of laws, regulations and administrative provisions relating 
to the application of GLP (re-codified) 

 
Directive 2004/9/EC requires Member States verify the compliance with GLP of any testing laboratory 
within their territory claiming to use GLP in the conduct of tests on chemicals. Member States are 
required to designate authorities responsible for GLP inspections in their territory.  Each year, Member 
States draw up a report with a list of laboratories inspected, the date on which such inspection was 
carried out and a brief summary of the conclusions of the inspections.  The reports are forwarded to 
the Commission each year.  Where a Member State considers that a laboratory within its territory 
claiming GLP compliance does not in fact comply with GLP to the extent that the integrity or 
authenticity of the studies it performs might be compromised, it must inform the Commission which 
informs the other Member States.  Where a Member State has sufficient reason to believe that a 
laboratory in another Member State claiming GLP compliance has not carried out a test in accordance 
with GLP, it may request further information from that Member State and in particular may request a 
study audit, possibly in conjunction with a new inspection. 
 
The inspections determine whether 

• the test facility has sufficient qualified personnel, resources and support 

• the mechanisms used to assure management that studies are conducted in accordance with 
GLP principles are adequate 

• the test facility is of suitable size, design and location 

• the test facility, if engaged in studies using animals or other biological test systems, has 
support facilities and conditions for their care, housing and containment, adequate to 
prevent stress and other problems which could affect the quality of data 

• the test facility has suitably located, operational apparatus in sufficient quantity and of 
adequate capacity to meet the requirements of the tests being conducted and that the 
materials, reagents and specimens are properly labelled, used and stored 

• adequate procedures exist for the handling and control of the variety of test systems 
required 

• the test facility has procedures designed  
i. to ensure that the identity, potency, quantity and composition of test and reference 

substances are in accordance with their specifications, and 
ii. to properly receive and store test and reference substances. 

• the test facility has written SOPs relating to all the important aspects of its operations 

• written study plans exist and that the plans and the conduct of the study are in accordance 
with GLP principles 

• final reports are prepared in accordance with GLP principles 

• the facility has generated adequate records and reports and whether adequate provision has 
been made for the safe storage and retention of records and materials. 
 

In summary, GLP supports scientifically robust testing, prevents scientific falsification and allows a 
product lifetime traceability of the testing results.  
 
Additionally, ECPA makes it prerequisite that all of our Members respect and fulfil the standards of 
the UN FAO International Code of Conduct on the Distribution and use of Pesticides. This code includes 
a section governing testing. 
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6. The burden of proof that a substance and product is safe relies on industry. Same for the burden 
of financing the studies for these proofs.  
 

• Which only seems fair as industry also makes money with the products in the end. How 
much money are we talking when it comes to the approval of a substance/product and how 
is the comparison with the return of investment?  
 
For a new active substance, human health and environmental safety studies amount to 
$64MM (Phillips McDougall, March 2016). Costs of additional safety studies to renew the 
approval of an active substance in the EU vary highly and range between $5MM and $15MM.  
 
These costs do not include discovery, administrative, regulatory costs; they also do not include 
field biology, nor do they include product chemistry at any stage of development for example 
setting up a new manufacturing line. The total cost for an innovator to bring a new active 
substance on the market has been estimated to be $286MM (Phillips McDougall, March 2016).  
 
As an industry association we cannot give specific figures on return of investment, not least 
because of antitrust reasons.  We can however confirm that companies  expect to achieve a 
return on investment at least equal to their cost of capital, which for most of our members is 
in the range of 8-15%.  The actual return can be higher, but can also be lower or even negative, 
as there is always a risk that a new product will not deliver the market results which were 
expected. 
 

• What impacts would it have to outsource the burden of proof to for example EFSA?  
 
As Commissioner Andriukaitis stated in his appearance at the ENVI Committee on 26 April, it 
would be difficult for EFSA to be both the data generator and data controller at the same time.  
This could potentially threaten the independence of EFSA in the process, and undermine trust 
in the agency.   
 
As an industry we develop substances for use globally – very rarely would a substance be 
produced just for a European market.  If EFSA was to design studies, then it would only do so 
for Europe.  Industry would then have to replicate these studies for other markets, bringing 
with it an increased cost and also - in terms of areas where there is also concern voiced by 
citizens – an increase in the amount of animal testing required (something that as an industry 
we are committed to reducing) 

 
7. What is your budget? Can you describe your role? What are your sources of funding? 
 
The total budget for ECPA in 2018 is €8,930,598  
 
Made up of: 
€4,175,358 – Secretariat Costs (Personnel, rent, expenses and other variable costs) 
€1,211,000  Company investment projects are joint company scientific research studies to generate 
additional scientific data (for instance in the field of operator exposure, re-entry)  
€3,544,240 – Operational Costs (Outlined below) 
 
Of which:  
€1,460,000 is for our pan-European stewardship activities (for instance: conducting advisory service 
trainings for the implementation of best management practices to protect water, protect user 
health, and supporting programs for the recycling of empty containers) 
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€441,500 is for supporting our regulatory working groups (for instance: scientific study reviews and 
external legal reviews) 
€1,269,240 is for our public affairs work and includes €1 Million for our communications work for 
continuing with our  campaign which is an awareness raising campaign of the role that our products 
have in keeping plants healthy. 
 
Our role  
 
We represent the crop protection industry in Europe; innovative and science-based, our solutions 
keep crops healthy and contribute to providing Europeans with a safe, affordable, healthy, and 
sustainable food supply. We promote modern farming practices and champion the use of crop 
protection technology important for the sustainable intensification of agriculture. Our awareness 
raising and stewardship activities further the safe and sustainable use of pesticides in Europe, 
encouraging management practices that safeguard harvests, human health, and the environment. 
 
Sources of funding 

 
a) ECPA operational budget is fully funded via its membership fees with all members, both 

company and associations, contributing to the budget. The planned annual work programs, 
budget and funding are approved at the annual General Assembly meeting by our General 
Assembly members.  (All company members have 2 votes at the General A, all full member 
associations have 1 vote at the GA)  

 
b) The company investment projects are approved by all the company experts in the related 

working groups, signed off by the regulatory policy team and funded via a working fund that is 
financially paid for by the corporate company members. SME members are made aware of the 
projects and may contribute to them if they choose to.   

 
8. Why do you keep repeating that "glyphosate is safe" even though ECHA has found a number of 

substantial risks (damage to eyes, aquatic environment, etc.) to its use? 
 

The answer to this question lies in the difference between the hazard properties of a substance and 
the risk attached to exposure to it.  Hazard is the potential for a substance to cause harm.  Risk is the 
likelihood of that harm occurring under realistic use or exposure.  To put this in to context, a good 
example would be a car.  A car is by its nature a hazard: its use implies risks for passengers, other road 
users and pedestrians, as well as other vehicles and/or property.  The risk of this happening is limited 
by a number of factors: the use of seat belts, booster seats or car seats for babies/infants, speed limits, 
safety cameras, automatic braking systems, smart motorways. 
 
The same principle applies to glyphosate. Glyphosate acid is by nature a strong acid but is never used 
in commercial products as such. Glyphosate is always formulated as a salt. The latter neutralizes the 
acidic and hazardous properties and eliminates the need for classification of the active substance. In 
addition the acute hazard properties of the end-use products are thoroughly tested and documented. 
The critical endpoints of these tests are compared to realistic yet conservative exposure levels in a 
regulatory risk assessment for users (operators), bystanders and consumers, as well as environmental 
risk assessments. Only when the risk associated with the intended (labeled) uses meets the legal 
acceptability criteria -it is when safe use is guaranteed- a product can be authorised for commercial 
use. 
 
So it is fair to say glyphosate based products are safe to use, when used as directed. 
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9. In Monsanto Papers, it appears that Monsanto knew perfectly well that its commercial 
formulations were dangerous and yet never ordered tests to find out more. Do you confirm 
these allegations? If so, do you think that under such conditions, the legislator can trust the 
industry? 
 

Glyphosate-based herbicides, including formulated products with surfactants, all have a long history 
of safe use and do not pose any unreasonable risk to human health when used according to label 
directions.  The safety of each labeled use of a pesticide formulation must be evaluated and approved 
by regulatory authorities before it is authorised for sale. 

 
These documents, referred to as the “Monsanto Papers” in your question, which were produced in 
the context of U.S. litigation, are not linked to the decisions of EFSA, ECHA or any regulator. The 
documents largely involve several “literature review papers,” which are not part of the regulatory 
process in the first place. This has been confirmed by the regulatory agencies.  
 
These “literature review papers” were intended to add perspective and highlight previously 
unpublished data regarding glyphosate – but they were not the basis for any regulatory decision.  
Literature reviews are common place in scientific community; Regulatory agencies look at raw data 
(produced according to GLP) behind the reviews; and, the reviews are not the basis of any regulatory 
decision.  
 
As an industry we respect, and are committed to complying with, the legislation governing approval 
of our products in all jurisdictions. 

  
10. Do you think that Croplife, the international lobbying association of the pesticide industry, of 

which you are the European branch, serves the interests of the industry by supporting a 
campaign launched by the American Chemistry Council (ACC) to undermine the credibility of 
IARC and in particular its monographs? 

 
We assume that the question relates to the Campaign for Accuracy in Public Health Research 
supported by CropLife America.  We, in common, with our industry globally, believe in the accuracy of 
research to inform public health policy in all forums – whether that be in IARC, EU or UN bodies, 
national governments or any other institution where science is the basis for public health decision 
making. 
 
If any of the irregularities surround IARC and its work prove to be true, then it is the presence of these 
irregularities, rather than raising questions about them, that undermine its work.  It’s also worth 
noting that the US House Science, Space and Technology Committee recently held a hearing 
questioning the “selective use of data, and lack of public disclosure” in the IARC process.  We believe 
IARC declined an invitation to attend that hearing. 

  
11. Is it legitimate, in your opinion, for industry to have full latitude to choose the Rapporteur 

State?  
 

In the case of new active substances, yes there are legitimate reasons for industry to be able to choose 
the rapporteur member state.  These reasons are further elaborated in the answer to question 2. 

 
12. How many meetings have you had with the European Commission and European agencies in 

the last two years? 
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Please find below the breakdown of ECPA contact with the EU institutions and agencies for 2016 (Table 
1) and 2017 (Table 2).  This is the information submitted to, and found in the ECPA entry of the 
Transparency Register. 

 

Table 1        

        

Surname Name 
Commission 
hours  EP hours  

Council 
hours/ MS 
reps/other EFSA hours ECHA Total hours 

Bocquet 
Jean-
Charles 35 13 16 0 0 64 

Azoulay 
Jean-
Philippe 24 1 1 18 0 44 

Jones Euros 42 16 0 60 0 118 

Rutherford Stuart 104 6 0 2 0 112 

Day Peter 12 4 0 12 0 28 

Whitmore Gavin 10 18 0 2   30 

Dhaussy Aurèlie 19 0 7 8 0 34 

Kicinski Michal 16 25 0 0 0 41 

Wozniacki Lukasz 19 0 13 12 0 44 

Oger Laurent 11 4 0 30 0 45 

O'Flynn Jess 5 67 0 0 0 72 

Taylor Graeme 15 80 9 0 0 104 

Rowe Rocky 53 0 0 0 149 202 

    365 234 46 144 149 938 

 

Table 2         
          

Surname Name 
Commission 
hours  EP hours  

Council 
hours/ 
MS reps 

EFSA 
hours 

other 
(minor 
use/ECSG 
Gly hearing) 

EUIPO ECHA 
Total 
hours 

Azoulay 
Jean-
Philippe 11 22           33 

Jones Euros 32 14           46 

Rutherford Stuart 75 3           78 

Day Peter 5 5   10       20 

Whitmore Gavin   10.5           10.5 

Dhaussy Aurèlie 23   18   1 0 2 44 

Kicinski Michal 48 60 3         111 

Wozniacki Lukasz 4         54   58 

Oger Laurent 5 2   8 7     22 

O'Flynn Jess 0 60 32         92 

Burgholzer Nico 10 16           26 

Taylor Graeme 14 40 16   2     72 

Rowe Rocky 20           159 179 

  247 232.5 69 18   161 791.5 
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13. Can the ECPA detail the life-cycle of a new product placed on the market in Europe, covering 
the requirements, procedures and timeframes for inception, development, approval and 
deployment and the corresponding costs for industry throughout?  
 

- Discovery and research phase: this is the phase between the first synthesis of a new molecule 
and the date by which a decision to market is made. This phase is largely about selecting the 
most appropriate molecule in a group of chemical analogues, characterising registerability, 
biological activity and its adequacy to current or predicted future market needs, identifying 
commercial perspectives (countries, crops, pests). On average it takes 160.000 molecules to 
find one that is commercially viable. Typical duration: 4-6 years 
 

- Development is the phase between a decision to market a new active substance and its first 
approval/authorisation. This is the phase during which most of the regulatory dossier (biology 
and safety sections) is developed. The phase includes submission for regulatory approval, 
evaluation and decisions by agencies globally. The active substance is produced at pilot, not 
yet industrial, scale. In parallel to the dossier submission and evaluation, investment is made 
in scale up and manufacturing facilities intended to come online in a synchronised way with 
product authorisation. Typical duration: 5 years to dossier submission, followed by 4 years to 
first commercial authorisation. 
 

- Commercial phase: this is the phase during which authorised products containing the 
approved active substance are placed on the market and used by growers. The active 
substance and commercial products containing it are produced at industrial scale. Typically 1 
or 2 industrial plants provide the global supply of the active substance. No typical duration 
(<10 to > 40 years) 
 

- Renewal phase: while new data are generated on a permanent basis to address global 
regulatory requirements for an active substance, renewing its approval in the EU (or the US) 
represents a peak in regulatory activities. A significant number of new safety studies are 
conducted to update regulatory dossiers necessary to renew approval at community level or 
authorisations in Member States. Most of them are generated to address technical progress 
in data requirements and scientific guidance issued since first approval. Typical duration: 5 
years from the stage when applicant starts updating the regulatory dossier and the effective 
renewal of the active substance in the EU. Add 4-5 years to effective renewal of authorisations 
in MS.  
 

- Phasing-out: when, for economic, agricultural, technical or regulatory reasons, the approval 
of an active substance in the EU is discontinued (the decision may come from regulatory 
authorities or from applicants themselves), authorisations are withdrawn by Member States. 
If a period of grace is granted by the Commission and Member States in compliance with 
applicable legislation, stocks of the products are sold-out to distributors and growers and used 
up by growers. Industrial production is scaled down or stopped depending on possible global 
supply needs. Uses in the EU become illegal. Typical duration: while Regulation 1107/2009 
provides that periods of grace may last for up to 18 months, periods of grace practically 
granted by the Commission range from 6 to 15 months. 

 
14. Does the industry review the Maximum Residue Levels (MRLs) set by EFSA, or have a view on 

the methods used to determine these?  
 

Page 140 of 754



While industry initiates the process by submitting an application containing all the necessary 
information and a proposal for an MRL, it does not review the MRLs.  MRLs are proposed by EFSA 
independently and are legally established by the European Commission.  Once set, all traders are 
legally obliged to ensure that they are complied with. 
 
MRLs are evaluated according to precise requirements and processes published by the Commission 
and EFSA, and Industry is required to submit relevant studies and data. They are then established by 
risk managers after discussion in the Residues section of the PAFF Committee.  
 
Prior to establishment, a defined assessment procedure is taking place with a double evaluation of 
the residue data and the risk assessment submitted by the notifier, for each crop MRL, by a Rapporteur 
Member State and by EFSA. The relevant data requirements are included in Reg. 283/2013 and MRLs 
are only granted when there are no relevant consumer concerns.   
   
15. What aspects of the approval process could be reformed? If you could strengthen some areas, 

what would you choose to prioritise for change?  
 

Like any other system, improvements can be made.  The recent assessments carried out by the EPRS 
and Ecorys (the consultant chosen to work on the REFIT of Regulation 1107/2009) show some 
deficiencies, particularly when it comes to implementation.  Separate from its objectives to protect 
health and the environment, the regulation falls short when it comes to its objective of developing 
competitive agriculture in Europe.  Due to the strict nature of EU legislation the number of substances 
on the market has decreased.  In 2000 there was over 900 substances authorised, by 2008 that number 
was down to 425.  The number in 2018 stands at 352, including 75 bio control.  Only 5-8% of these 
substances have been removed due to safety reasons.  A recent study commissioned by ECPA 
highlighted the impact that further reductions in the number of substances available could have4. 

 
ECPA would give priority to simplification, greater efficiency and more transparency. This could be 
achieved through: 
 
- EFSA guidance documents being fit for purpose – Guidance documents should be workable 
for risk managers (drafted by Member States and peer reviewed by EFSA, to avoid current complexity 
and un-workability).  The impact of individual guidance documents, and their cumulative impact, 
should be assessed; 
 
- Scientific dialogue with EFSA during the risk assessment - EFSA to allow scientific dialogue with 
all stakeholders, in order to clarify issues raised, gain efficiency and avoid inconclusive opinions;  
 
- Improvement in zonal delivery & efficiency - Increase efficiency through more zonal and inter-
zonal coordination, in order to share more the workload, and make the best use of each Member 
State’s scarce resources;  
 
- Improve mutual recognition - Minimise national data requirements for more predictability, 
and efficiency through all Members States accepting each other’s evaluations; 
 
- Faster & more efficient MRL setting - More consistency though harmonisation of timelines of 
evaluations between MRLs and approval/renewal of approval.  
 

                                                           
4 http://www.ecpa.eu/sites/default/files/documents/361315_CIA_report%2Bcover_corrected_digital.pdf 
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16. So far EFSA is coordinating the assessment of active substances but it is being considered 
whether they should assess plant protection products without Member State oversight or 
control. Do you support this proposal? 
 

This proposal would not enhance the current approval system.  If anything it could be a retrograde 
step.  Setting aside the question of the resource that would be necessary to take on this additional 
work, centralisation would remove essential knowledge from the process at zonal and national levels.   
Knowledge of a range of factors that can regularly change, including: national geography, geology, 
soils, spatial planning, aquatic systems, ecosystems, weather patterns, climate, farming techniques, 
cultural conditions, pest pressure and other local agricultural use conditions are key to the 
determination of the relevance of potential risks from the use of plant protection products and the 
effective management of those risks.  Member States are currently best placed to ensure proper 
consideration of all relevant factors in the authorisation and safe use of plant protection products. 

 
17. How many dossiers have been submitted by the ECPA’s member companies since 2011 under 

Regulation (EC) 1107/2009 and how many have been approved for use, withdrawn or rejected?  
 

According to data compiled from the European Commission database, the EFSA register of questions 
as well as a screening of publications in the Official Journal of the European Union, we collected the 
following estimation 

Since June 2011 under Regulation (EC) 1107/2009 ECPA member companies have submitted 22 
applications for approval of a new active substance.  Of these 12 have been approved, 2 not approved 
and 8 are pending a decision on approval. 

Since June 2011 under Regulation (EC) 1107/2009 ECPA member companies have submitted 148 
applications for renewal of active substance approval.  Of these 32 have been approved, 8 not 
approved, 1 was withdrawn and 107 are pending a decision on renewal of approval.  ECPA member 
decided not to support an application for the renewal of approval of a further 19 actives substances. 

In addition, during this period the approval of 4 substances were restricted to use only in greenhouses. 

Page 142 of 754



 
 

18. Are the SME's demanding to approve active substances in disadvantage vis-à-vis the 
multinationals? Are the standards for application for approval not too high? 
 

As with any regulatory framework, the more complex it is the costlier it is for a company to gain 
approval.  When you consider that it costs on average 250 Million Euros to successfully bring a product 
to market this clearly presents an advantage to larger companies from a purely financial perspective.  
The regulatory cost of developing any solution, whether they are synthetic chemical or biological, is 
essentially the same. 
 
Aside from the financial cost, the requirements imposed by the regulation are the same for all 
companies regardless of size.   
 
It is important to understand that SMEs cannot be distinguished from R&D multinationals by the type 
of products they develop and market: low risk products such as biologicals, as well as products used 
in organic farming can be developed by SMEs or multinationals. Some SMEs only market synthetic 
pesticides. Also, generic SMEs depend on the continued flow of new active substances developed by 
multinational R&D companies.  Thus SMEs are impacted when this flow declines. 
 
All companies in our sector (multinational or SME) share the same concerns around the deficiencies, 
and inefficiencies, in the system. 
 
19. EU regulations require that pesticide risk assessment is objective and independent. It can be 

assumed that your members would like to see a certain outcome from the assessment and will 
therefore prepare an application dossier and supplementary information that support such an 
outcome.  However, it should also be the case that they accept the final outcome of the 
scientific assessment.  
 

Applications from ECPA member companies 
under Regulation 1107/2009

Approved Restricted Not approved

Withdrawn Not supported Pending
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One of your members, Syngenta, has however continued to pressure EFSA and the Commission 
to modify the risk assessment of diquat, a herbicide, even after it had been finalised. As a result, 
the Commission has tasked EFSA to review part of its assessment. Do you agree that EU 
scientific assessment should be fully independent? How would you define that independence? 
At what point do your members draw the line, i.e. leave EU experts alone so they can do their 
job without any interference from political or industry interests? 
 

We fully respect the opinions of EFSA, however it is possible to respect an institution and its opinion 
and still disagree with it or the steps taken.  Where a company has legitimate questions about the 
work that has been carried out by EFSA on a specific substance, they should be at liberty to raise these 
questions with the expectation that at least their view point will be considered. 
 
The current approval process allows few opportunities for direct contact with EFSA to discuss any 
issues with the evaluation.  Contact only takes place in a formal, written and structured way.  We do 
not have the ability to “interfere” with the process, nor would we wish to. 
 
It is worth noting that for other sectors (i.e. pharmaceuticals) contact with the assessor (i.e EMA) is a 
normal part of the process. 

 
20. In your public communications on glyphosate you often referred to (favourable) regulatory 

assessments around the world, including by EU agencies. However, when it comes to 
substances that are not allowed in the EU, or whose licence is running out, your members tend 
to ignore those assessments. Examples include herbicides such as paraquat, atrazine and 
glufosinate which your members continue to produce in the EU for export. Do your members 
accept the outcome of the EU assessments on these substances? Do they accept that the health 
effects identified in the EU can also occur outside the EU? If so, why don't your members stop 
the production altogether and focus on less toxic alternatives instead? 
 

Yes our Members recognise and accept the decisions of the EU authorities for those herbicides.  Our 
Members also respect the right of 3rd country competent authorities to reach their own approval 
decisions. 
 
The basis for the regulatory status in the EU for all three examples was not driven by human or 
environmental health risks. 
 
Regulation 1107/2009 anticipates the legitimate need for manufacture for export even when this 
product has not been authorised in the Member State of concern and consequently in Article 28 
provides for production, storage or movement of a plant protection product intended for use in a 
third country. 
 

21. How are decisions made regarding the direction of your actions? Specifically, is the 
influence of your members on your board of directors or orientation proportional to 
their turnover, their number of employees or the contribution they make you? 
 

ECPA has a structure of committees supported by our member companies and the secretariat which 
work on a number of different areas from scientific research to advocacy, from stewardship programs 
to pollinators 
 
The General Assembly approves the general policy of the association and approves the annual work 
program. In the interval between meetings of the General Assembly, and in accordance with decisions 
reached by the latter, the Association is governed an Executive Committee which has the power to 
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undertake any acts necessary or useful to achieve the objectives of the Association, with the exception 
of the powers which the law or the Articles of Association reserve to the Presidency, the Director 
General or to the General Assembly. This Committee, among other things: ensures the effective 
operation of the Association by proposing the policies, strategies, budget, and funding of the 
Association, for approval by the General Assembly; based on the above, guide, approve and control 
the implementation of the decisions taken, and with best efforts, contribute itself to their 
implementation; decide the initiation of projects within the scope of the general policy of the 
Association. 
 
The Executive Committee is made up of 7 corporate member companies which are currently: Bayer, 
Syngenta, Monsanto, Adama, BASF, DowDupont (Corteva) and FMC.  Our SME Members are 
represented by 1 SME member, currently by Nufarm; along with 3 full association members from the 
countries with the largest market share (currently: FR, IT, DE) 
 
Although the membership fee paid to ECPA is directly linked to turnover, this does not give any greater 
influence of those members over the decisions taken by the executive committee, as confirmed by 
the following extract from our constitution: “Each member of the Executive Committee shall have one 
vote. A simple majority of the members present is required for taking decisions. For decisions to be 
taken, at least half of the representatives of the Corporate Members, and half of the representatives 
of the Full Member Associations, need to be present. However, where this quorum is not reached, a 
new meeting shall be convened, where the Executive Committee shall decide, regardless of the 
number of members present. A voting member cannot represent other voting members by proxy.” 
 
In addition, all 23 company members have 2 votes at the GA and all 25 full member associations have 
1 vote at the GA 
 
116. According to EFSA: “The integrity of the findings and raw data rely on the fact that the 
laboratories carrying out the tests are certified and audited under the GLP system”. How reliable is 
the certification of these laboratories, where the applicant is carrying out tests? Especially in light 
of the OECD’s good laboratory practices. 
 
GLP is the highest level of quality assurance for studies conducted for the non-clinical testing of 
chemicals for the protection of man, animals and the environment.   
The principles of GLP have been developed in accordance with the Organisation for Economic 
Cooperation and Development (OECD) and the EU has adopted these principles and the revised OECD 
Guides for Compliance Monitoring Procedures for GLP as annexes to its two GLP Directives.  
• 2004/9/EC – Inspection and verification of GLP (recodified) 
• 2004/10/EC – Harmonisation of laws, regulations and administrative provisions relating to the 
application of GLP (re-codified) 
 
117. Are these laboratories public or private bodies? Who is certifying them? Who is financing 
the certification? How can you ensure that the OECD’s good laboratory practices are actually 
applied? 
 
The GLP laboratories that conduct regulatory studies are in general private bodies.  They are 
sometimes in-house laboratories of the ECPA member companies but more typically are external 
contract research laboratories. 
 
In addition to commercial contract terms and work specifications for laboratories that our members 
use, many jurisdictions, including the EU, have laws that govern checks on GLP. In Europe, Member 
States are required to designate authorities responsible for GLP inspections in their territory. Under 
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EU law, the required inspections must be carried out in accordance with internationally accepted 
OECD procedures 
 
118. Can we presume that these laboratories are totally independent and reliable? 
 
The GLP certification of the laboratories provides assurance that the studies were conducted to 
standard operating procedures, by qualified experts, in suitably designed, equipped and resourced 
facilities and under appropriate conditions.  The GLP certification also provides reassurance that the 
raw data have been retained and archived, making it possible to confirm that the methods, 
procedures, and observations are accurately and completely described, and that the reported results 
accurately and completely reflect the raw data of the studies. 
 
In summary, GLP supports scientifically robust testing, prevents scientific falsification and allows a 
product lifetime traceability of the testing results.  
 
The independence of the vast majority of the studies are further supported by the fact that they are 
conducted to internationally agreed OECD test guidelines. 
 
119. In a recent debate on the re-approval of an active substance where the BfR has served as 
RMS there has been confusion and a broad debate about how the RMS conducts its assessment of 
the application. Could you therefore explain what rules are applicable for the RMS in the assessment 
of an application for the approval or re-approval of an active substance and how you applied these 
rules in the past? 
 
If we have correctly understood the question it appears to directed at the BfR for answer.   
 
120. Could you please explain your specific role as RMS in the process of the assessment of an 
application for the approval or re-approval of an active substance? 
 
If we have correctly understood the question it appears to be directed at the rapporteur member 
state.   
 
121. Could you please explain what measures are in place to secure that you as RMS fulfilled your 
role adequately and how these measures were applied in the past? 
 
If we have correctly understood the question it appears to be directed at the rapporteur member 
state.   
 
122. In the light of recent experiences with the assessment of applications for the approval or re-
approval of active substances and with their public perception, do you have specific 
recommendations on how to improve the system as well as communication to increase its 
comprehensibility and hence public trust? 
 
Like any other system, improvements can be made.  The recent assessments carried out by the EPRS 
and Ecorys (the consultant chosen to work on the REFIT of Regulation 1107/2009) show some 
deficiencies, particularly when it comes to implementation.  Separate from its objectives to protect 
health and the environment, the regulation falls short when it comes to its objective of developing 
competitive agriculture in Europe.  Due to the strict nature of EU legislation the number of substances 
on the market has decreased from 900 in 2000 to 352 today.  Only 5-8% of these substances have 
been removed due to safety reasons.  A recent study commissioned by ECPA highlighted the impact 
that further reductions in the number of substances available could have. 
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ECPA would give priority to simplification, greater efficiency and more transparency. This could be 
achieved through: 
 
- EFSA guidance documents being fit for purpose – Guidance documents should be workable 
for risk managers (drafted by Member States and peer reviewed by EFSA, to avoid current complexity 
and un-workability).  The impact of individual guidance documents, and their cumulative impact, 
should be assessed; 
 
- Scientific dialogue with EFSA during the risk assessment - EFSA to allow scientific dialogue with 
all stakeholders, in order to clarify issues raised, gain efficiency and avoid inconclusive opinions;  
 
- Improvement in zonal delivery & efficiency - Increase efficiency through more zonal and inter-
zonal coordination, in order to share more the workload, and make the best use of each Member 
State’s scarce resources;  
 
- Improve mutual recognition - Minimise national data requirements for more predictability, 
and efficiency through all Members States accepting each other’s evaluations; 
 
- Faster & more efficient MRL setting - More consistency though harmonisation of timelines of 
evaluations between MRLs and approval/renewal of approval.  
 
We believe that both industry, evaluators and policy makers all have a role to play in risk 
communication. ECPA welcome the efforts of the Commission and the EFSA to explain the evaluation 
process on their respective website, as well as the recent Commission proposal in the framework of 
transparency in the food chain, to develop an effective risk communication strategy. ECPA is 
requesting that EU and Member States authorities continue to defend the high level of scientific work 
they are delivering for the protection of EU citizens and their environment.  When the institutions 
have agreed to adopt a decision making system it is to the benefit of everyone, from industry to 
consumers, to defend that system, and build public trust in it. 
 
123. EFSA states that the Glyphosate Renewal Assessment Report portion of the Plagiarism 
Charge is not intended to represent "the actual risk assessment of glyphosate". The agency states 
that the rapporteur Member State must simply confirm whether, from its point of view, the search 
has been carried out correctly and that the information provided by the applicant in the field of 
scientific literature is accurate. Also, for what reasons did the BfR consider it necessary to insert 
directly, in its report, a hundred or so pages of text - if not more - from the documents provided by 
the manufacturers, since at this stage it was not a risk assessment?  
 
[Inofficial translation of the French original: L'EFSA affirme que la partie du Rapport d'évaluation du 
renouvellement du glyphosate visée par les accusations de plagiat n'est pas censée représenter « 
l'évaluation réelle du risque du glyphosate ». L'agence précise que l'État membre rapporteur doit 
simplement confirmer si, de son point de vue, la recherche a été effectuée correctement et que les 
informations fournies par le demandeur en matière de littérature scientifique sont exactes. Aussi, 
pour quelles raisons le BfR a-t-il jugé indispensable d’insérer directement, dans son rapport, une 
centaine de pages de texte - si ce n'est davantage - provenant des documents fournis par les 
industriels, puisque à ce stade il ne s’agissait pas d’une évaluation du risque ?] 
 
If we have correctly understood the question it appears to directed at the BfR for answer.   
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124. On what basis do companies choose a rapporteur member state?  
 
Please refer to our answer to question 2. 
 
125. The fact that a company can choose its country of origin as rapporteur member state for an 
application for approval in itself is not a problem, but what then do you propose to avoid any 
suspicion of collusion or favouritism? 
 
The system of Rapporteur Member States is designed in a way that ensures no collusion or favoritism.  
The RMS is just the first level of control: All reports are peer-reviewed by other member states in the 
end as well as being subject to final scrutiny by EFSA. Companies have an interest in a rigorous early 
assessment to spot any irregularities which could delay the process in later stages.  
 
126. In the case of glyphosate, the plagiarism of Monsanto's report by BfR, then EFSA, caused a 
scandal. In what proportions and for what type of information is the data provided by the company 
transferred? What is the added value of the BfR or EFSA report? 
 
Industry is required to present its active substance dossiers in a format that has been specified in 
Commission guidance that was adopted by the Standing Committee on the Food chain and animal 
Health (now SCOPAFF). The format is based on a format agreed by the Organisation for Economic Co-
operation and Development (OECD). This is an internationally agreed format for regulatory dossier 
structure.  
 
In such a dossier full study reports as well as summaries of studies that cover all data requirements 
have to be presented. The study summaries need to be presented according to a standard format. 
 
It is the role of the evaluating competent authority to check the summarised information and scientific 
conclusions for scientific accuracy based on the study reports. If the competent authority agrees with 
the summary provided by industry there is no need for change and the summary is adopted and 
transferred into the draft (or renewal) assessment report. Where information is not adequately or 
accurately summarised, the authority will make changes accordingly or provide its own summary. 
 
When Industry summaries are accepted by the competent authority, it is misleading to present this as 
plagiarism. Industry is required to provide a first draft document which is a living document.  Following 
the editing or incorporation with amendments considered necessary by the Rapporteur Member State 
and peer review comments, serves as the basis for the final version of the assessment report issued 
by the authorities. This procedures reduces duplication of work without compromising regulatory 
scrutiny.       
 
127. Does the applicant company submit an application in English or in the language of the 
reporting member state? Idem, is the report transmitted by the latter to EFSA in English or in the 
national language of the agency? 
 
For applications for approval of chemical active substances we are not aware of guidance on language 
but the accepted norm is to present the application in English to facilitate exchange and commenting 
between EFSA and the Member States. 
 
128. Since the EU pesticide regulation entered into force in 2011, public authorities must also 
include independent studies in the risk assessment of pesticides. However, according to the German 
BfR, manufacturers' studies are preferred because they correspond to the so-called "good 
laboratory practice" by contrast to other studies, for example from universities or other scientific 
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institutes, who cannot match this standard even though they are working scientifically and submit 
themselves to a peer review process. 
 
GLP is the highest standard of quality assurance and whilst it is theoretically possible for universities 
and other scientific institutes to adopt GLP certification, in practice this is cost-prohibitive for them.  
There are however alternative quality assurance schemes that these universities and institutes could 
consider implementing such as ISO 9001:2008 ‘Quality management systems – Requirements’ or 
ISO/IEC 17025:2005 ‘General requirements for the competence of testing and calibration 
laboratories’. 
 
These schemes and the use of internationally agreed OECD test guidelines may provide greater 
reassurance to public authorities on the reliability of the data from universities or other scientific 
institutes for use as part of the weight of evidence in regulatory decision making. 
 
129. To what extent does the requirement of "good laboratory practice" limit the 
independence and breadth of the studies used? Are there alternatives to using this practice? 
 
See answer to question 128. 
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PEST COMMITTEE MEETING OF 15 MAY 2018 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  

APPLICATION FOR APPROVAL OF ACTIVE SUBSTANCES AND  

DRAFT ASSESSMENT REPORTS 

 

 

PREPARATORY QUESTIONS 

ANSWERS BY BfR 

 

In the context of the PEST Committee meeting of 15 May, a public hearing with four 

invited parties on “EU authorisation procedure for pesticides - Application for approval of 

active substances and Draft assessment reports” will take place. 

 

To prepare for this public hearing, political groups have submitted the following questions 

by Members of the PEST committee. We would kindly ask the invited parties to provide 

written answers to these questions, which address many of the topics at stake, by 14 May 

2018, 12.00 h to the PEST Committee Secretariat pest-secretariat@europarl.europa.eu 

 

For Prof. Dr. Dr. Andreas HENSEL, (BfR) 

Preliminary remarks on answering the questions posed to the BfR 

The European procedure for the approval of active substances and for the 

authorisation of plant protection products is a procedure that was laid down by the 

European Parliament and the European Commission. 

Active substances for plant protection products are therefore subject to an approval by 

the European Commission. This approval of an initial application is limited to a 

maximum of 10 years. Prior to the expiry of this deadline, the manufacturers must 

submit an application for renewal of approval if they wish to continue to use the active 

substance in plant protection products. Once the application has been submitted, the 

active substance is reassessed. In the approval procedure, the Commission 

commissions a Member State to be the Rapporteur Member State (RMS). Germany was 

nominated RMS for glyphosate. The German Federal Government appointed the 

Federal Office of Consumer Protection and Food Safety (Bundesamt für 

Verbraucherschutz und Lebensmittelsicherheit - BVL) as the lead authority for drawing 

up the Renewal Assessment Report (RAR). In the procedure for reassessment as per the 

statutory requirements, the Federal Institute for Risk Assessment (Bundesinstitut für 

Risikobewertung - BfR) was commissioned to carry out a risk assessment regarding 

human and animal health, the prevention of damage to health resulting from pollution 

of soil, and regarding the analysis methods for residues as per Article 29 subsection 1 

letter g of Regulation (EC) 1107/2009. The reassessment of the active substance 

glyphosate was also carried out, with regard to other risk aspects, by other German 

authorities such as the Julius Kühn Institute (JKI), the German Environment Agency 

(Umweltbundesamt - UBA) and the Federal Office of Consumer Protection and Food 

Safety (Bundesamt für Verbraucherschutz und Lebensmittelsicherheit (BVL).  

The Rapporteur Member State Germany made its finalised Renewal Assessment Report 

(RAR) available in March 2015, in compliance with the prescribed procedure of the 

European Food Safety Authority (EFSA), as a coordinating authority for the further 
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approval procedure. The further procedure lay within the responsibility of the 

European Food Safety Authority (EFSA) which had a corresponding mandate from the 

European Commission. After the assessment by the International Agency for Research 

on Cancer (IARC) was announced in March 2015, the procedure of the European Food 

Safety Authority (EFSA) was stopped and the Federal Republic of Germany was 

commissioned to draw up an addendum on this assessment. This addendum was also 

commented on by the Member States and the European Food Safety Authority (EFSA) 

in the course of an orderly peer review procedure. The Federal Republic of Germany 

then sent the addendum to the European Food Safety Authority (EFSA), which 

incorporated the addendum in the further procedure up to and including the European 

Commission's Decision on the renewal of approval. 

The authorisation of plant protection products at national level (Member States) is 

subject to a separate procedure under the EU examination of active substances. 

The classification and labelling of chemicals - including the active substances in plant 

protection products - in compliance with the requirements of Regulation (EC) 

1272/2008 - is carried out in a separate procedure that is coordinated via the European 

Chemicals Agency (ECHA) and concluded with a decision by the European 

Commission. 

The Decision by the European Commission on renewal of approval and on the 

classification and labelling is based on the finalised reports of EFSA and ECHA. 

 

Conclusion: All the following explanations on the questions posed by the MEPs 

(Members of the European Parliament) regarding toxicology (including numbers 67 - 

84) relate to the complete and finalised EU assessment by the EFSA and ECHA, 

involving the collaboration of all 28 Member States and not to the contribution by the 

Rapporteur Member State Germany.  

Questions that do not fall within the remit of the Federal Institute for Risk Assessment 

(BfR) (i.e. risk management in the area of plant protection), for example no. 27, 43, 44, 

48, 49, 50, 61, 124), have been answered by the Federal Office of Consumer Protection 

and Food Safety (BVL). These were sent to the BfR by the BVL in order to be able to 

provide a comprehensive answer to the Committee's questions, irrespective of the 

competences laid down by German law. 

22. In May 2015, the Commission asked BfR (and EFSA) to take the IARC’s scientific 

opinion into consideration, notably with respect to its relevance for the European 

risk assessment of glyphosate. While IARC considered glyphosate to be probably 

carcinogenic to humans, BfR came to the conclusion that glyphosate is not 

carcinogenic. 

 Can you explain – in an easily understandable way – the differences in the 

assessments carried out and why BfR/EFSA reached different conclusions than 

IARC? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 
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In scientific decision-making procedures, it is possible that scientists may arrive at 

different conclusions in the assessment of a particular matter. The reasons for the 

divergence in scientific assessment between the International Agency for Research on 

Cancer (IARC) and all other regulatory assessment authorities are, in the view of the 

BfR, that the IARC: 

1. only assessed specific endpoints in the area of carcinogenicity that were 

selected by the IARC and did not assess all toxicological parameters; 

2. only used a small selection of the available scientific studies (only published 

literature) and did not use the vast majority of the studies involving animal 

testing carried out in compliance with OECD guidance documents 

(Organisation for Economic Cooperation and Development) and with GLP 

(good laboratory practice); 

3. did not apply a "weight of evidence" approach to assess the carcinogenicity of 

the active substance glyphosate and additionally carried out statistical 

evaluations of published results and not of the raw data on which these were 

based; 

4. only carried out a hazard assessment of the active substance and additionally 

of various formulations and did not carry out a systematic assessment of the 

active substance glyphosate with a defined technical specification. 

Despite the fundamentally different interpretation in relation to the tests involving 

animal testing, the IARC, EFSA and BfR did arrive at a comparable result regarding 

the epidemiological studies. 

The argumentation of the IARC was taken into consideration in the legally binding 

classification and labelling by the European Chemicals Agency (ECHA). On the 15 

March 2017, the ECHA stated that, following an evidence-based assessment of data 

from epidemiological studies and animal studies, it was not justified to classify 

glyphosate as carcinogenic, mutagenic and reprotoxic in accordance with the CLP 

Regulation (classification, labelling and packaging). 

23. How can BfR and EFSA ensure that the applicant’s provided overview of scientific 

literature (open scientific literature) is complete? 

The assessment authorities have the duty to examine whether the applicant has carried 

out a literature search in accordance with the statutory requirements and has presented 

an overview of the entire literature, in accordance with the applicant's statutory duty. 

To what extent the literature search presented by the applicant is complete must be 

examined in detail by a research carried out by experts of the Rapporteur Member 

State (RMS). In the case of glyphosate, the Federal Institute for Risk Assessment (BfR) 

carried out its own literature research and, in the course of this research, identified a 

number of more recent publications that had not appeared at the time of the 

application. Irrespective of this, the relevance and reliability of the published studies 

must be assessed. In respect of the assessment of relevance and reliability, the BfR 

published its approach transparently in an international journal (Kaltenhäuser et al., 

(2017), Relevance and reliability of experimental data in human health risk assessment 

of pesticides, Regulatory Toxicology and Pharmacology, Volume 88, pp 227-237). This 

article shows that every scientific publication or study is of relevance to the assessment 

of an active substance if the scientific quality of the data, which is examined and 

assessed in the reliability assessment, is documented. The reliability assessment of 

"guideline-compliant studies“ (e.g. in accordance with OECD guidance documents 
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(Organisation for Economic Cooperation and Development) and "Non-guideline 

studies" is explicitly discussed. This enables results from "guideline-compliant studies" 

and "non-guideline studies" to ultimately be taken into equal account in the assessment. 

The risk-assessment process (risk identification, risk characterisation, exposure 

estimation, risk assessment) begins in respect of completeness and plausibility. 

24. Since BfR and EFSA have to make sure that the applicant’s provided open 

scientific literature is complete1, wouldn’t it make sense to revise the current 

rules, so that the agencies themselves choose and collect the relevant literature? 

From a scientific perspective it is necessary that a comprehensive overview of the 

available literature serves as a basis. As well as the required literature search by the 

applicant, the Federal Institute for Risk Assessment (BfR) therefore also conducts its 

own research and is of the opinion that a literature research should also be carried out 

in the scientific assessment authorities.  

The requirement for the applicant to present a literature search is laid down in 

Regulation (EU) 283/2013. To what extent the literature search presented by the 

applicant is complete must be examined in detail by research carried out by experts of 

the Rapporteur Member State (RMS). In accordance with this, the BfR has already 

carried out its own research on more than 20 active substances - on toxicology - and on 

10 active substances - on residues, which is also required by law from the authorities, 

in particular in respect of CMR properties (carcinogenicity, mutagenicity and 

reprotoxicity) and ED properties (endocrine disruptor). In respect of the assessment of 

relevance and reliability, the BfR published its approach transparently in an 

international journal (Kaltenhäuser et al., (2017), Relevance and reliability of 

experimental data in human health risk assessment of pesticides, Regulatory Toxicology 

and Pharmacology, Volume 88, pp 227-237.), and drew up, under the quality 

management process, procedural instructions on carrying out, evaluating and 

documenting literature research. The presentation, in the assessment report, of 

publications deemed relevant and sufficiently reliable is currently not uniformly 

regulated across the EU; this is, however, the subject of a procedural proposal 

submitted by the BfR, which is currently being coordinated between the German 

authorities involved. This is intended to also increase the transparency of assessments 

carried out by authorities. 

25. Should/shall IARC’s scientific opinion be considered when authorizing the plant 

protection product at national level? Would consequently the use of such plant 

protection product have to be forbidden? 

Both the authorisation of plant protection products and the approval of active 

substances should take all available scientific information into account. This also 

includes the findings of the International Agency for Research on Cancer (IARC). To 

what extent the evaluations of other institutions (e.g. IARC) are followed is the 

responsibility of the authorities carrying out the assessment.  

                                                 
1 EFSA statement regarding the EU assessment of glyphosate and the so- called “Monsanto papers”: “The 

Rapporteur Member State (RMS) checks that the supplementary dossier complementing the original dossier 

submitted for the first approval, contains the results of the search of the open scientific literature conducted 

according to the EFSA guidance.  
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The statutory basis for the authorisation of plant protection products is contained in 

Regulation (EC) 1107/2009. With regard to the classification and labelling of plant 

protection products, including the carcinogenic properties, Regulation (EU) 1272/2008 

is applicable. 

The preamble that precedes each IARC monograph states the following: “[…] 

Therefore, no recommendation is given with regard to regulation or legislation, which 

are the responsibility of individual governments or other international organisations.” 

With regard to the divergence in scientific assessment between the IARC and all other 

regulatory assessment authorities, reference is made to the answer to question 22. 

In respect of questions regarding bans and restrictions on the application of plant 

protection products in Germany, the Federal Institute for Risk Assessment (BfR) is, 

based on the statutory requirements and the separation of risk assessment and risk 

management, not responsible; the BVL is instead responsible for this area. 

26. Did BfR had to correct its assessment in the aftermath of IARC’s scientific 

opinion? Why did this not fundamentally change BfR’s risk assessment?  

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

The BfR has examined the IARC monograph (International Agency for Research on 

Cancer) in detail. The assessment by the BfR was, subsequent to the publication of the 

IARC monograph, not "corrected"; it was instead, as part of an addendum to the 

assessment report (RAR) (31.08.2015), supplemented by additional statistical 

evaluations and the publication of further findings from the original studies. 

27. Germany, UK, France, NL are among the countries which assess almost 80% of all 

active substances. Why? 

Providing an answer to this lies ultimately within the responsibility of the European 

Commission. Irrespective of this, we refer to the following answer by the Federal Office 

of Consumer Protection and Food Safety (BVL). This was sent to the BfR by the BVL, in 

order to be able to provide a comprehensive answer to the questions of the committee. 

Answer by the BVL: "During the procedure for renewing the approval (renewal), the 

European Commission distributes the active substances across the Member States 

based on a country quota that is proportional to the Member States' number of votes. 

Large Member States therefore automatically receive more active substances. In the 

case of new active substances, the applicant may, however, select the Rapporteur 

Member State itself. France and the United Kingdom have in the past carried out 

extensive advertising in this regard, so that many applicants have chosen these 

countries."  

28. Please explain how your assessment method differed from the IARC assessment 

method and why.  

Please see the answer to Question 1. 
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29. What is your budget? How many BfR officials worked on the glyphosate report? 

Do you think that's enough? 

The Federal Institute for Risk Assessment (BfR) is a scientifically independent 

institution within the portfolio of the Federal Ministry of Food and Agriculture (BMEL) 

in Germany. It advises the Federal Government and the Länder on questions of food, 

chemical and product safety. The BfR is financed exclusively by public funds. The 

overall budget in 2015 amounted to approx. 88 million Euros. 

All scientific risk assessments by the BfR are completed by civil servants and employees 

of the institute. In the course of the years, a number of scientific staff from different 

departments of the institute worked on the scientific risk assessment of glyphosate (>40 

scientists). The BfR ensures that its statutory tasks are carried out by a sufficient 

number of highly qualified staff. 

30. Why did you refuse to testify at the European Parliament hearing on Monsanto 

papers and glyphosate' held on the last 11 of October? 

The statement in the question is not correct. 

Instead, the Federal Institute for Risk Assessment (BfR), in response to an e-mail 

enquiry by the secretariat of the above-named committees of the European Parliament, 

initially did not make any commitment to comment on the European assessment and the 

significance of the so-called "Monsanto papers". This was justified as follows: the first 

enquiry related exclusively to questions on the final assessment drawn up as part of the 

pan-European assessment process under the lead of the European Food Safety 

Authority (EFSA). The EFSA had already been summoned, and the hearing at this point 

in time did not envisage any questions on the process and the results of the risk 

assessment that could not have been answered by the EFSA. 

Subsequent to this initial enquiry in July, the media then for the first time expressed the 

suspicion that the BfR had included statements from studies by industry in the draft 

assessment report (RAR) without examining them and without referencing them. In view 

of this, the BfR then, after discussing and agreeing to this step with the German Federal 

Government, notified the EU Parliament Committee on Agriculture and Rural 

Development (AGRI) that it was willing to take part in the EU Parliament's public 

hearing, should there be a particular necessity for this. Neither the Chair of the 

committee nor the secretariat sent an official invitation.  

31. What is your response to Chris Portier's conclusion that “relevant” tumour 

evidence has been neglected by the BfR? 

Dr. Christopher Portier is also known to the Federal Institute for Risk Assessment 

(BfR) as an adviser of non-governmental organisations (NGOs). He has made a number 

of statements in various media about the glyphosate assessment. 

It is therefore assumed that this question refers to the "open letter" by Dr. Portier to 

Mr. Jean-Claude Juncker, President of the EU Commission, of 28 May 2017, in which 

the EU authorities are accused of overlooking or ignoring a total of 8 tumour findings 

in various long-term studies on rats and mice, as they were neither mentioned in the 

assessment report (RAR) nor discussed at European level (EFSA, European Food 

Safety Authority; ECHA, European Chemicals Agency). This letter was answered at 
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length by ECHA and EFSA, with the involvement of the BfR, on 6 July 2017, in a 15-

page letter. The letter clarified that all of the tumour findings listed by Portier were 

taken into account in the evaluation of the original studies on the toxicity of glyphosate 

by the German and European authorities, in accordance with their technical 

significance. All evaluation authorities worldwide that have examined these original 

studies have come to the conclusion that glyphosate should not be classified as 

carcinogenic. 

Consequently, neither the BfR nor the experts of the 28 European Member States have 

overlooked or ignored tumour findings. 

32. Following the IARC evaluation, the BfR was not obliged to confirm the 

statistically significant existence of tumours noted by the IARC in its four studies. 

In addition, in the other three mouse studies, BfR had to admit the statistically 

significant and dose-dependent increase in tumours, which it had previously 

neglected. In order to explain its error, BfR admitted that initially it had “relied on 

the statistical assessment provided by the glyphosate producers with the study 

reports”. Would you still say that relying on industry assessments is a responsible 

way to assess risk? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

The statement that the Federal Institute for Risk Assessment (BfR) has made a mistake 

in this respect is not correct. The BfR does not rely on industry's evaluation, but instead 

assesses studies scientifically within its own responsibility (see answer to question 23).  

A technical guidance document from the OECD (Organisations for Economic 

Cooperation and Development) provides that the selection of the statistical methods 

used for the evaluation of the data is to be made during the planning stage, i.e. prior to 

beginning the study. The selection of the statistical methods is to be geared towards the 

respective question at issue. This is intended to avoid so-called "fishing for 

significance", namely the repeated re-arranging of the data for different statistical 

evaluations in order to ascertain a statistical significance with one of the tests.  

The studies named in the question were designed for paired comparison and this was 

the statistical method that was taken into account in the European assessment. In order 

to be able to understand the procedure of the International Agency for Research on 

Cancer (IARC), the BfR also examined the trend test favoured and used by the IARC. 

This method was, however, not laid down ahead of the study, but only applied 

subsequently to the data that had been obtained.  

Of decisive importance for the assessment of the statistical test is the assessment of 

biological relevance. There is no valid study on carcinogenicity that, using both 

statistical approaches, indicates significant effects. The data were an element of the 

"weight of evidence" approach. 

It must also be clarified that these do not constitute IARC studies, but evaluations by 

the IARC of four older studies that were submitted by different applicants and had been 
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assessed earlier in the EU and other economic areas. The IARC based itself, without 

taking into account the original data, on assessments by the U.S. EPA (United States 

Environmental Protection Agency) or the JMPR (Joint FAO/WHO Meeting on 

Pesticide Residues), and prepared this information selectively. In its addendum, the BfR 

carried out a statistical re-evaluation of the original data from these and from the more 

recent studies. It was shown that the analyses from the original studies that had been 

incorporated into the assessment report (RAR) could be confirmed.  

In contrast to the claim formulated in the question, it was the independent assessments 

of the BfR and not the evaluations by industry that formed the basis of the legally 

binding classification and labelling of glyphosate by the European Chemicals Agency 

(ECHA). This is in line with the globally available assessments of the other regulatory 

authorities, with the exception of the IARC. 

33. The EU Pesticide Regulation sets hazard-based cut-off criteria for substances with 

carcinogenic properties. The basic idea is an assessment of the risk of cancer 

(hazard-based approach), which is largely based on the criteria of the IARC: why 

did you state in a written statement to the German Bundestag of September 2015 

that the assessment of the risk of cancer (hazard-based approach) The task of the 

IARC would be, while the task of BfR and EFSA would be to undertake a further 

risk-based approach 

https://www.bundestag.de/blob/387778/b7ccd64798cfccaf206d21a07d9d6a2e/stellu

ngnahme_bfr-data.pdf)? 

In the written answer referred to in the question to the German Bundestag, the Federal 

Institute for Risk Assessment (BfR) explained the fundamental differences between the 

work of the International Agency for Research on Cancer (IARC) and that of the 

responsible risk-assessment authorities. The IARC's estimation of the hazard posed by 

glyphosate is not shared by the BfR or by any of the assessment authorities throughout 

Europe and across the globe that had access to the applicants' original data. 

Reference is made to the answer to question 22. Reference is also made to the fact that 

glyphosate does not satisfy the cut-off criteria as per Annex II of Regulation (EC) 

1107/2009. The risk assessment carried out for the renewal of approval of glyphosate 

showed that, if used properly, it had no immediate or delayed deleterious impact on 

human or animal health.  

34. Why did you claim to the Bundestag and in newspaper interviews that within the 

WHO on the issue of carcinogenicity "disagreed", referring to the assessment of 

the "Joint FAO / WHO Meeting on Pesticide Residues", according to which no 

cancer risk for the People insist that you do not 1. (1) mention the lead role of BfR 

employees in the JMPR evaluations of glyphosate in 2004 and 2011 by the JMPR; 

and without you (2) pointing out that the JMPR carries out a risk assessment for 

residues in food, while IARC and EU authorities have to carry out a risk 

assessment? 

https://www.bundestag.de/blob/414880/beef8a72a4655c5ac707f412e934b81d/proto

koll_40_sitzung_neu-data.pdf; https://www.topagrar.com/news/Home-top-News-

Interview-mit-Dr-Andreas-Hensel-BfR-Glyphosat-wohl-unbedenklich-

2467835.html 

The statement in the question is not correct. 

Page 157 of 754

https://www.bundestag.de/blob/387778/b7ccd64798cfccaf206d21a07d9d6a2e/stellungnahme_bfr-data.pdf
https://www.bundestag.de/blob/387778/b7ccd64798cfccaf206d21a07d9d6a2e/stellungnahme_bfr-data.pdf
https://www.bundestag.de/blob/414880/beef8a72a4655c5ac707f412e934b81d/protokoll_40_sitzung_neu-data.pdf
https://www.bundestag.de/blob/414880/beef8a72a4655c5ac707f412e934b81d/protokoll_40_sitzung_neu-data.pdf
https://www.topagrar.com/news/Home-top-News-Interview-mit-Dr-Andreas-Hensel-BfR-Glyphosat-wohl-unbedenklich-2467835.html
https://www.topagrar.com/news/Home-top-News-Interview-mit-Dr-Andreas-Hensel-BfR-Glyphosat-wohl-unbedenklich-2467835.html
https://www.topagrar.com/news/Home-top-News-Interview-mit-Dr-Andreas-Hensel-BfR-Glyphosat-wohl-unbedenklich-2467835.html


9 

 

The staff of the Federal Institute for Risk Assessment (BfR) do not play any leading role 

in the Joint FAO/WHO Meeting on Pesticide Residues (JMPR). No BfR expert was 

involved in the final assessment of glyphosate in the JMPR which was completed in 

2016. The JMPR assessment drew the conclusion that the ingestion of glyphosate 

neither poses a risk regarding the development of cancer nor poses a risk regarding 

damage to germ cells. The statement that the JMPR risk assessment refers to the 

ingestion of residues via food is accurate. The most comprehensive assessment in the 

case of glyphosate was carried out by the European Food Safety Authority (EFSA) by 

commission to the EU Commission. The International Agency for Research on Cancer 

(IARC) did not carry out any risk assessment (see also answer to question 22).  

35. In response to a request to the German Federal Government, whether it is true 

that the head of the Department of Pesticide Safety at BfR, Dr. med. Roland 

Solecki, who has worked with the ILSI-HESI (International Life Sciences Institute 

- Health and Environmental Sciences Institute) lobbying organization, has 

responded to a one-time visit to the ILSI-Health and Environmental Science 

Institute, Washington, DC. Expert Workshop [...] participated [..] Further 

cooperation did not take place. "  

http://dipbt.bundestag.de/dip21/btd/18/084/1808408.pdf 

36. How come that Roland Solecki, on the homepage of ILSI HESI, is listed as a 

member of the technical committee of the RISK 21 project, which also includes 

representatives of Monsanto, Syngenta and Dow Chemical and other pesticide 

manufacturers, whose products are listed BfR has to consider? 

http://hesiglobal.org/hesi//wp-content/uploads/sites/11/2015/12/Updated-2014-

RISK21-Technical-Committee-Members.pdf 

Questions 35 and 36 will be answered together.  

The statements made in the questions are not correct. 

Dr. Solecki has not worked for Risk21, either via written papers or by participating in 

workshops. This was an error made by ILSI HESI. The BfR has complained about this 

over a long period. He participated once as a representative of the authority in a 

teleconference as part of a kick-off meeting on Risk21. The Federal Institute for Risk 

Assessment (BfR) did not regard there as being any further need for communication in 

this matter. Dr. Solecki has also never received any financial remuneration from ILSI. 

37. Are there any other workshops or projects organized by pesticide manufacturers 

that have BfR employees in the pesticide licensing industry who worked in the 

past? 

The Federal Institute for Risk Assessment (BfR) considers it essential to conduct a 

scientific dialogue with all stakeholders, in the spirit of further developing assessment 

concepts and investigation methods. For this reason, staff of the BfR also present 

papers on scientific issues at conferences that are organised by consumer associations, 

non-governmental organisations (NGOs), scientific organisations (EUROTOX, 

IUTOX), industrial associations or political bodies. 

For example, the BfR, together with the Federal Ministry of Food and Agriculture 

(BMEL) and the European Commission, carried out a workshop in November 2017 
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with experts from non-governmental organisations (NGOs), representatives of industry 

and representatives of Member State authorities, the European Food Safety Authority 

(EFSA) and the EU Commission, which discussed the future of the health risk 

assessment of plant protection products. Issues discussed during the workshop included 

how independent and reliable risk assessment can be realised or how the dialogue 

between all stakeholders can be promoted. In addition to this, issues on mixture toxicity 

and on the assessment of the metabolites of the active substances in plant protection 

products were intensively discussed. For more information, please find the report on 

the workshop at: http://www.bfr.bund.de/cm/349/workshop-what-does-the-future-hold-

for-harmonised-human-health-risk-assessment-of-plant-protection-products-

conference-report.pdf. 

38. The internal rules of the FAO / WHO JMPR on the prevention of conflicts of 

interest prohibit public authorities involved in the evaluation of an active 

substance at national level from drafting the report for the same active substance 

in a FAO / WHO JMPR. http://www.who.int/foodsafety/areas_work/chemical-

risks/jmpr_Guidance_Document_FINAL.pdf?ua=1 (page 4).  

The statement in the question is not correct. 

The regulation referred to relates to individual persons who are heavily involved in an 

assessment at national level. 

39. BfR employee Rudolf Pfeil has drafted the first draft report for both the 2004 

FAO / WHO JMPR on glyphosate and the 2011 FAO / WHO JMPR on glyphosate 

and AMPA. Does this not constitute an infringement of the internal rules of the 

JMPR on the exclusion of conflicts of interest, especially as it was involved in the 

first EU active substance testing of glyphosate? 

The Federal Institute for Risk Assessment (BfR) is not responsible for the application of 

the internal rules of FAO / WHO, JMPR (Joint FAO/WHO Meeting on Pesticide 

Residues). It does, however, regularly send its scientific experts to take part in 

independent bodies, including Dr. Pfeil in the JMPR (Glyphosate assessment of 2004 

and 2011). 

Dr. Pfeil was, however, not involved via personal contributions in the first EU 

assessment of glyphosate (1998-2000) carried out by an authority, namely by the 

Federal Institute for Health Protection of Consumers and Veterinary 

Medicine(Bundesinstitut für gesundheitlichen Verbraucherschutz und Veterinärmedizin 

- BgVV), the predecessor institute to the Federal Institute for Risk Assessment (BfR). No 

BfR expert was involved in the final assessment of glyphosate in the JMPR which was 

completed in 2016.  

40. Do you consider the Federal Office of Consumer Protection and Food Safety, and 

the associated authorities the BfR, the Julius Kühn-Institute (JKI) and the Federal 

Environment Agency (UBA) to have resources, including a budget and staff, which 

are adequate enough to allow it to fully perform its functions?  

In respect of the matter as it refers to the Federal Institute for Risk Assessment (BfR), 

we refer to the answer to question 29. 
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41. Can you elaborate on the support provided by EFSA to a rapporteur Member 

State when assessing an authorisation application, and do you consider the 

European agency’s role to be sufficient throughout the process? 

The basic procedural steps for the placing on the market of plant protection products at 

European level are set out in Regulation (EC) 1107/2009. In addition to this, 

Regulation (EC) 396/2005 governs the laying down of maximum residue levels in or on 

food and feedstuffs. Both Regulations also set out the tasks and duties of applicants, 

Rapporteur Member States, the European Commission and the European Food Safety 

Authority (EFSA). Pursuant to Article 12 of Regulation (EC) 1107/2009, the EFSA is 

generally responsible for drawing up a conclusion regarding the respective active 

substance. This also includes the peer review procedure, including corresponding 

expert meetings to clarify contentious matters, which is to be carried out by the EFSA 

in cooperation with all Member States and the public. Irrespective of this, the EFSA 

offers the Rapporteur Member States assistance, e.g. in respect of carrying out pre-

submission meetings or discussing complex scientific issues, insofar as the latter 

approach the EFSA for this purpose. At the same time, the EFSA supports the work of 

all Member States by publishing scientific opinions and coordinating the drawing up of 

guidelines. 

42. Once an active substance has been re-authorised at the EU level, Member States 

must re-assess all products on the market which contain it, to ensure that they also 

continue to meet modern standards of safety. Can the BfR inform the committee 

about the duration of this reassessment, and the process for market withdrawal 

should a product be found to contain a harmful co-formulant? 

A description of the procedure for renewing the authorisation of plant protection 

products as per Article 43 of Regulation (EC) 1107/2009 is contained in the guidance 

document (SANCO/2010/13170), which is currently being reviewed. As a rule, 

applicants must, at the latest three months after a renewal of the approval of an active 

substance for use in plant protection products, submit a follow-up application for 

renewal of authorisation of plant protection products containing this active substance, 

including the presentation of new studies. The Member States assessing the respective 

application are to complete the processing of the application within 12 months of the 

application being submitted. As a result of this assessment, the responsible national 

authorities decide on the renewal of the authorisation of the plant protection product in 

accordance with the current state of scientific and technical knowledge. The Federal 

Institute for Risk Assessment (BfR) assesses in this regard all points relating to health-

related consumer protection and sends this assessment to the Federal Office of 

Consumer Protection and Food Safety (BVL), which is responsible for the authorisation 

in Germany. The assessment of the co-formulants used in the plant protection products 

is usually carried out as part of the evaluation of the formulations. The BVL maintains 

a list of undesirable co-formulants which may not be contained in plant protection 

products in Germany. Currently, work is being carried out at European level on a 

procedure to identify undesirable co-formulants, and on a list containing these (Annex 

III of Regulation (EC) 1107/2009). 

43. Can you elaborate on the different ways in which Member States work together 

under European legislation when evaluating an authorisation application? For 

example, in cases where a product contains a substance identified as a candidate 

for substitution, can the national authorities conduct comparative assessments to 
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identify lower-risk alternatives for the same uses and assess whether the substance 

warrants substitution? 

The procedure for comparative assessments of plant protection products that contain a 

candidate for substitution, must be established at national level and is currently being 

set up in Germany. As a result of the comparative assessment, plant protection products 

that contain a candidate for substitution are, as far as is possible, to be replaced by 

other plant protection products which pose less of a risk. The Federal Institute for Risk 

Assessment (BfR) will also carry out the health assessments in this regard. We refer, in 

addition to this, to the following answer by the Federal Office of Consumer Protection 

and Food Safety (BVL). This was sent to the BfR by the BVL, in order to be able to 

provide a comprehensive answer to the questions of the committee. 

Answer by the BVL: "The authorisation of plant protection products is carried out in a 

procedure based on the division of labour. One Member State (zRMS, zonal Rapporteur 

Member State) assesses, in coordination with the other Member States, the application, 

and decides on whether to authorise it for its territory. The other Member States adopt 

this decision and adapt it, as required, to the respective national conditions. There are 

additional special rules for plant protection products with active substances that are 

designated as candidates for substitution. An authorisation is only granted if there are 

no adequate, practicable alternatives to the applications with the plant protection 

product available on the market. As the market situation differs from country to 

country, the examination of a possible substitution is carried out at the level of the 

individual States i.e. nationally." 

44. Can the national authorities outline the process for issuing parallel trade permits? 

If a product has been authorised in one Member State, how does a second Member 

State demonstrate that the product composition is identical to a product already 

on the market? 

In accordance with sections 46-51 of the German Plant Protection Act 

(Planzenschutzgesetz - PflSchG), the Federal Office of Consumer Protection and Food 

Safety (BVG) is responsible for the approval for parallel trade. The Federal Institute 

for Risk Assessment (BfR) is not, therefore, able to provide any information on this 

question. Irrespective of this, we refer to the following answer by the Federal Office of 

Consumer Protection and Food Safety (BVL). This was sent to the BfR by the BVL in 

order to be able to provide a comprehensive answer to the Committee's questions, 

irrespective of the competences laid down by German law. 

Answer by the BVL: "The BVL examines, when processing applications and in 

cooperation with the authorisation authorities of other Member States, whether the 

composition of plant protection products for parallel trading and reference products 

authorised in Germany is identical. The BVL requests the composition, data on the 

authorised packaging, and the date on which the authorisation of the plant protection 

product expires. This ensures that the plant protection products in parallel trade satisfy 

the requirements of plant protection law in respect of product quality and safety for 

applicants, consumers and the environment. If the product for parallel trading is 

identical in all necessary points with the German reference product, the BVL draws up 

an approval for parallel trade. 

The Federal Laender are responsible for the control of the plant protection products 

that are on the market." 
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45. Can the BfR confirm, insofar as possible, what proportion of submitted 

documentation is typically deleted, replaced or supplemented by the BfR with its 

own statements, due to a lack of validity or risk of false statement? Can the BfR 

confirm whether in the case of glyphosate the volume of revisions was typical or 

not, compared to other submissions for active substances? 

The Federal Institute for Risk Assessment (BfR) draws up its contributions to the 

assessment report as part of the process of approving or renewing approval of active 

substances in plant protection products in accordance with the tasks assigned to the 

BfR by law regarding human and animal health, the avoidance of damage to health 

from pollution of soil, and the analytical methods for residues. The BfR assesses the 

documents submitted as part of the application and other information made available to 

the BfR, including the scientific publications the BfR researches itself. The BfR does not 

keep any records in this regard on what percentage of submitted documents were not 

used, replaced or supplemented as a result of the assessment by the BfR. Processing the 

active substance of glyphosate was therefore special in the sense that in this case, in 

contrast to other active substances, significantly more studies were submitted and 

consequently had to be reported on and assessed. In addition to this, the amount of 

available scientific publications on glyphosate, which also had to be reported on and 

assessed, was very high (>1000). The effort required for the assessment was therefore 

many times the effort that is usually necessary.  

46. How does the BfR respond to criticism of its structured weight of evidence 

approach in the reauthorisation of glyphosate?   

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

The Decision on renewal of approval of glyphosate is ultimately based on assessments 

by the European Food Safety Authority (EFSA) and the European Chemicals Agency 

(ECHA), and not only on the parts of the assessment report (RAR) drawn up by the 

Federal Institute for Risk Assessment (BfR).  

The "weight of evidence" approach means that findings from a large number of studies, 

including from studies in freely available literature, some of which have contradicting 

findings, are weighed against each other. A large number of additional factors also 

need to be taken into account, such as those described in the "Guidance on the 

Application of the CLP Criteria" in accordance with point 3.6.2.2.4-6. The BfR has 

followed these requirements. 

In other respects, the BfR draws attention to the RAC opinion (Risk Assessment 

Committee) of March 2017, which is supported by the BfR (https://echa.europa.eu/de/-

/glyphosate-not-classified-as-a-carcinogen-by-echa). 

47. In the public, lately, questions have arisen about the scientific value of some 

assessments. How do you see it possible to counter these questions? Would even 

more transparency or specific communication be a solution? 
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The Federal Institute for Risk Assessment (BfR welcomes all efforts to increase the 

transparency of the procedures and has publically pushed for this for years. In the view 

of the BfR, it is imperative, at all levels of assessment, procedures and decision-making, 

to make transparency and risk communication with the public greater and clearer in 

order to make its assessments more readily comprehensible by the public. This appears 

necessary, as many queries and criticisms can be put down to a lack of knowledge 

about the procedures. 

The BfR, as a scientifically independent institution, advocates greater transparency at 

national and European level and supports all related activities within its statutory 

possibilities. To this end, the BfR maintains an active dialogue with a wide variety of 

stakeholders from politics, academia, associations, industry, non-governmental 

organisations (NGOs) and others. 

The BfR has drawn up a corresponding draft on increasing transparency in the 

procedures; this is currently being coordinated with the other German authorities 

involved in examining active substances and authorising plant protection products. 

48. Since the entry into force of the Regulation in 2011, how many applications for 

authorisations have you assessed? 

This question does not fall within the scope of the Federal Institute for Risk Assessment 

(BfR). Irrespective of this, we refer to the following answer by the Federal Office of 

Consumer Protection and Food Safety (BVL). This was sent to the BfR by the BVL in 

order to be able to provide a comprehensive answer to the Committee's questions, 

irrespective of the competences laid down by German law. 

Answer by the BVL: "Preliminary remark: In questions 48 - 50, it is unclear what 

procedure is meant. The terminology of questions 48 and 49 indicate national/ zonal 

authorisation procedures (authorisation as opposed to approval), but the following 

question 50, which refers to 48 and 49, clearly deals with the examination of active 

substances. 

If the intended reference is to national / zonal authorisation procedures: 

Since the Regulation came into force, Germany has received a total of 1073 

applications for the authorisation of a plant protection product (as of: 07/05/2018). 

If the intended reference is to the EU examination of active substances: 

Since the Regulation came into force, Germany has received a total of 21 applications 

as RMS and 16 as Co-RMS for the approval of an active substance in a plant protection 

product (as of: 03/05/2018). 

49. How many of them have been considered positively? How many rejected? 

These questions do not fall within the scope of the Federal Institute for Risk Assessment 

(BfR). Irrespective of this, we refer to the following answer by the Federal Office of 

Consumer Protection and Food Safety (BVL). This was sent to the BfR by the BVL in 

order to be able to provide a comprehensive answer to the Committee's questions, 

irrespective of the competences laid down by German law. 
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Answer by the BVL: "If the intended reference is to national/zonal authorisation 

procedures: 

Of these 1073 applications: 

- 545 applications are still being assessed; 

- 299 applications resulted in a positive assessment (authorisation); 

- 109 applications resulted in a negative assessment (rejection); 

- 120 applications were withdrawn by the applicants. 

If the intended reference is to the EU examination of active substances: 

Of the 21 applications as RMS: 

- 13 applications are still being assessed; 

- 3 applications resulted in a positive assessment; 

- 4 applications resulted in a negative assessment; 

- 1 application was withdrawn by the applicants" 

50. Have some of them been withdrawn in the course of the examination? How many 

of them have been treated with the co-rapporteur system (art. 7.2)? Which were 

the reasons for doing so? 

These questions do not fall within the scope of the Federal Institute for Risk Assessment 

(BfR). Irrespective of this, we refer to the following answer by the Federal Office of 

Consumer Protection and Food Safety (BVL). This was sent to the BfR by the BVL in 

order to be able to provide a comprehensive answer to the Committee's questions, 

irrespective of the competences laid down by German law. 

Answer by the BVL: "This clearly refers to the EU examination of active substances 

(due to the reference to Art. 7.2.): 

in the renewal procedure, all active substances are treated in the RMS/ Co-RMS 

procedure i.e. each active substance has both an RMS and a Co-RMS. 

In the case of AIR 2, Germany was in 2012 the Co-RMS for one active substance. 

In the case of AIR 3, Germany was in 2014 a Co-RMS for 2 active substances, in 2015 

for 5 active substances and in 2016 for 6 active substances. 

In the case of AIR 4, Germany was in 2016 the Co-RMS for 2 active substances. 

Further AIR 4 dossiers will be submitted later (3 in 2019, 2 in 2020 and 5 in 2021)." 

51. Can you confirm whether your conclusions (final assessment dossier) are largely 

based on the data, study selection and literature review submitted by GTF? 

Page 164 of 754



16 

 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

The Federal Institute for Risk Assessment (BfR) used all available studies and 

information in its assessment. In the European processes for the renewal of approval, a 

public consultation procedure by EFSA is provided for explicitly to enable the 

authorities to learn of further, previously unavailable findings or facts on active 

substances , i.e. also on glyphosate. 

Reference is made to the fact that the dossier submitted by the applicant constitutes a 

basis for the assessment of active substances as per Regulation (EC) 1107/2009. In 

addition to this, a "public call for data" is carried out by the European Food Safety 

Authority (EFSA) in preparation for the examination of active substances, so that 

studies, information and data from third parties can be included in the assessment. Use 

was made of this in the case of glyphosate. Furthermore, Germany, as the Rapporteur 

Member State (RMS), also includes literature it has researched by itself in its 

assessments. Finally, the peer review by the Member States and the "public 

consultation" for third parties on the assessment report of the RMS also often forms a 

source of additional literature that is taken into account in the further assessment. 

52. Can you explain – from a scientific point of view – how it can be justified that only 

information provided for by the industry is taken into account? 

The statement in the question is not correct. The Federal Institute for Risk Assessment 

(BfR) used all available studies and information in its assessment.  

Please see the answer to Question 51. 

53. Regarding the glyphosate approval request, are you aware that 3 studies 

demonstrating an increased risk for lymphatic cancer in farmers have been 

(intentionally) withheld from the file submitted by the applicant? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

The claim on which the question is based is not correct. The question does not make 

clear to what studies it is referring. The BfR assumes that it is intended to refer to the 

studies by McDuffie et al. (2001), DeRoos et al. (2003) and Eriksson et al. (2008). 

These studies were presented by the applicant (GTF) and assessed by the Rapporteur 

Member State (RMS). DeRoos et al. (2003) refers to three previous analyses by Hoar et 

al. (1986), Cantor et al. (1992), and Zahm et al. (1990). These studies were not 

contained in the applicant's literature overview submitted with the dossier because they 

had been published before 2000 and consequently did not fall within the mandatory 

period of 10 years for the literature search. In addition to this, the study by Zahm et al. 

(1990) does not report on any exposure to glyphosate. Instead, it deals with the active 

substance 2,4-D. There was therefore no obligation to include these studies in the 

dossier. Following the discussions on glyphosate due to the monograph by the IARC 
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(International Agency for Research on Cancer), the studies by Zahm et al. (1990) and 

Cantor et al. (1992) were included in the addendum on carcinogenicity. The study by 

Hoar et al. (1986) is cited in the RAC opinion (Risk Assessment Committee) of March 

2017 (cf. https://echa.europa.eu/de/-/glyphosate-not-classified-as-a-carcinogen-by-

echa). 

54. Are you aware that the WHO considers these particular studies are crucial 

evidence demonstrating that glyphosate is indeed harmful? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

Firstly, to clarify the situation, it was not the World Health Organisation (WHO) but 

the International Agency for Research on Cancer (IARC) that assessed glyphosate as 

carcinogenic. Reference is made to the answer to question 22 regarding the different 

assessments of the active substance glyphosate. 

55. To which extent did you take into account studies on formulations? 

During the approval of an active substance, it is usual, in accordance with the statutory 

requirements, to only make an assessment of a representative formulation, in order to 

provide evidence of a safe application of the active substance. The documents to be 

submitted are laid down in Regulation (EC) 284/2013. With regard to the authorisation 

of a plant protection product, adequate documents for the product specifically applied 

for are to be submitted or a sufficient justification provided for why examinations may 

be dispensed with or examinations with comparable formulations may be used. 

Examinations with the formulated products are necessary in order to characterise their 

toxicity and in order to carry out a risk assessment on the product and the applications 

applied for. If necessary, suitable measures for a safe application of the products in 

respect of consumers, applicants, workers, residents and bystanders are to be laid down 

by the Federal Office of Consumer Protection and Food Safety (BVL). 

56. Do the studies provided by the applicant give a complete overview of the data 

needed to give an accurate advice? 

The applicants are required by law to provide evidence, with corresponding studies, of 

compliance with the data requirements applicable pursuant to Regulations (EU) 

283/2013 and (EU) 284/2013. Whether the data records submitted by the applicant are 

adequate, is assessed based on the risk assessment of the active substance or of the 

product. As already stated several times at other points, these assessments also include 

the literature researched independently by the Rapporteur Member State (RMS) and 

additional information, as well as the data and comments from the EFSA's public 

consultation process. 

57. Do the summaries of the regulatory studies submitted by the applicant provide an 

accurate account of the study findings? Is there any evidence that findings are not 

reported, or that studies are conducted but not submitted? 
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Based on the decades of experience in the Federal Institute for Risk Assessment (BfR), 

the first question is commented on as follows: In the vast majority of the studies, 

findings - i.e. differences between treated animals or cells and the respective control - 

are correctly represented in the summaries. Differences in view originate more from the 

assessment of the relevance of the findings, for instance whether a change is deemed 

harmful to humans. The literature analyses carried out usually result in additional 

sources that are taken into account in the risk assessment, but which were not submitted 

by the applicant (e.g. toxicological assessment of the POE tallowamine). 

The BfR is not able to provide a comprehensive answer to the second question, as there 

is to-date no European or global register on planned and completed studies. In 

individual cases there are, in the studies submitted or assessments by authorities 

outside Europe, references to examinations carried out previously which can then be 

subsequently requested from the applicants by the Rapporteur Member State (RMS) 

(e.g. studies by the U.S. EPA (United States Environmental Protection Agency) on 

endocrine effects). In the case of glyphosate, for example, a well-known study on 

delayed neurotoxicity in chickens was identified as missing from the dossier. This was 

requested from the applicant subsequently and then assessed by the BfR. 

There may also be the case that a company other than that of the applicant has further 

studies regarding a certain active substance, but is not interested in marketing it in the 

EU. In this case, there is no obligation to submit these studies or even to provide 

notification of their existence. The authorities would, in the best case, only learn of 

these by chance. This also explains why, for the re-evaluation of glyphosate in 2012, the 

dossier submitted by the applicant (GTF) contained several studies that had been 

carried out in the 1990s but that had not been able to be taken into account by the EU 

in the first assessment.  

58. Do you take other studies and factors into consideration that are not directly 

provided by the applicant?  

Please see the answer to 51. 

59. What are the criteria to accept or dismiss other studies (e.g. epidemiological 

studies)? 

In order to be able to use studies for the assessment of active substances or plant 

protection products, it is necessary, as a first step, to check their scientific suitability in 

respect of their relevance and reliability. In respect of the assessment of relevance and 

reliability, the Federal Institute for Risk Assessment (BfR) published its approach 

transparently in an international journal (Kaltenhäuser et al., (2017), Relevance and 

reliability of experimental data in human health risk assessment of pesticides, 

Regulatory Toxicology and Pharmacology, Volume 88, pp 227-237). This article shows 

that every scientific publication or study is of relevance to the assessment of an active 

substance if the scientific quality of the data, which is examined and assessed in the 

reliability assessment, is documented. The reliability assessment of "guideline-

compliant studies“ (e.g. in accordance with OECD guidance documents (Organisation 

for Economic Cooperation and Development) and "Non-guideline studies" is explicitly 

discussed. This enables results from "guideline-compliant studies" and "non-guideline 

studies" to ultimately be taken into equal account in the assessment. 
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60. Does it occur that you copy directly from information provided by the applicant? 

If so, how often does this occur? To what extent do you conduct your own 

assessment in these cases? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

The assessments of the Federal Institute for Risk Assessment (BfR) are always carried 

out in accordance with the methods and criteria laid down by law in the EU for the 

approval of active substances and the authorisation of plant protection products and 

are always carried out completely independently. In respect of the assessment reports, 

however, these are not reports by the BfR that are originally intended for publication 

but instead documents between authorities for use in a (European) administrative 

procedure. The standards to be applied are therefore those of the administration and 

differ from those for scientific publications or e.g. doctoral theses. Both in Europe and 

worldwide, it is a standard and recognised practice in assessment procedures, not only 

in the area of plant protection products, for assessment authorities to also, following 

critical review, include relevant passages from submitted documents in their assessment 

reports, insofar as these reflect, plausibly and correctly, the current state of scientific 

knowledge. The overall assessment of the authorities contains not only the independent 

assessments but also always includes summaries of scientific insights obtained from 

original studies and literature publications. The latter are reviewed in depth by the 

experts of the BfR with regard to their quality and relevance and to the experimental 

findings, if necessary by consulting the original literature, in order to determine their 

potential health significance. The risk-assessment process (risk identification, risk 

characterisation, exposure estimation, risk assessment) then begins in respect of 

completeness and plausibility. 

The BfR has commented on this many times in the past (see: 

http://www.bfr.bund.de/de/presseinformation/2017/34/glyphosatbewertung__bfr_weist_

plagiatsvorwuerfe_zurueck-201885.html and 

http://www.bfr.bund.de/de/presseinformation/2017/40/haltlose_vorwuerfe_gegen_wisse

nschaftliche_bewertungsbehoerden-202011.html). 

In the case of glyphosate, the European Food Safety Authority (EFSA) confirmed that 

this method was customary. The EFSA stated in a press release of 22.09.2017: „If the 

RMS agrees with a particular summary or evaluation it may incorporate the text 

directly into the 

draft assessment report.“ (https://www.efsa.europa.eu/sites/default/files/170922_glypho

sate_statement.pdf) 

61. Does it occur that more updated or recent studies are needed than the info 

provided by the applicant? Does this put in question the data submitted?  

Following an assessment, further data or information are often requested. This often 

does not consist of new studies but of already existent data (e.g. reports of previous 

tests; historical control data; information on the composition of specific batches of 
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active substances etc.), that usually do not call into question the studies submitted but 

instead rather facilitate the interpretation of specific findings and reduce uncertainties. 

On the other hand, studies may also be subsequently requested in order to address 

specific issues that are necessary for a sufficient risk assessment. One example was the 

request for presentation of specific studies on ED properties (endocrine disruptor) of 

glyphosate which was carried out in the USA as part of a programme launched by the 

U.S. EPA (United States Environmental Protection Agency). At the time of the 

conclusion of the assessment of glyphosate in March 2015, only a short summary of 

these studies was available. The European Food Safety Authority (EFSA) and the 

Federal Institute for Risk Assessment (BfR) have prepared these data subsequently and 

publsihed them in the addendum on the ED properties of 2017. In addition to this, we 

refer to the following answer by the Federal Office of Consumer Protection and Food 

Safety (BVL). This was sent to the BfR by the BVL, in order to be able to provide a 

comprehensive answer to the questions of the committee. 

Answer by the BVL: "During the assessment phase, the Rapporteur Member State may, 

according to Renewal Regulation 844/2012, request, as required, new information from 

the applicant, e.g. updated or more recent studies, at any time for the clarification of 

unresolved issues. In the EFSA peer review procedure, there is moreover, following the 

commentary phase, a procedural step during which the EFSA may request further 

studies etc. from the applicant (so-called "stop the clock mechanism") in order to 

clarify data gaps or as yet unresolved issues that were identified in the peer review." 

62. Do you go back to the applicant for extra data? Have you even felt into divergence 

of results? 

During the drawing up of the draft assessment report, the Federal Institute for Risk 

Assessment (BfR) has, as does the Julius Kühn Institute (JKI) and the German 

Environment Agency (UBA), the possibility of requesting, via the Federal Office of 

Consumer Protection and Food Safety (BVL), further documents from the applicant, 

insofar as these are necessary to assess the respective active substance or to close data 

gaps. In this regard, the BfR can also request information to which the applicant has 

referred in the documents submitted but which the applicant has not itself submitted. 

Should the applicant not submit the requested documents, the data gaps resulting from 

this are transparently reported on by the BfR. The communication with the applicant is 

conducted by the BVL. 

63. During assessment, do you feel - or have you ever felt - any pressure by the 

applicant, the citizens, or other Member States? If so, does this affect the outcome 

of the assessment? 

The Federal Institute for Risk Assessment (BfR) is a scientific institution within the 

portfolio of the Federal Ministry of Food and Agriculture (BMEL). The task of the 

institute is the scientific risk assessment of food, products and chemicals. These 

assessments serve on the one hand to implement the law and on the other to provide 

policy makers with a basis for decision-making. In this context it is the intention of the 

BfR to ensure that its contribution to implementing laws and providing policy support is 

on a solid scientific foundation: existing knowledge is adequately take into account and 

presented clearly. It is the political will that the BfR should be professionally 

independent; this independence was enshrined in law when the BfR was established. In 

this way it is ensured that the health risk assessment of the BfR is not influenced by 

political, economic and social interests. The over-arching concept of the BfR explicitly 
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envisages that the BfR should engage in an exchange with all stakeholders (non-

governmental organisations (NGOs), consumer organisations, industry, policy makers, 

academia and the media).  

As a public institution, the BfR is at the focus of a diverse range of interest groups, a 

fact which can be readily understood using the example of glyphosate in the media. 

Political, economic and other interests do not play any role in scientific assessments by 

BfR staff. 

64. Does it occur that national authorities are asked by the European Commission to 

adjust or revise the risk assessment? If so, how often does this occur? What are the 

reasons for such a request? 

The Federal Institute for Risk Assessment (BfR) is not aware of any cases in which the 

European Commission influenced, or tried to influence, the assessments by Member 

States.  

65. Do you ever question the validity of the scientific peer-reviewed open literature, 

from a point of view of fraud (e.g. plagiarism)? Did you have any cases of 

identified fraud? What do you do in this case? 

Publications are consulted for the assessment when they are relevant and reliable. In 

respect of the assessment of relevance and reliability, the Federal Institute for Risk 

Assessment (BfR) published its approach transparently in an international journal 

(Kaltenhäuser et al., (2017), Relevance and reliability of experimental data in human 

health risk assessment of pesticides, Regulatory Toxicology and Pharmacology, Volume 

88, pp 227-237). This article shows that every scientific publication or study is of 

relevance to the assessment of an active substance if the scientific quality of the data, 

which is examined and assessed in the reliability assessment, is documented. The 

reliability assessment of "guideline-compliant studies“ (e.g. in accordance with OECD 

guidance documents (Organisation for Economic Cooperation and Development) and 

"Non-guideline studies" is explicitly discussed. This enables results from "guideline-

compliant studies" and "non-guideline studies" to ultimately be taken into equal 

account in the assessment. 

The BfR does not examine publications for possible plagiarism. 

66. Every public authority needs to guard against conflicts of interest among its 

employees and external experts advising the authority. How do your standards 

compare with those of EFSA? 

All risk assessments of the Federal Institute for Risk Assessment (BfR) are drawn up by 

BfR staff alone. The criteria applicable to the BfR staff are those laid down by the laws 

and regulations of the Federal Government. By signing a contract of employment to 

work for the BfR, or by being granted civil servant status, each member of staff at the 

BfR is obliged to comply with the respective duties. All civil servants and all salaried 

employees employed at the BfR must comply with the statutory requirements of the 

public service. These include for example official rules on no-conflict-of-interest, 

effectiveness, expertise and prevention of corruption, as laid down by the German laws 

and the implementation rules of the Federal Ministry of the Interior (see e.g. the Act on 

Federal Civil Servants, the Administrative Procedure Act and other provisions). 
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Secondary employment of BfR staff is generally subject to approval in accordance with 

the pertinent legal provisions. Potential conflicts of interests are thus examined 

beforehand. This means that members of staff of the BfR cannot be in a conflict of 

interest due to a parallel activity. For example, members of staff at the BfR cannot, for 

reasons of independence as stated above, also work for industry. The legislator ensures, 

via these rules and procedures, that the Federal Government receives objective advice 

from its scientific institutions. 

A direct comparison with the rules made by the European Food Safety Authority 

(EFSA) in this area does not appear appropriate on account of the different legal 

foundations. 

67. Austrian plagiarism expert Stefan Weber has said that the BfR, in three 

subsections of the Renewal Assessment Report (RAR) on glyphosate, failed to 

apply scientific standards on how to quote external sources. In January, the 

German agriculture ministry BMEL wrote to Umweltinstitut that the BfR was to 

now distinguish more clearly the authority's view from the applicants' view. What 

is this going to look like? Has the BfR already applied the new presentation 

standard to the RAR on clothianidin? Do you think that the new standard should 

be applied across the EU, i.e. independently of which country is the RMS? 

The Federal Institute for Risk Assessment (BfR) vehemently rejects the accusations that 

it "failed to apply scientific standards" (accusations of plagiarism) in the assessment of 

the health risk posed by glyphosate. In addition to this, we also refer to the answer to 

question 60. 

As a result of the general discussions on the active substance of glyphosate, and as part 

of the quality management process, the BfR has drawn up procedural instructions for 

carrying out, assessing and documenting the literature research. The presentation, in 

the assessment report, of publications deemed relevant and sufficiently reliable is 

currently not uniformly regulated across the EU; this is, however, the subject of a 

procedural proposal submitted by the BfR, which is currently being coordinated 

between the German authorities involved. This is intended to also increase the 

transparency of assessments carried out by authorities. The general aim is also to 

harmonise the handling of published literature in the EU. 

In the course of processing the literature on clothianidin, indications on the literature 

search by the applicant and on the BfR's own literature research have been included in 

the assessment report.  

68. Why in the data requirements (and thus in the dossier) are immmunotoxic, 

neurotoxic and endocrine disruptive effects not assessed as a standard 

requirement, and do you consider that this lack of information is a violation of 

Art. 4 of Reg 1107/2009, since the potential of a substance to cause harm has 

therefore not been fully assessed? 

All these aspects have for several years been taken into account in the assessment of all 

active substances. The presentation of specific studies is, according to the applicable 

legal data requirements, not binding, as no harmonised and accepted test provisions for 

these studies are available. Irrespective of this, these issues are, based on the current 

state of scientific and technical knowledge, addressed in the assessment process. 
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Recourse is taken to the complete data record on the toxicology of the active substance, 

including further information and studies from open literature. 

We refer to the fact that the Regulation and the guidelines on the evaluation of 

endocrinically detrimental effects are currently being coordinated at European level. 

69. Regulation 1107/2009 is underpinned by the precautionary principle, and 

mandates that both active ingredients and products should cause no harm and 

that data on genotoxicty could trigger an authorisation refusal. In relation to 

glyphosate, why did BfR not apply the precautionary principle, thereby refusing 

authorisation, since there was evidence of genotoxicity from both epidemiology 

(human) and animal studies in the independent literature? 

Article 1, point 4 of Regulation (EC) 1107/2009 states that "the provisions of this 

Regulation are underpinned by the precautionary principle in order to ensure that 

active substances or products placed on the market do not adversely affect human or 

animal health or the environment. In particular, Member States shall not be prevented 

from applying the precautionary principle where there is scientific uncertainty as to the 

risks with regard to human or animal health or the environment posed by the plant 

protection products to be authorised in their territory." This regulation is a legal 

provision for the political level, not for the scientific level. 

In assessing the active substance of glyphosate, a large number of studies were 

reported on and evaluated, so that there is, in the view of the European assessment 

authorities, including the European Food Safety Authority (EFSA) and the Federal 

Institute for Risk Assessment (BfR), no scientific uncertainty. This also applies to the 

genotoxicity of the technical specification of glyphosate evaluated during the 

examination of active substances. The majority of positive results reported on from the 

open literature were on the testing of formulations and not on the active substance of 

glyphosate. The assessment of the possible genotoxicity of plant protection products 

containing glyphosate is be carried out during the authorisation of the individual 

products.  

Weight of evidence - WoE  

70. Does BfR consider indications of oxidative stress and limited epidemiological 

evidence as indications of biological significance? Please can you explain what is 

meant by “very limited evidence” in humans used in the final EFSA review? 

There are a series of published studies that indicate oxidative stress with regard to an 

exposure to glyphosate or to some formulations containing glyphosate. This is also true 

of very many environmental influences (including chemicals) and food components. As 

glyphosate was assessed as being non-carcinogenic, oxidative stress no longer needs to 

be regarded as a possible trigger mechanism. A classification and labelling of 

chemicals with regard to CMR properties (carcinogenicity, mutagenicity, reprotoxicity) 

is carried out on the basis of findings from animal testing or from epidemiological 

findings, but not on the basis of mechanisms. 

In the view of the Federal Institute for Risk Assessment (BfR), issues concerning the 

statements in assessments made by the European Food Safety Authority (EFSA) are 

generally to be addressed to and answered by the latter. Regardless of this, the BfR 

states the following in connection with this question:  
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The assessment of the epidemiological evidence is based on the fact that the majority of 

the studies did not discern any increase in the risk of cancer from an exposure to 

herbicides containing glyphosate. A few studies reported of indications regarding non-

Hodgkin lymphoma (NHL). These studies, however, were not able to exclude the 

possibility of influences from other (agro)chemicals or from co-formulants in plant 

protection products. Overall, the data situation was not sufficiently robust to conclude 

that glyphosate has a carcinogenic effect on humans. This is expressed by the wording 

chosen: "very limited evidence". The update on the Agriculture Health Study (Andreotti 

et al., 2018) has now confirmed that farmers do not have a higher risk in respect of the 

occurrence of NHL.  

71. Please can you explain where and how the how mechanistic evidence (oxidative 

stress, genotoxicity) and limited evidence for carcinogenicity of glyphosate in 

humans has been taken into account in the weight of evidence approach in an 

integrated matter, citing concrete examples?  

The "weight of evidence" approach means that results from a large number of studies, 

including from studies in freely available literature, some of which have contradicting 

results, are weighed against each other. A large number of additional factors also need 

to be take into account, such as those described in the "Guidance on the Application of 

the CLP Criteria" in accordance with point 3.6.2.2.4-6. The BfR followed these 

stipulations, in particular in drawing up the addendum and the CLH dossier. 

In other respects, the Federal Institute for Risk Assessment (BfR) draws attention to the 

RAC opinion (Risk Assessment Committee) of March 2017, which is supported by the 

BfR (see https://echa.europa.eu/de/-/glyphosate-not-classified-as-a-carcinogen-by-

echa). 

Historical Controls in the case of BfR’s assessment of active substance glyphosate 

We will not deal in detail with questions 72 - 85, as the topics addressed (use of historical 

control data, limit doses, suitability of statistical tests) has been discussed extensively and 

on many occasions and taken into account in the assessments of the BfR (addendum to the 

RAR, CLH dossier) and in those of the EFSA and the ECHA, including in the reply to the 

"Open Letter" of Dr. Portier to the President of the EU Commission (see question 31). 

72. Did BfR follow OECD’s recommendation (Guidance No. 116 of 2012) to use the 

median and interquartile ranges of historical control data rather than the 

arithmetic mean and the simple range? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

No. Overall, historical control data played only a marginal role in the assessment, as 

on the one hand preference is to be given to a comparison with the current control 

group, and on the other the existing historical control data often do not meet the 

current requirements (inter alia the same laboratory, the same animal phyla, the same 

gender, the studies being carried out at the same time). Moreover, the parameters 

referred to in the question ("median", "interquartile ranges") are often not provided. 
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73. Do you agree that the following statement (derived from glyphosate RAR, volume 

3.B.6., page 528) indicates that one of the studies had a control group incidence of 

19.23% and that other 8 studies had a control group incidence of 6% or lower?  

“In male mice, the total incidence of malignant lymphoma in control groups varied 

considerably, ranging from ca 4 (actually 3.58) to ca 19 % (19.23). In fact, 8 of 9 

studies had a control incidence below 12 % (6 % or lower) as observed now at the top 

dose level but, in principle, this incidence fell into the historical control range.” 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

This is accurate. It is also accurate that 12% lies between 3.58 and 19.23%. The 

statement by the Federal Institute for Risk Assessment (BfR) is consequently completely 

clear. 

74. Do you agree, if the interquartile range as recommended by OECD would have 

been applied by BfR, that it would be wrong to state that the “incidence fell into 

the historical control range”? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

This would be possible in individual cases, but would have had no influence on the 

result of the assessment. 

75. Do you agree that the following statements are inappropriate since a comparison is 

being made to an 18-month study using historical control data from studies of 24 

months (taken from RAR, volume 3.B.6., page 517): 

“Nine long-term studies were included which had been conducted in the same mouse 

strain between 2000 and 2010. The study duration was 104 weeks and, thus, longer 

than in the study that was under evaluation here. In total, 768 control mice (sexes not 

distinguished) had been examined. Malignant lymphoma was found in 63 animals, i.e., 

in 8.2%. (In the submitted document, 12.63% was mentioned but this must be wrong if 

the whole number of animals under examination is taken into consideration.) In line 

with that figure, the mean study incidence for this tumour type was 7.51% with a 

standard deviation of 6.61 pointing to a large variation. In the individual studies, the 

lymphoma rates ranged from 0 to 32%. Based on this data, the incidences of malignant 

lymphoma in all groups in the study with glyphosate by [NAME REDACTED] (2009, 

ASB2012-11492) were within the historical control and the incidence of slightly below 

10% in top dose males (even if compared to 0% in the concurrent control) was of no 

concern.” 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 
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No. This is a transparent description of the available data situation with all its 

uncertainties, including the limitations raised by the questioner. 

76. Would you also agree that the text given below (taken from RAR, volume 3.B.6., 

page 517) is misleading in that it unnecessarily combines both 18- and 24-month 

controls when the document reports the tumor counts for 8 18-month studies 

with values of 1/60, 3/60, 2/60, 2/60 0/50, 4/60, 0/50 and 0/60 and three 24-month 

studies with control incidence of 0/110, 5/49, 1/75, 3/60, and 0/70?  

“Giknis and Clifford (2010, ASB2015-2529) reported data from a total of 13 (males) or 

14 studies (females) with a duration between 78 and 104 weeks that had been 

performed between 2002 and 2006 by . (Also this data was submitted by GTF following 

PRAS 125 meeting.) In males, malignant lymphoma was more rarely seen than in 

females since tumours of this type were found in the control groups in 8 out of 13 

studies only with a minimum study incidence of 1/75 and a maximum one of 5/49 

closely resembling that one at the top dose level of the (2009, ASB2012-11492) study 

with glyphosate.” 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

No. This is also a transparent description of the available data situation with all its 

uncertainties, including the limitations raised by the questioner. 

77. Please can you explain the value of presenting the compilation of historical control 

data from January 1987 to December 1996 from 7 different laboratories used for 

studies including a study started after September 2009 to evaluate statistically 

significant tumor findings when historical control data are available from the 

same laboratory and the same strain of mice conducted within 5 years of the study 

under consideration as recommended by OECD Guidance No. 116 and available 

for malignant lymphoma of the Sugimoto (1997) and the Kumar (2001) study? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

As already mentioned in the responses to questions 75-76, this is a transparent 

description of the available data situation with all its uncertainties, including the 

limitations raised by the questioner. 

78. Finally, why weren’t the data from Giknis and Clifford (2005) covering 26 18-

month studies from 1987 to 2000 ever considered since this study was mentioned in 

the open letter from Portier et al. (2015)? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 
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It is assumed that this question refers to Dr. Portier’s "open letter" to Mr. Andriukaitis, 

the responsible EU commissioner, of 27 November 2015. This "open letter" contains 

the above-mentioned reference (Giknis and Clifford, 2005). At the time of the 

publication of the "open letter", the Federal Institute for Risk Assessment (BfR) had 

already, several months previously, submitted its contribution to the final German 

assessment report (RAR), including the addendum. It was not, therefore, possible to 

incorporate the data referred to in the RAR. It would have been helpful if Mr. Portier 

had fed these data into the "public consultation" in 2014.  

The BfR did, however, take these data into account accordingly when drawing up the 

CLH dossier in 2016. The Risk Assessment Committee (RAC) of the European 

Chemicals Agency (ECHA) had been presented with the BfR's assessment. The RAC 

decided independently on the basis of the respective studies (see 

https://echa.europa.eu/de/-/glyphosate-not-classified-as-a-carcinogen-by-echa). The 

accusation that these data were ignored is consequently not justified. 

Limit dose of 1,000 mg/kg 

79. What are BfR’s justification to apply a limit dose of 1,000 mg/kg which, when 

exceeded, was used by BfR to dismiss statistically significant tumour findings in 

carcinogenicity studies of glyphosate in mice? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

Reference is made to the fact that the assessment of the toxicological properties of a 

substance is not based exclusively on statistical relevance but also on biological 

relevance. This includes taking into account the doses at which certain effects occur 

and the difference between these and the limit values or the expected exposure. It is not 

accurate to say that the Federal Institute for Risk Assessment (BfR) would ignore 

statistically significant tumour findings or tumour findings in doses above 1000 mg/kg 

body weight. 

80. Do you agree that a limit dose of 1,000 mg/kg by OECD guidelines and guidances 

explicitly relates to chronic toxicity and not to carcinogenicity?  

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

The Federal Institute for Risk Assessment (BfR) does not disagree with the statement 

made in the question. 

81. Do you agree that the wording below (taken from OECD guidance 453) does not 

preclude the use of a dose higher than 1000 mg/kg/day and that previous versions 

of this guidance allowed doses in excess of this amount up to 5% of the diet in the 

mice? 

“For the chronic toxicity phase of the study, a full study using three dose levels may not 

be considered necessary, if it can be anticipated that a test at one dose level, equivalent 
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to at least 1000 mg/kg body weight/day, is unlikely to produce adverse effects. This 

should be based on information from preliminary studies and a consideration that 

toxicity would not be expected, based upon data from structurally related substances. A 

limit of 1000 mg/kg body weight/day may apply except when human exposure indicates 

the need for a higher dose level to be used.” 

The Federal Institute for Risk Assessment (BfR) does not disagree with the statement 

made in the question. Taking into account the human exposure that is potentially to be 

expected, there would have been no reason to exceed the dose of 1000 mg/kg body 

weight. It is assumed that the dose was chosen in order to be able to observe any effects 

at all. We refer as well to the answer to question 79. 

Trend Tests versus Pairwise Comparisons 

82. Do you agree with the following statement from the U.S. EPA Guidelines for 

Carcinogenic Risk Assessment (2005)? 

“Trend tests and pairwise comparison tests are the recommended tests for determining 

whether chance, rather than a treatment-related effect, is a plausible explanation for an 

apparent increase in tumor incidence. A trend test such as the Cochran-Armitage test 

(Snedecor & Cochran, 1967) asks whether the results in all dose groups together 

increase as the dose increases. A pairwise comparison test such as the Fisher exact test 

(Fisher, 1950) asks whether an incidence in one dose group is increased over the 

control group. By convention, for both tests a statistically significant comparison is one 

for which p is less than 0.05 that the increased incidence is due to chance. Significance 

in either kind of test is sufficient to reject the hypothesis that chance accounts for the 

result.” 

The Federal Institute for Risk Assessment (BfR) is aware of the statement by the U.S. 

EPA (United States Environmental Protection Agency) cited in the question. Please see 

also the answer to Question 32. 

We refer to the fact that the U.S. EPA, in its recently published assessment, also came 

to the conclusion that glyphosate did not have any carcinogenic potential for humans 

(see https://www.epa.gov/ingredients-used-pesticide-products/draft-human-health-and-

ecological-risk-assessments-glyphosate). 

83. Can you cite any guidance that states that a positive trend test result should be 

excluded if there are no positive pairwise comparisons? 

The Federal Institute for Risk Assessment (BfR) is not aware of any such guidelines. 

84. Can you cite any guidance that states that a trend test finding should be excluded 

if the data are not monotonic (showing dose-response that never goes down: 

monotonic - 2/50, 2/50, 3/50, 6/50; non-monotonic – 2/50, 1/50, 3/50, 6/50)? 

The Federal Institute for Risk Assessment (BfR) is not aware of any such guidelines. 

85. What led the BfR, in its report on glyphosate, to consider most independent 

studies revealing a reprotoxic, carcinogenic, or genotoxic effect of this substance as 

being of low quality? [Inofficial translation of the French original: Qu’est-ce qui a 

amené le BfR, dans son rapport sur le glyphosate, à considérer la plupart des 
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études indépendantes révélant un effet reprotoxique, cancérogène, ou génotoxique 

de cette substance, comme étant de faible qualité ?] 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). Regardless of this, the BfR states the 

following in connection with this question: 

In order to be able to use studies for the assessment of active substances or plant 

protection products, it is necessary, as a first step, to check their scientific suitability in 

respect of their relevance and reliability. In respect of the assessment of relevance and 

reliability as regards the active substance to be examined, the Federal Institute for Risk 

Assessment (BfR) used the method published in an international journal (Kaltenhäuser 

et al., (2017), Relevance and reliability of experimental data in human health risk 

assessment of pesticides, Regulatory Toxicology and Pharmacology, Volume 88, pp 

227-237). There is, for example, a lack of relevance if the substance to be examined 

was not the active substance glyphosate but instead a formulation or a product with an 

unknown composition. There are limits on the extent to which such studies can be used 

to assess the active substance glyphosate. 

For BfR and JKI: 

86. In Germany different agencies handle different perspectives of risk assessment. 

Would it make sense to combine those in one? Where do you see the advantages of 

being two separate agencies? 

In Germany, a total of 4 different authorities are involved in the approval and 

authorisation procedure. The lead authority is the Federal Office of Consumer 

Protection and Food Safety (BVL), which is also responsible for the risk management 

and the authorisation of plant protection products. 

In 2002, based on the organisational structure of the European Union, a strict 

separation of risk assessment and risk management was introduced. The structure of 

authorities in Germany is the result of a political decision and is therefore not to be 

questioned by the Federal Institute for Risk Assessment (BfR) as one of the authorities 

affected. The advantage of this structure is that the assessment tasks are carried out by 

specialised authorities that act on a purely scientific basis, independent of potential 

political, economic and social consequences, and have correspondingly trained 

technical staff that are also involved in other scientific research. 

87. Do you need more studies to assess a substance?  

The data requirements have been internationally coordinated and are laid down in EU 

Commission Regulations (EU) 283/2013 and (EU) 284/2013 and in a large number of 

guidelines and standards. It is also laid down that the assessment is to be made in 

compliance with the current state of scientific and technical knowledge and with 

consultation of the guidelines available at the time of the application. In addition to 

this, the requirements of animal welfare, in particular the reduction in the number of 

animal experiments and the introduction of alternative methods, are to be taken into 

account.  
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As the state of scientific and technical knowledge develops continually, more and more, 

and more recent, studies are required for the assessment. However, this is subject to the 

restriction described above that the catalogue of requirements can only be developed in 

a harmonised and coordinated manner. 

88. From a scientific point of view – does the current authorisation process make 

sense? 

The Federal Institute for Risk Assessment (BfR) does not question the current 

authorisation procedure. This relates both to the Community approval procedure for 

active substances and to the zonal procedure for the authorisation of plant protection 

products. It goes without saying that we are also aware of the general criticisms of the 

current procedure and believe there is further need for optimisation. From a scientific 

perspective, the essential element for the BfR is that a submitted application is assessed 

independently, objectively and transparently, taking into account the current state of 

scientific and technical knowledge and with consultation of the guidelines and scientific 

data available at the time of the application. This assessment must be carried out on the 

basis of the harmonised principles for the assessment and authorisation of plant 

protection products. Every Member State in the same zone must receive the opportunity 

to comment, and the comments must be taken into adequate account by the zRMS (zonal 

Rapporteur Member State) in its final assessment. Irrespective of this, the BfR deems it 

necessary to improve still further the application of the harmonised principles for the 

assessment, so that an even more harmonised level of authorisation is established in all 

Member States.  

For all experts: 

116. According to EFSA: “The integrity of the findings and raw data rely on the fact 

that the laboratories carrying out the tests are certified and audited under the GLP 

system”. How reliable is the certification of these laboratories, where the applicant 

is carrying out tests? Especially in light of the OECD’s good laboratory practices. 

The Federal Institute for Risk Assessment (BfR) agrees with the estimation of the 

European Food Safety Authority (EFSA) that the integrity of the results and raw data 

are based on the fact that the laboratories that conduct the tests are certified and 

audited in accordance with the GLP system (Good Laboratory Practice). The BfR is 

responsible for the harmonisation and coordination of the German GLP monitoring 

programme. The supervision of the GLP certification of the laboratories in Germany 

lies within the responsibility of the Federal Laender. In addition to the GLP 

certification of the laboratories that carry out the tests, it is, from the standpoint of the 

scientific assessment, particularly important, with regard to the use and acceptance of 

a study, that the reliability and relevance of the study results are assessed again 

separately. In respect of the assessment of relevance and reliability, the BfR published 

its approach transparently in an international journal (Kaltenhäuser et al., (2017), 

Relevance and reliability of experimental data in human health risk assessment of 

pesticides, Regulatory Toxicology and Pharmacology, Volume 88, pp 227-237). This 

article shows that every scientific publication or study is of relevance to the assessment 

of an active substance if the scientific quality of the data, which is examined and 

assessed in the reliability assessment, is documented. The reliability assessment of 
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"guideline-compliant studies“ (e.g. in accordance with OECD guidance documents 

(Organisation for Economic Cooperation and Development) and "Non-guideline 

studies" is explicitly discussed. This enables results from "guideline-compliant studies" 

and "non-guideline studies" to ultimately be taken into equal account in the assessment. 

117. Are these laboratories public or private bodies? Who is certifying them? Who is 

financing the certification? How can you ensure that the OECD’s good laboratory 

practices are actually applied? 

Please see the answer to Question 116. 

118. Can we presume that these laboratories are totally independent and reliable? 

Please see the answer to Question 116. 

119. In a recent debate on the re-approval of an active substance where the BfR has 

served as RMS there has been confusion and a broad debate about how the RMS 

conducts its assessment of the application. Could you therefore explain what rules 

are applicable for the RMS in the assessment of an application for the approval or 

re-approval of an active substance and how you applied these rules in the past? 

In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

The statement that the Federal Institute for Risk Assessment (BfR) assumed the role of 

the Rapporteur Member State (RMS) is incorrect. Instead, the BfR drew up, in 

accordance with the applicable statutory regulations, and in the same way as all other 

national authorities (Federal Office of Consumer Protection and Food Safety (BVL), 

Julius Kühn Institute (JKI), the German Environment Agency (UBA), its contribution to 

the reporting of the Federal Republic of Germany as the RMS. Germany, as RMS, took 

account of the requirements of Regulation (EC) 1107/2009 and the pertinent EU 

guidance documents. 

120. Could you please explain your specific role as RMS in the process of the 

assessment of an application for the approval or re-approval of an active 

substance? 

The Federal Institute for Risk Assessment (BfR) is, as part of the process of approving 

or renewing approval of active substances, responsible, in respect of drawing up the 

German assessment report, for the assessment of human and animal health, the 

avoidance of damage to health from pollution of soil, and the analytical methods for 

residues. 

121. Could you please explain what measures are in place to secure that you as RMS 

fulfilled your role adequately and how these measures were applied in the past? 
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When Germany acts as the Rapporteur Member State (RMS) in the procedure for 

approving or renewing approval of active substances, each of the authorities involved 

carries out the examination and assessment of the submitted application within the 

responsibilities assigned by law, in accordance with the pan-EU coordinated criteria 

and formats. In the case of the Federal Institute for Risk Assessment (BfR) - all areas of 

work - science, assessment, communication and administration - have been certified 

since 2010 in accordance with the quality standard DIN EN ISO 9001. In addition to 

this, the work areas science, assessment and administration have also been certified by 

TÜV Nord since 2010 in line with DIN EN ISO 9001:2008. The BfR's quality 

management system is inspected regularly during internal and external audits. In the 

audits, the BfR presents the organisation, implementation and documentation of its 

workflows. This leads to a continual improvement of all processes. With these 

certificates, the BfR provides international documentation of its particularly high 

scientific quality standards and demonstrates that the significant task of consumer 

health protection is taken seriously. 

122. In the light of recent experiences with the assessment of applications for the 

approval or re-approval of active substances and with their public perception, do 

you have specific recommendations on how to improve the system as well as 

communication to increase its comprehensibility and hence public trust? 

The Federal Institute for Risk Assessment (BfR) is, due to the Act establishing it and the 

fact that it is funded solely from public funds, an independent scientific institution. In 

addition to the regular work on approving or renewing approval of the active 

substances, the BfR collaborates constantly with the other assessment authorities in 

Germany in measures to improve the addressing of scientific results, in order to 

improve the public awareness of the assessment work and the communication with 

policy makers and the critical public. This includes increasing transparency in the 

assessment procedure and in expanding risk communication with the public. The BfR 

also supports the activity, initiated by the EU Commission, to set up a public study 

register for all studies used in the assessment. 

123. EFSA states that the Glyphosate Renewal Assessment Report portion of the 

Plagiarism Charge is not intended to represent "the actual risk assessment of 

glyphosate". The agency states that the rapporteur Member State must simply 

confirm whether, from its point of view, the search has been carried out correctly 

and that the information provided by the applicant in the field of scientific 

literature is accurate. Also, for what reasons did the BfR consider it necessary to 

insert directly, in its report, a hundred or so pages of text - if not more - from the 

documents provided by the manufacturers, since at this stage it was not a risk 

assessment? [Inofficial translation of the French original: L'EFSA affirme que la 

partie du Rapport d'évaluation du renouvellement du glyphosate visée par les 

accusations de plagiat n'est pas censée représenter « l'évaluation réelle du risque 

du glyphosate ». L'agence précise que l'État membre rapporteur doit simplement 

confirmer si, de son point de vue, la recherche a été effectuée correctement et que 

les informations fournies par le demandeur en matière de littérature scientifique 

sont exactes. Aussi, pour quelles raisons le BfR a-t-il jugé indispensable d’insérer 

directement, dans son rapport, une centaine de pages de texte - si ce n'est 

davantage - provenant des documents fournis par les industriels, puisque à ce stade 

il ne s’agissait pas d’une évaluation du risque ?] 
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In the view of the Federal Institute for Risk Assessment (BfR), questions regarding 

statements in the assessment reports of the European Community should be answered 

by the European Food Safety Authority (EFSA). The BfR also refers in this context to 

the preliminary remark on answering questions posed to the BfR. Regardless of this, the 

BfR states the following in connection with this question: 

As part of the re-approval of glyphosate, the Federal Institute for Risk Assessment 

(BfR) carried out an independent assessment regarding the relevance, the scientific 

quality and the significance in accordance with the statutory regulations for all GLP 

studies (Good Laboratory Practice) and scientific papers. The risk assessment was 

carried out independently. The BfR has responded to the accusations of plagiarism 

many times in the past (see:  

http://www.bfr.bund.de/de/presseinformation/2017/34/glyphosatbewertung__bfr_weist_

plagiatsvorwuerfe_zurueck-201885.html  

and  

http://www.bfr.bund.de/de/presseinformation/2017/40/haltlose_vorwuerfe_gegen_wisse

nschaftliche_bewertungsbehoerden-202011.html).  

Please see the answer to Question 60.  

The application for approval of active substances:  

124. On what basis do companies choose a rapporteur member state? 

The Federal Institute for Risk Assessment (BfR) has no knowledge in this regard. 

Irrespective of this, we refer to the following answer by the Federal Office of Consumer 

Protection and Food Safety (BVL). This was sent to the BfR by the BVL, in order to be 

able to provide a comprehensive answer to the questions of the committee. 

Answer by the BVL: "During the procedure for renewing the approval (renewal), the 

European Commission, on the other hand, distributes the active substances across the 

Member States based on a country quota that is proportional to the Member States' 

number of votes. Large Member States therefore automatically receive more active 

substances. 

125. The fact that a company can choose its country of origin as rapporteur member 

state for an application for approval in itself is not a problem, but what then do 

you propose to avoid any suspicion of collusion or favouritism? 

The Federal Institute for Risk Assessment (BfR) has no knowledge in this regard. 

Please also see the answer to Question 27. 

The draft assessments reports: 

126. In the case of glyphosate, the plagiarism of Monsanto's report by BfR, then 

EFSA, caused a scandal. In what proportions and for what type of information is 

the data provided by the company transferred? What is the added value of the BfR 

or EFSA report? 
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Please see the answer to Question 60. 

127. Does the applicant company submit an application in English or in the language 

of the reporting member state? Idem, is the report transmitted by the latter to 

EFSA in English or in the national language of the agency? 

The applicant is to submit the necessary documents in a standard format agreed upon 

EU-wide. The dossiers and study reports are to be presented in English. The report to 

be presented by the Rapporteur Member State (RMS) must also conform to a standard 

format. The language is English. The comments are also made in English. 

128. Since the EU pesticide regulation entered into force in 2011, public authorities 

must also include independent studies in the risk assessment of pesticides. 

However, according to the German BfR, manufacturers' studies are preferred 

because they correspond to the so-called "good laboratory practice" by contrast to 

other studies, for example from universities or other scientific institutes, who 

cannot match this standard even though they are working scientifically and submit 

themselves to a peer review process. 

The Federal Institute for Risk Assessment (BfR) rejects the claim implied in the question 

that GLP studies (Good Laboratory Practice) are preferred in the evaluation. 

Fundamentally, the relevance and reliability of studies must be able to be examined to 

determine their scientific suitability for the evaluation. The BfR published its approach 

for assessing relevance and reliability transparently in an international journal 

(Kaltenhäuser et al., (2017), Relevance and reliability of experimental data in human 

health risk assessment of pesticides, Regulatory Toxicology and Pharmacology, Volume 

88, pp 227-237). This article shows that every scientific publication or study is of 

relevance to the assessment of an active substance if the scientific quality of the data, 

which is examined and assessed in the reliability assessment, is documented. The 

reliability assessment of "guideline-compliant studies“ (e.g. in accordance with OECD 

guidance documents (Organisation for Economic Cooperation and Development) and 

"Non-guideline studies" is explicitly discussed. This enables results from "guideline-

compliant studies" and "non-guideline studies" to ultimately be taken into equal 

account in the assessment. 

129. To what extent does the requirement of "good laboratory practice" limit the 

independence and breadth of the studies used? Are there alternatives to using this 

practice? 

In addition to the GLP certification (Good Laboratory Practice) of the laboratories that 

carry out the tests, it is, from the standpoint of the scientific assessment, particularly 

important, with regard to the use and acceptance of a study, that the reliability and 

relevance of the study results are assessed again separately. In respect of the 

assessment of relevance and reliability, the Federal Institute for Risk Assessment (BfR) 

published its approach transparently in an international journal (Kaltenhäuser et al., 

(2017), Relevance and reliability of experimental data in human health risk assessment 

of pesticides, Regulatory Toxicology and Pharmacology, Volume 88, pp 227-237). This 

article shows that every scientific publication or study is of relevance to the assessment 

of an active substance if the scientific quality of the data, which is examined and 

assessed in the reliability assessment, is documented. The reliability assessment of 

"guideline-compliant studies“ (e.g. in accordance with OECD guidance documents 
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(Organisation for Economic Cooperation and Development) and "Non-guideline 

studies" is explicitly discussed. This enables results from "guideline-compliant studies" 

and "non-guideline studies" to ultimately be taken into equal account in the assessment. 
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PEST COMMITTEE MEETING OF 15 MAY 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES - 
APPLICATION FOR APPROVAL OF ACTIVE SUBSTANCES AND 

DRAFT ASSESSMENT REPORTS

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 15 May, a public hearing with four invited
parties on “EU authorisation procedure for pesticides - Application for approval of active
substances and Draft assessment reports” will take place.

To prepare for this public hearing, political groups have submitted the following questions
by Members of the PEST committee. We would kindly ask the invited parties to provide
written answers to these questions, which address many of the topics at stake, by 14 May
2018, 12.00 h to the PEST Committee Secretariat pest-secretariat@europarl.europa.eu

  

For Mr. Helmut BURTSCHER (Global 2000):

1. Is it correct that Maximum Residue Levels (MRLs) and Import Tolerances are so
strict that they are set to ensure that there are no adverse health effects over a
lifetime  of  eating  food?  For instance,  a  recent  independent  study  in  Denmark
showed that the level of risk to health from total consumption of pesticide residues
in food is equal to drinking just one glass of wine every seven years. 

Certainly, as consumers we expect that there will be no adverse health effects arising from
pesticide  residues  on our  daily  food.  This is  the reason why MRLs are set  by the EU.
However,  there  are  two key issues,  which  mean that  we cannot  really  be  certain  to  be
protected.  

Firstly, the reliability of these MRLs depends on the scientific accuracy and quality of the
risk assessment, that has been performed to establish the acceptable daily intake (ADI) and
acute reference dose (ARfD) for each pesticide and its breakdown products (“metabolites”).
Over the past 15 years, that I was dealing with pesticides and risk assessment, many such
“safe levels” had to be lowered significantly (by a  factor 10 or 100),  because the initial
assumptions they were based on, have proved wrong. 

It is indeed rather challenging, to assess the overall health risk posed by the daily intake of a
defined (small)  amount  of  a  single pesticide.  There  are  inherent  limitations  of  (animal)
models used for risk assessment that hamper our capacity to predict adverse health effects in
humans. Moreover, there are general limitations of our understanding of the biochemical
and immunological basis of adverse health outcome – for example in the field of endocrine
disorders. Additional weaknesses arise, if risk assessors – as it seemingly was the case with
glyphosate  –  base  their  judgements  and  conclusions  solely  on  studies  that  have  been
commissioned and submitted by industry. 

Secondly, the risk assessment is always done for individual substances and their breakdown
products. An assessment of the risk posed by the cocktail of pesticides and chemicals that
we are exposed to in real life – even on a single food – does not happen. This is despite the

1
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fact that EU Regulation 396/2005 provides that “known cumulative and synergistic effects”
must be considered “when the methods to assess such effects are available”. After more than
10 years, this is still not the case, apparently. 

Therefore, with very few exceptions, the determination of a safe level is based on animal
models where only the isolated substance is applied.  And the interpretation of the study
results is based on the assumption that there is no cumulative risk that arises from additive
or synergistic effects from other substances (“cocktail-effect”). 

These are only some reasons, why many scientists would be quite sceptical about the above
statement that compares the health risk posed by the pesticides in our food with “drinking
just one glass of wine every seven years.” 

In fact, this statement reminds me of a similar statement from the president of the BfR, Prof.
Andreas Hensel, who stated in March 2015 that in order to absorb quantities of glyphosate
which would be hazardous to health, an adult would have to drink about 1,000 litres of beer
per day. Hensel’s statement could only be correct,  if glyphosate was not genotoxic (and, in
this case, only if the safe level determined by BfR for glyphosate is correct and if there
aren’t  any  synergistic  effects  of  glyphosate  and  other  residues).  Because  for  genotoxic
substances, threshold values do not exist, and therefore a safe level cannot be established
(see BfR homepage : «Toxic Chemicals without a threshold value»1) That means that in this
case,  even very low doses  of  glyphosate  could  trigger  harmful  effect.  IARC has  found
« strong evidence » for the genotoxicity of glyphosate in the scientific literature, which the
BfR has failed  to  independently  assess.  (It  copy-pasted the assessment  of  this  literature
directly from the industry’s application dossier.) 

2. What holistic studies have been carried out on the environmental benefits of some
agricultural practices that use pesticides? For example, should the environmental
benefits for soil and reduced CO2 emissions from conservation agriculture or no-
till farming be considered in decision making?

I am not an expert in the field of agricultural cultivation methods and do not have special
knowledge on holistic studies on agricultural practices that use pesticide. 

Regarding  your  second question,  my opinion is  that  the  legal  framework laid  down in
Article  4 of the pesticide Regulation 1107/2009 (approval criteria  for active substances)
provides sufficient guidance for the decision-making in pesticide authorization: If an active
substance or plant protection product is sufficiently effective and does not have harmful
effects on human health, animal health, or unacceptable effects on the environment, then it
can be approved. It is not foreseen in the EU pesticide regulation that substances which do
not meet these criteria could be approved on the argument of any “environmental benefits”
that may arise. In my view, this is the right approach since the environmental benefit of not
using  pesticides  will  always  be  greater  than  that  of  using  pesticides.  (In  the  case  of
conservation agriculture, this also exists is an organic version, without glyphosate.) 

3. Is  it  true  that  organic  pesticides  can  be  less  safe  and  efficient  than  synthetic
pesticides? Please elaborate on the use of mechanical plant protection procedures
please with a focus on biodiversity. 

1  http://www.bfr.bund.de/de/toxikologische_beurteilung_von_chemischen_stoffen-70287.html
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Pesticides that can be used in organic farming – where no chemical-synthetic pesticides
are allowed – have to fulfil the same approval criteria, based on the same extent of
testing, as synthetic pesticides. Moreover, from what we know, the negative impact on
groundwater,  surface water,  biodiversity  and human health  from the use of  organic
pesticides applied in organic farming is definitely lower than the negative impact that
derives  from synthetic  pesticides  used  in  conventional  farming,  no  matter  whether
reference is made to the area or the yield.

What is also true, is that organic pesticides can be “less efficient” – and I would even
assume that on an average base this is the case. This is a major reason why organic
farming depends strongly on integrated plant protection measures. This includes - most
importantly  -  an intelligent  crop rotation which contributes  to biodiversity,  but also
mechanical  methods  which  are  not  prone  to  “drift”  like  pesticides,  making  the
protection of biodiverse strips easier.

4. Please  describe  your perfect  world  scenario  for an  absolute  independent  risk-

assessment and approval procedure for plant protection products. 

In  my “perfect  world  scenario”,  together  with  independency  and transparency,  also  the
efficiency  of  the  whole  system  –  including  its  costs  and  bureaucratic  burden  -  is  an
important  factor.  If  “absolute  independency”  would  mean  keeping  industry  and  private
laboratories out of the whole process, then I would not consider this as the priority goal.
Because  this  would  need  completely  new  structures  and  procedures  and  produce  an
enormous work load for the agencies.

However, it is also clear that the current system with its inbuilt conflicts of interest and the
secrecy of industry studies does not work, as the history of glyphosate has demonstrated
very  clear.  Therefore,  in  my book  “The  Glyphosate  Files  –  Smoke  and  Mirrors  in  the
Pesticide Approvals Process” I have postulated that: “[i]t is not necessary to reinvent the
wheel; it only needs minor adjustments. In essence, three changes can turn a malfunctioning
system into one that works properly: 

Change 1: Eradicating conflicts of interest in contracted laboratories

It  will  no  longer  be  manufacturers  who  commission  a  testing  institute  to  conduct  a
particular  study,  but  instead the independent  authority.  This will  ensure that the testing
institute’s  economic  success  is  determined  by  its  scientific  quality  and  the  price  for
conducting the study, rather than its likelihood of securing an approval.
Change 2: All regulatory studies to be made public

Regulatory  studies  must  appear  in  the  form  of  an  abstract  in  established  scientific
databases such as PubMed. At the same time, access must be provided to all the raw data
and study content. This will ensure that the content and results of regulatory studies become
part of the scientific discourse.

Change 3: The choice of authority is made independently

To date the manufacturer has been able to strategically decide on the EU country in which
it submits its application for approval. In future this decision must be made by others.
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The independence and transparency of scientific assessments, which these three principles
guarantee, must become a fundamental component of every hazard and/or risk assessment.
Studies carried out in secret and science that is paid for are no longer socially acceptable in
the 21st century. [..]»

5. After the IARC report on glyphosate, the BfR revised and re-analysed its report
with regard to the IARC assessment. This BfR-Addendum in the end was used by
the EFSA for the final assessment of glyphosate risks. Even though IARC (after
consulting  with  ,  JMPR,  US-EPA,  PMRA,  APVMA, the  Japanese  Food Safety
Commission,  the  New Zealand EPA,  and  ECHA agreed  that  glyphosate  is  not
carcinogenic and EFSA used this result as basis for its final report, some people
still argue that glyphosate should be banned.

 Who, if not the leading scientific organisations of the world, should assess and
approve a substance? 

I am not sure if I did understand this correctly: If this was meant to say that IARC, after
consulting  with  JMPR  and  other  organisations,  did  agree  that  glyphosate  was  “not
carcinogenic”, then I must correct this: IARC’s hazard classification is of course still valid.
In March 2015, glyphosate has been classified a probable human carcinogen (Group 2A ).
This classification since then is valid and has never been retracted. A second point that I
would like to correct: Most of the organisations you mentioned are not “leading scientific
organisations”, but regulatory authorities, sometimes under-staffed and – in spite of claims
to the contrary- potentially exposed to political pressure.

In contrast,  IARC is the most excellent  and experienced scientific body worldwide,  that
classifies substances according to their carcinogenic hazard since it was founded in 1965.
This might  be the reason why the EU’s regulation for classification and labeling (CLP-
regulation) No. 1272/2008 refers explicitly to IARC’s hazard categories for classifying the
evidence for carcinogenicity in humans and animals2. And as you know, these categories –
like  for example  sufficient  evidence  for  carcinogenicity  in  experimental  animals are  the
basis  for  the  hazard-based  Cut-Off-Criteria  in  the  EU’s  pesticide  regulation  (EC)  No.
1107/2009, which are meant to ensure a high level of protection for human health from
carcinogens, mutagens, reprotoxins and endocrine disrupters. 

According to these Cut-Off-Criteria, sufficient evidence for carcinogenicity in experimental
animals leads to a ban. This is a major difference between the legal approval system of the
EU and comparable  systems  in  other  regions  of  the  world.  Therefore,  it  is  not  always
suitable to compare the conclusions from different agencies without specifying if they are
oblidged to perform a risk assessment or a hazard assessment.

So, to answer your question: the assessment of the hazards and risks should be performed by
the competent authority (risk assessors). It must be independent, objective and transparent,
in line with the legal framework. In contrast, the approval should be in the hands of political
decision makers (risk managers) as forseen in the EU.

2   Regulation (EC) 172/2008:3.6.2.2. Specific considerations for classification of substances as carcinogens (L
353/104)
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6. You question the integrity of EFSA as well as that of other leading European and
American food, health and safety agencies on the basis, that you accuse them of
having  withhold  crucial  information.  At  the  same  time  you  base  your
argumentation on the findings of the IRAC study. However,  the IARC study is
itself contested by others and accused of withholding information. 

 My question is: who should we listen to?

Please let me first make the following important correction: I and my colleagues did not
base  our  argumentation  on  the  IARC  study.  Instead,  we  base  critique  on  EFSA’s  and
ECHA’s own benchmarks  in particular  the OECD Guidance No. 116 and ECHA’s CLP
guidance.  I  think our findings could be of interest  to the PEST committee,  because we
identified 5 important violations and disregards of these benchmarks which then enabled the
dismissal  of  IARC’s  conclusion.  For  detailed  explanation,  please  see  our  recent  peer-
reviewed publication3

IARC’s cancer assessment is based on published studies and therefore everyone is able to
scrutinize IARC’s assessment. BfR did that in August 2015 and declared in it’s Addedndum
that  IARC’s cancer assessment and classification of glyphosate was in line with the criteria
laid down in IARC’s preamble (criteria that by the way are not so different from the EU’s
criteria for hazard classification according to the CLP-regulation)

I am not aware of any information that has been withheld by IARC, but I know about
accusations concerning the Agricultural Health Study (AHS) that were already proved to be
wrong. If it is that what you have heard or read about: The truth is quite simple. IARC has
considered all relevant parts of the AHS that were published in early 2015 when IARC
evaluated  glyphosate  (which  is  in  line  with  IARC’s  preamble).  And  already  then,  the
outcome of the AHS was a “null-finding” - not indicating an increased risk of NHL with
glyphosate.  This  result  has been considered together  with the results  of other  available
epidemilogical  studies  in  a  meta-analysis.  This  meta-analysis  showed  a  statistically
significant increase of NHL in humans exposed to glyphosate. IARC concluded from all
these  epidemiological  studies  (including  the  AHS-null  finding!)  that  there  is  limited
evidence for cancer in humans.

7. What kind of science would you consider as reliable?

The science that I consider reliable is:

 based on the use of the most appropriate and sensitive methods

 performed by experts in the specific field of research

 performed in an environment that is free from vested interests and conflicts of interest

 peer-reviewed by independent experts 

 transparent and open to public scrutiny 

 verified by independent replication

3   http://jech.bmj.com/cgi/rapidpdf/jech-2017-209776?ijkey=N3VaQ1cxzKxnRF6&keytype=ref
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 following its own rules and guidelines 

Or  in  shorter  words:  Reliable  science  is  based  on  an  “independent,  objective  and
transparent assessment in the light of current scientific and technical knowledge  », as it is
demanded in Article 11 of the pesticide regulation (EC) No. 1107/2009.

8. In your book, you have repeatedly referred to an industry-sponsored literature
review,  Kier & Kirkland 2013, which was submitted by industry and taken on
board uncritically by BfR then EFSA. It even seems that EFSA added a reference
to Kier & Kirkland 2013 in the genotoxicity section of the RAR, not realising the
text above was exactly the same... Can you tell us more about what has become
known as the “copy and paste” scandal?

Yes, this is certainly one of the most grotesque outcome of BfR's copy & paste practice: the
paragraph you mentioned is  about  “considerations”  on how to assess the reliability  and
relevance of independent published studies that deal with glyphosate’s genotoxicity: In the
Addendum of  the  RAR from August  2015,  these  considerations  were  presented  as  the
considerations  of  Kier  &  Kirkland4,  the  authors  of  the  GTF-sponsored  review  on
glyphosate’s genotoxicity from February 2013. Interestingly, in the interim RAR from Dec.
2013 the identical considerations had been already presented as the considerations of the
authority, BfR5. But neither Kier and Kirkland had copy-pasted from the BfR, nor had BFR
copy-pasted from Kier & Kirkland. But both, BfR and Kier & Kirkland have copy-pasted
from  the  GTF’s  dossier  (submitted  to  BfR  in  May  2012).There  you  find  the  identical
“considerations” in the chapter “Literature Review of Genotoxicity Publications”6  

Interestingly, both, the agency and Kier & Kirkland have maintained that their assessments
and conclusions are independent of those of the GTF. Kier & Kirkland have stated in their
review that they had “sole responsibility for the writing and content of the paper and the
interpretations and opinions expressed in the paper are those of the authors and may not
necessarily be those of the GTF”.  But contrary to that,  huge parts  of their  review were
directly  copy-pasted from the chapter  on the  Scientific Literature on Genotoxicity in the
GTF’s dossier. 

But whilst Kier & Kirkland’s review still contains parts that have not been copy-pasted from
the GTF-dossier, this is not the case with the chapter “published studies (since 2000)” in
BfR’s report. BfR has copied every sentence of this 43 page chapter directly from the GTF-
dossier. This includes not only the description and discussion of more than 70 published
studies on genotoxicity but – and this is most problematic – also their assessment. This is
even more worrying, since most of these studies are reporting DNA-damage,  caused by
glyphosate or glyphosate base herbicides, but none of them has been assessed as reliable or
relevant by GTF. 

9. Following  the  evidence  of  Monsanto's  ghost-writing  practice  in  the  Kier  &
Kirkland study, would you agree that the report should be revised by excluding
this study?

4  Final addendum to the RAR: Glyphosate, Addendum 1 to RAR, Assessment of IARC Monographs, Volume 
112 (2015): Glyphosat (page 4.203 of 4.322)
5 Final addendum to the RAR: 6.4.8.2 General review and analysis considerations  (page 911 of 4322)
6 GTF-dossier: Doc M, Point 5, Toxicological and Toxicokinetic Studies; 4. Literature Review of Genotoxicity 
Publications; 2. General review and analysis consideration (page 886)
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In my opinion, there are many reasons that invalidate BfR’s cancer assessment, since it is
based  on  the  misinterpretation  of  published  studies  from  independent  scientists  and
regulatory studies provided by the applicants. But most of these failures had already been
manifest when the review of Kier and Kirkland was introduced into the RAR. And much of
Kier & Kirkland’s reasonings why glyphosate would be not genotoxic has already been  part
of industry’s dossier which was copy-pasted by both. Therefore, I do not believe that Kier
and  Kirkland’s  review  had  great  impact  on  the  BfR’s  assessment  of  genotoxicity.  But
without a doubt, the way how it was integrated into the BfR’s assessment emphasizes the
general weakness and inaccuracy of BfR’s work when assessing the carcinogenicity and
genotoxicity of glyphosate.

10. EFSA's  Director  of  Pesticides,  Jose  Tarazona,  has  rejected  the  reproach  of
plagiarism  (copy  &  paste)  in  the  "Monsanto  Hearing"  to  the  European
Parliament. This would come from people who would not understand the process.
Tarazona  pointed  to  examples  in  the  evaluation  report,  in  which  independent
comments and assessments were identified by the authority. What do you think?
So it was not just the assessments of the applicants that were copied?

Jose Tarazona’s  presentation  at  the European Parliament’s  Monsanto hearing was in my
opinion clearly misleading: Because Trazona took his examples  to reject the reproach of
plagiarism selectively from those parts of the RAR that are not subject to the reproach of
plagiarism, namely the chapters dealing with industry studies. This is, where Mr. Tarazona
got his examples from, pointing to “independent comments” from BfR that followed after
the  conclusions drawn by GTF.

In  contrast,  the  reproach  of  plagiarism  (copy  &  paste  and deception  about  the  true
authorship) focuses on the chapters in which the scientific literature on carcinogenicity7,
Genotoxicity8, and reproductive toxicity9 is described and assessed. These chapters and not
other chapters are therefore the subject of Stefan Webers expertise on plagiarism10. 

Interestingly,  when  a  german  journalist  asked  Mr.  Tarazona  to  explain  where  these
“independent  BfR comments”  could  be  found  in  these  chapters,  Tarazona  changed  the
argument and declared that the “relevant elements” are contained in Volume 1 of the RAR,
and there would be “no copy and paste in volume 1”. But even this has proved to be a false
statement, as the journalist demonstrated in his TV-report11: Even in “Vol. 1 - Report and
Proposed Decision”, huge parts of the discussion about carcinogenicity have been copied
from industry’s dossier. The TV-report (5 min) including the interview with Jose Tarazona
can be watched here: https://www.youtube.com/watch?v=GBp_KNwX0qs

 

11. The  BfR  first  reported  eight  statistically  significant  tumor  findings  in  mouse
studies  in the addendum (dated August 31,  2015).  In the previous BfR reports
(Dec. 2013 and March 2015), there was only one single report. The BfR explained
this by saying that it had "initially relied on the statistical evaluations contained in

7  B.6.5.3 Published data on carcinogenicity (released since 2000): page 1040 of 4.322
8   B.6.4.8 Published data (released since 2000): page 909 of 4.322
9  B.6.6.12 Published data (released since 2000:  page 1181 of 4.322
10  https://www.global2000.at/sites/global/files/Expert%20Opinion%20Glyphosat%20Plagiarism
%20English.pdf
11 https://www.youtube.com/watch?v=GBp_KNwX0qs
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the  original  reports  of  the  implementing  laboratories.  How  do  you  assess  this
statement or justification of the authority?

The authority is obliged to perform an independent, objective and transparent assessment.
Reliance  on  the  information  from industry  and  the  statistical  evaluations  performed  by
industry’s  contract  laboratories  is  not  what  I  would  call  an  independent,  objective  and
transparent assessment.

What  I  find  most  worrying,  is  that  the  RAR from March  2015,  which  –  according  to
Christopher  Portier  –  failed  to  identify  80  percent  of  the  statistical  significant  tumour
frequences that are contained in industry’s raw data, would have been the last word, if IARC
would not have come up with a cancer assessment on glyphosate.

12. As a representative and member of Global 2000/Friends of the Earth Austria/Stop
Glyphosate!  Citizens’ Initiative,  you have  raised  a  number of  criticisms of  the
regulatory process for pesticides in general, particularly with regard to last year’s
glyphosate re-approval. What practical alternatives do you suggest?

Introducing  transparency  and  eradicating  build-in  conflicts  of  interest  in  the  approval
system. More details in this can be found in my answer to question 4.

13. The PEST committee in its meeting with the Commission and EFSA has already
raised the issue of industry funding for research used in the approval process. It
was put to EFSA that this model should be revised and instead all studies should
be financed through public money, e.g. by EFSA themselves. The representatives
from EFSA expressed the view that this would support increased industry profits,
as  the  burden of  scientific  proof  would  shift  from the  economic  operator who
benefits  from the approval  to the regulatory authority.  Do you agree  with this
view?

I share EFSA’s view that studies which must be conducted to define if and under which
conditions a substance meets the criteria for approval, should be paid by the applicant.

Nevertheless, the choice of the performing laboratory, should shift from industry to a public
authority. As long as the performing private contract laboratory is paid  and chosen by the
applicant, the inherent conflict of interest of the applicant will also be the conflict of interest
of  the  performing  contract  laboratory,  which  could  lead  to  biased  interpretations  and
evaluations of the study results.

14. Since December last year Bayer has published studies used in the authorization
process  on its  own transparency platform.  Has the information that has been
made  available  on  this  platform  been  assessed  by  Global  2000/Friends  of  the
Earth?  Do  you  believe  the  information  supplied  by  Bayer,  in  this  instance,  is
sufficient? How should initiatives like this be used to improve the proposal for a
Register of Studies? 
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In my opinion, the publication of industry studies should be proactive, at an early stage of
the approval process, and on a legal basis, as it is foreseen in the COM’s proposal for more
transparency presented in mid-April. 

15. Regulation  (EC)  1107/2009  states  its  purpose  is:  “to  ensure  a  high  level  of
protection of both human and animal health and the environment and at the same
time to safeguard the competitiveness of Community agriculture”.  How do you
think that each of these objectives are met and what could be done to further their
attainment?  

The  hazard-based  approach  for  regulating  carcinogenic,  mutagenic,  reprotoxic  and
endocrine  disrupting  pesticides  as  well  as  the  mandatory  consideration  of  the  scientific
literature are two major improvements in Regulation (EC) 1107/2009 with great potential to
enhance the level of protection for health and the environment. But the case of glyphosate
has  demonstrated  that  both,  the  hazard  assessment  and  the  evaluation  of  the  scientific
literature have not been conducted in line with the legal requirement of an independent,
objective and transparent assessment, based on  scientific principles. 

Enhancing the independence and transparency of the approval process (as described in my
answer to question 4.)  could help to improve the quality of the risk assessment. 

When we talk about competitiveness of Community agriculture, we must be aware that the
goal  of  a  high  level  of  protection  can  only  be  reached,  when  pesticides  that  pose
unacceptable risks for health and environment or do not meet the hazard based approval
criteria, are restricted or banned. This will of course lead to an agriculture that on the one
hand must do without certain hazardous pesticides but on the other hand is healthier for
farmers,  consumers  and  the  environment.  How  this  impacts  the  competitiveness  of
Community  agriculture  depends  on  many  factors,  some  of  them  can  be  influences  by
politics and society.

16. In how many animal studies in total the mice developed malignant tumors, and
how  many  studies  are  needed  to  trigger  a  refusal  of  the  authorisation  of
glyphosate? Do you think that the case of glyphosate is unique or this may be
happening with other pesticide active ingredients?    

The authorities recognized significantly increased tumor incidences in 5 out of 5 long-term
carcinogenicity studies in mice, and 2 out of 7 studies in rats, with a total of 11 statistically
significant  increased tumour incidences (according to the CLH Report12).  Based on this,
there  was for  instance  a  statistically  significant  increase  in  3/5  mouse studies  for  renal
tumors,  3/5  mouse  studies  for  malignant  lymphomas  and  in  2/5  mouse  studies  for
haemangiosarcoma. After a re-analysis of the original study data, which have been disclosed
by EFSA in response to a request from Green MEPs, 8 further significant increases became
evident. These were not considered by the authorities. 

It should be noted that in sharp contrast to this, in the RAR from March 31, 2015 – which
has been already peer-review by EFSA and member states - the authorities had concluded
that only one out of five mouse studies showed a statistically significant increase in tumours
(malignant lymphoma), which would have been “clearly confined to this  single study” and

12  https://echa.europa.eu/documents/10162/13626/clh_report_glyphosate_en.pdf
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“not  reproducible  in  four  other  studies”.  Based on  this  assumption,  the  authorities  had
already then declared, that classification of glyphosate for carcinogenicity is not warranted.

To  answer  your  second  question:  While  the  European  pesticide  regulation  1107/2009
prohibits  in  principle  the  marketing  of  a  pesticide  classified  as  a  presumed  human
carcinogen (category 1B), its classification is governed by the CLP Regulation 1272/2008.
According to this regulation, a chemical is classified as a category 1B carcinogenic hazard
(presumed  human  carcinogen)  if  there  is  ‘sufficient  evidence  of  carcinogenicity’  in
experimental animals. In its Article 3.6.2.2.3.b, ‘sufficient evidence’ is defined as a causal
relationship  that  has  been  established  between the  agent  and  an  increased  incidence  of
malignant neoplasms or an appropriate combination of benign and malignant neoplasms in
at least two independently conducted valid animal studies.

To answer your third question: I think it would be interesting and important to scrutinize
renewal assesment reports on active substances that are different from glyphosate and have
been approved already under regulation (EC) No. 1107/2009. Only by doing so we will find
out if the case of glyphosate is unique or not.

 

17. The Monsanto Papers have shown that Monsanto 'helped' to write some of the
industry-sponsored  review  articles,  such  as  Kier  &  Kirkland  2013  about
glyphosate  genotoxicity.  In  your report  'Buying  Science'  you  mention  that  the
German glyphosate report (the Renewal Assessment Report) references this review
rather heavily. Do you think it is right for the authorities, in their role as RMS, to
include  such  industry-sponsored  reviews  in  their  assessment?  Should  they  not
rather ignore  these  reviews,  which EFSA says simply  'served to summarise  or
substantiate the industry position'? 

It is obvious that scientific publications sponsored by industry are by nature affected
with a strong conflict of interest. Despite that fact, BfR has heavily reffered to such
review articles in it’s RAR. For instance, the review from Williams, Kroes and Munro
(2000) that has been  sponsored by Monsanto and - according to the Monsanto Papers  -
ghostwritten  by  Monsanto  Scientists,  was  cited  39  times  in  the  46  page  chapter
“published  data  (since  2002)  on  the  scientific  literature  in  genotoxicity  alone.  The
review from Kier & Kirkland (2013) has been used by BfR to underpin their conclusion
that Glyphosate is not genotoxic, despite the fact that the vast majority of the scientific
literature on glyphosate and genotoxicity comes to the opposite conclusion (as IARC
does).

Monsanto-memorandums and E-Mails that have been unsealed in an US litigation against
Monsanto (the so called Monsanto Papers) provide an insight into Monsanto’s motive for
commissioning such reviews, described in the Global 2000 report “Buying Science”.13  

To answer your question:  For an independent  and objective assessment of the scientific
literature such industry-sponsored review articles are of no help and therefore should not be
considered for the approval decision.

18. At  the  PEST  Committee's  meeting  of  12  April  EFSA director  Bernhard  Url
mentioned  again  the  copying  from  the  industry  application,  claiming  it  was
normal process. Why do you think it is problematic? Would you agree that even if

13 https://www.global2000.at/sites/global/files/Glyphosate_and_cancer_Buying_science_EN_0.pdf
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the public authority's assessment concurs with that of the applicants, it shouldn’t
simply rewrite the text presented by the applicant?

The  fact  that  BfR’s  assessment  of  the  scientific  literature  on  carcinogenicity14,
genotoxicity15and reproductive toxicity16 (which covers more than a hundred studies) has
only been copy-pasted from industry’s evaluation is more than only “problematic”. In my
opinion  this  is  a  direct  violation  of  regulation  (EC)  No.  1107/2009,  that  demands  an
independent, objective and transparent assessment. And I agree: Copy-pasting (re-writing)
someone  else’s  assessment  without  mentioning  the  source  of  the  assessment  is  called
plagiarism and contrary to good scientific practice; authorities shouldn’t do that.

For all experts:

19. According to EFSA: “The integrity of the findings and raw data rely on the fact
that the laboratories carrying out the tests are certified and audited under the
GLP system”.  How reliable  is  the  certification of  these laboratories,  where  the
applicant is carrying out tests? Especially in light of the OECD’s good laboratory
practices.

This is not part of my area of expertise and I do not have a well-founded opinion on
that.

20. Are these laboratories public or private bodies? Who is certifying them? Who is
financing the certification? How can you ensure that the OECD’s good laboratory
practices are actually applied?

This is not part of my competence and I do not have a well-founded opinion on that.

21. Can we presume that these laboratories are totally independent and reliable?

These laboratories do have intrinsic conflict of interest, because they are owned or paid
by industry. Therefore, the direct opposite of “totally independent” can be presumed
and “totally reliable” cannot be presumed.

22. In a recent debate on the re-approval of an active substance where the BfR has
served as RMS there has been confusion and a broad debate about how the RMS
conducts its assessment of the application. Could you therefore explain what rules
are applicable for the RMS in the assessment of an application for the approval or
re-approval of an active substance and how you applied these rules in the past?

This is not part of my competence 

14  B.6.5.3 Published data on carcinogenicity (released since 2000): page 1040 of 4.322
15  B.6.4.8 Published data (released since 2000): page 909 of 4.322
16  B.6.6.12 Published data (released since 2000:  page 1181 of 4.322

11

Page 195 of 754



23. Could  you  please  explain  your  specific  role  as  RMS  in  the  process  of  the
assessment  of  an  application  for  the  approval  or  re-approval  of  an  active
substance?

This is not part of my competence 

24. Could you please explain what measures are in place to secure that you as RMS
fulfilled your role adequately and how these measures were applied in the past?

This is not part of my competence 

25. In  the  light  of  recent  experiences  with  the  assessment  of  applications  for  the
approval or re-approval of active substances and with their public perception, do
you  have  specific  recommendations  on  how  to  improve  the  system as  well  as
communication to increase its comprehensibility and hence public trust?

Disconnect  industry from testing  laboratory  by commissioning the tests  through
EFSA, make complete study reports accessible for the public. This will improve the
system and hence public trust: see also my answer to question 4.

26. EFSA states  that  the  Glyphosate  Renewal  Assessment  Report  portion  of  the
Plagiarism Charge  is  not  intended to  represent  "the  actual  risk  assessment  of
glyphosate". The agency states that the rapporteur Member State must simply
confirm whether, from its point of view, the search has been carried out correctly
and  that  the  information  provided  by  the  applicant  in  the  field  of  scientific
literature is accurate. Also, for what reasons did the BfR consider it necessary to
insert directly, in its report, a hundred or so pages of text - if not more - from the
documents provided by the manufacturers,  since at this stage it was not a risk
assessment?

[Inofficial translation of the French original: L'EFSA affirme que la partie du Rapport
d'évaluation du renouvellement du glyphosate visée par les accusations de plagiat n'est
pas censée représenter « l'évaluation réelle du risque du glyphosate ». L'agence précise
que l'État membre rapporteur doit simplement confirmer si, de son point de vue, la
recherche  a  été  effectuée  correctement  et  que  les  informations  fournies  par  le
demandeur  en  matière  de  littérature  scientifique  sont  exactes.  Aussi,  pour  quelles
raisons le BfR a-t-il jugé indispensable d’insérer directement, dans son rapport, une
centaine de pages de texte - si ce n'est davantage - provenant des documents fournis
par les industriels, puisque à ce stade il ne s’agissait pas d’une évaluation du risque ?]

On the first glance, one could think that this EFSA statement doesn’t make sense. But on the
second glance, I would say, it is even misleading: 

Those “portions” of the RAR that are under charge of plagiarism, are those chapters, where
hundreds  of  published  studies  about  glyphosate  and  cancer,  genotoxicity,  reproductive
disorders, and many other possible adverse health outcomes are discussed and evaluated
with regard to reliability and relevance. Therefore, what is under charge of plagiarism is
nothing less than the complete assessment of the scientific literature about glyphosate 
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Therfore, what EFSA’s statement is saying is that the assessment of the scientific literature
is not intended to represent the actual risk assessment of glyphosate. This is partly correct,
because  under  regulation  (EC)  1107/2009,  risk  assessment  must  be  based  on  both,
regulatory  studies  from  industry  and published  studies  from  independent  scientists.
Therefore, neither the assessment of the scientific literature nor the assessment of industry
studies alone, can be  “intended to represent” the  risk assessment of glyphosate.

But this doesn’t change anything about the fact that EFSA had a legal obligation to conduct
an  independent,  objectice  and  transparent  assessment  of  the  scientific  literature.  And it
does not answer the question, how EFSA did comply with this legal obligation. And it also
doesn’t answer the question for what reason the BfR has considered it necessary to insert
directly,  in its report,  a hundred or so pages of text - if not more - from the documents
provided by the manufacturers, without giving reference to the true authors, but claiming the
authorship for the authority.

The ansers to these questions, in my opinion are still open and should be found.

The application for approval of active substances: 

27. On what basis do companies choose a rapporteur member state? 

This is not part of my competence 

28. The fact that a company can choose its country of origin as rapporteur member
state for an application for approval in itself is not a problem, but what then do
you propose to avoid any suspicion of collusion or favouritism?

I disagree that “in itself (it) is not a problem” that companies can choose the RMS.
Instead, this should always be done at the European level, avoiding f.e. to choose RMS
were the industry is located (factory, main seat) which has submitted the application.

The draft assessments reports:

29. In the case of glyphosate, the plagiarism of Monsanto's report by BfR, then EFSA,
caused a scandal. In what proportions and for what type of information is the data
provided by the company transferred? What is  the added value of the BfR or
EFSA report?

The Final RAR consistst of about 4.322 pages. An in depth analyisis on plagiarism has
focused only on three sub-chapters (about 100 pages) dealing with published studies on
carcinogenicity,  genotoxicity  and  reproductive  toxicity,  localized  in  Vol.  3:  B.6.
Toxicology  and  metabolism of  thr  RAR.  The  expert  who  performed  the  analysis
concluded: „All in all, the writers of the report must be accused of significant  scientific
misconduct and of fulfilling all the definitional criteria of text plagiarism in the sense
of conscious deception about the true authorship.“ 

To my knowledge, approximately 900 pages of BfR’s assessment of Vol 3. B.6.
have not yet  been subject  to an in depth-analysis  on plagiarism until  now. First
screenings of other chapters on publishd studies dealing with harmful health effects
of  glyphosate,  revealed  comparable  copy-paste  practice  and the  absence  of  any
indication of an independent assessment or comment from the authority. This is also
true  for  parts  of  Volume 1 :  Report  and Proposed Decision of  the RAR, where
published studies are discussed.
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Those chapters of Vol 3 B.6 where industry’s studies are described and assessed, consist of
the description of the study (in case of rodent long-term cacinogenicity studies, this is in
average  5-6  pages)  which  has  been  copied  from  the  GTF-dossier.  This  description  is
followed by the conclusion of the notfiers (indicated as such). And this conclusion again is
followed by a commentary from the rapporteur member state (RMS), marked in italics. In
some cases,  where the RMS did not  agree with a  certain  aspect  of GTF’s  summary or
conclusion, this lead to changes in the document, that could be tracked. The same procedure
was applied during the peer review process when conclusions or considerations of he RMS
were ammended. 

In order to get a more comprehensive picture and clearer distinction between normal copy
& paste and plagiarism and possibly conscious deception about the true authorship of the
assessments, a more in-depth analysis would be necessary. 

To answer your question: With regard to the evaluation of the scientific literature, in my
opinion, there is no added value in the BfR or EFSA report, when compared to the industry
dossier. Quite the opposite: In the dossier, the GTF’s authorship is clear and even reference
to individual authors is made. But when you read the assessments of published studies in the
RAR, you will be mislead to believe that this is the assesssment of the authority, because all
references to the true authors had been removed.

30. Does the applicant company submit an application in English or in the language of
the reporting member state? Idem, is the report transmitted by the latter to EFSA
in English or in the national language of the agency?

This is not my competence.

31. Since the EU pesticide  regulation entered into force  in 2011,  public  authorities
must  also  include  independent  studies  in  the  risk  assessment  of  pesticides.
However,  according  to  the  German  BfR,  manufacturers'  studies  are  preferred
because they correspond to the so-called "good laboratory practice" by contrast to
other  studies,  for  example  from  universities  or  other  scientific  institutes,  who
cannot match this standard even though they are working scientifically and submit
themselves to a peer review process. To what extent does the requirement of "good
laboratory practice" limit the independence and breadth of the studies used? Are
there alternatives to using this practice?

The major objective for implementing GLP in the early 1980ies in the US, was to prevent
testing fraud, which has happened in the US on a huge scale in the 1970ies. GLP should
continue to be an obligatory standard for insdustry’s regulatory studies, maybe with more
frequent inspections. 

What is not acceptable and what is endangering the goal of the 1107/2009 to better protect
environment  and health  by also considering independent  science,  is  the current  practice
from industry and authorities to use the fact that academic reasearch is not performed under
GLP and also not according to OECD-test methods, as an argument to discard unpleasant
results  from  independent  science.  The  way  this  was  practiced  in  the  assessment  of
glyphosate did indeed limit the independence and breadth of the studies used, so that in the
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end, only industry studies were used, and independent literature was discarded either “not
reliable”  (in  most  cases)  or  scored  as  “reliable  with  restrictions”  (in  some cases).  This
practise  in  my opinion,  as  stated  before,   is  not  in  compliance  with the  1107/209,  that
demands authorities to perform an independent, objective and transparent assessment of the
scientific literature.

The exclusive reliance on GLP-studies, which are performed according to (mostly) narrow
OECD-guidelines,  reduces  the  scientific  quality  and rigor  of  the  approval  process  to  a
minimum.  Public  health  decisions  should be based on both:  on regulatory  GLP-studies,
which should follow appropriate protocols reflecting the state of the science (which is not
the case with all OECD-test methodes) and on industry-independent academic and public
research using state-of-the-art  techniques.  The limitations  of the dependence  to  GLP by
authorities has been well described by Peter Meyrs and colleagues using the example of
bisphenol A.17

17  “Why Public Health Agencies Cannot Depend on Good Laboratory Practices as a Criterion for Selecting 
Data: The Case of Bisphenol A”: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2661896/
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PEST COMMITTEE MEETING OF 15 MAY 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
APPLICATION FOR APPROVAL OF ACTIVE SUBSTANCES AND

DRAFT ASSESSMENT REPORTS

PREPARATORY QUESTIONS
ANSWERS BY JKI

In the context of the PEST Committee meeting of 15 May, a public hearing with four
invited parties on “EU authorisation procedure for pesticides - Application for approval of
active substances and Draft assessment reports” will take place.

To prepare for this public hearing, political groups have submitted the following questions
by Members of the PEST committee. We would kindly ask the invited parties to provide
written answers to these questions, which address many of the topics at stake, by 14 May
2018, 12.00 h to the PEST Committee Secretariat pest-secretariat@europarl.europa.eu

For BfR and JKI:

86. In Germany different agencies handle different perspectives of risk assessment.
Would it make sense to combine those in one? Where do you see the advantages of
being two separate agencies?

In Germany, a total of four different authorities are involved in the approval and
authorisation procedure for plant protection products and the active substances they
contain. The lead authority is the Federal Office of Consumer Protection and Food
Safety (BVL), which is responsible for the risk management and the authorisation of
plant protection products.

In 2002, based on the organisational structure of the European Union, a strict separation
of risk assessment and risk management was introduced in Germany. The structure of
authorities in Germany is the result of a political aim and is therefore not to be
questioned by the Julius Kühn Institute as one of the authorities affected. The advantage
of this structure is that the assessment tasks are carried out by specialised authorities
that act independently and on a purely scientific basis, and have correspondingly trained
technical staff who are also involved in other scientific research.

87. Do you need more studies to assess a substance?

The data requirements have been internationally coordinated and are laid down in EU
Commission Regulations (EU) 283/2013 and (EU) 284/2013 and in a large number of
guidelines and standards. It is also laid down that the assessment is to be made in
compliance with the current state of scientific and technical knowledge and with
consultation of the guidelines available at the time of the application. In addition to this,
the requirements of animal welfare, in particular the reduction in the number of animal
experiments and the introduction of alternative methods, are to be taken into account.
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As the state of scientific and technical knowledge develops continually, the assessment
requires an increasing number of studies and more recent studies. However, this is
subject to the restriction described above that the catalogue of requirements can only be
developed in a harmonised and coordinated manner.

88. From a scientific point of view – does the current authorisation process make
sense?

The Julius Kühn Institute (JKI) does not question the current authorisation procedure.
This relates both to the Community approval procedure for active substances and to the
zonal procedure for the authorisation of plant protection products. It goes without
saying that we are also aware of the general criticisms of the current procedure and
believe there is further need for optimisation. From a scientific perspective, the
essential element for the Julius Kühn Institute is that a submitted application is assessed
independently, objectively and transparently, taking into account the current state of
scientific and technical knowledge and with consultation of the guidelines and scientific
data available at the time of the application. This assessment must be carried out on the
basis of the harmonised principles for the assessment and authorisation of plant
protection products. Every Member State (MS) in the same zone must receive the
opportunity to comment, and the comments must be taken into adequate account by the
zRMS (zonal Rapporteur Member State) in its final assessment. Irrespective of this, the
Julius Kühn Institute deems it necessary to improve still further the application of the
harmonised principles for the assessment, so that an even more harmonised level of
authorisation is established in all Member States.

For Prof. Dr. Georg F. BACKHAUS (Julius-Kühn-Institut - JKI)

89. In Germany the risk assessment for environment and health risks are divided. The
JKI is assessing the impacts of substances on the environment. How do you assess
the risks on biodiversity and how do you see the difference of synthetic and
mechanical plant protection on biodiversity?

In Germany, the risk assessment is spread across three authorities. The assessment of
the effects of plant protection products on the environment and on human and animal
health is conducted by two separate authorities, the German Environment Agency
(UBA) and the Federal Institute for Risk Assessment (BfR). It is not correct that the
Julius Kühn Institute (JKI) is responsible for risk assessment in matters relating to the
environment. In Germany, the examination of biodiversity is classified as a matter
relating to the environment and is therefore the responsibility of the German
Environment Agency. The Julius Kühn Institute is therefore not able to say how the risk
to biodiversity is examined and assessed in the examination of active substances or in
the procedure for the authorisation of plant protection products.

The Julius Kühn Institute is the Federal Research Centre for Cultivated Plants in
Germany and also deals inter alia with issues of sustainable and biological plant
protection and with crop protection methods. In this context, the Julius Kühn Institute
would like to comment on whether we deem there to be a difference in terms of the
effects on biodiversity between the application of chemical and synthetic herbicides on
the one hand and of mechanical weed-control methods on the other. The analysis is
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intended to be restricted to weeds, as mechanical methods are almost exclusively used
for weed control and only to a very limited extent for insect control.

The aim of mechanical and chemical-synthetic weed control is to control undesired
plants in the production area that either constitute competition for crops or act as
disease vectors. In general, the effectiveness of chemical-synthetic weed control
(application of herbicides) is greater than that of mechanical weed control. It is thus
possible for more weeds to survive following mechanical weed control; this may have a
positive effect on biodiversity. In general, it can be said that both methods play a role in
reducing biodiversity in the production area.

Mechanical weed control is performed by carrying out soil-preparation measures
(between the harvest of a crop and the establishment of the next crop) or by consecutive
procedures carried out on the crop after emergence. Large-scale soil preparation, such
as seedbed preparation or stubble tillage, leads to a high level of weed control if it is
carried out under suitable environmental conditions and, possibly, repeated. If a high
level of weed control is achieved, the influence on biodiversity may be the same as the
effect of using a broad-spectrum herbicide such as glyphosate, as weed control is
applied to more or less all plants that emerge.

Within the crop, weeds can be controlled mechanically by harrowing, hoeing, finger
devices or brush devices or other mechanical tools. Some of these can be used both
intra-row and inter-row (e.g. harrowing), while others are restricted to inter-row use
(e.g. hoeing). The effectiveness of weed control depends greatly on the weather and soil
conditions and applying the weed control at the right time. Depending on the level of
weed control achieved, some weeds may survive mechanical weed control and
contribute towards greater biodiversity. This applies in particular to the intra-row weed
control in which weeds usually remain in the rows of crops. Whether these weeds are
able to provide food and habitat resources for higher trophic levels depends on the time
of harvest. However, selective synthetic herbicides used for a crop usually only cover a
limited range of weeds, and their application can therefore also lead to the survival of
some species. In practice, therefore, different selective herbicides are mixed by farmers
or applied one after the other, in order to achieve broad-range weed control. In such a
case, the level of weed control is very high and biological diversity is therefore reduced.
It is therefore recommended to use the concept of damage thresholds when controlling
weeds with herbicides; this concept consists in only controlling weeds if and to the
extent that this is economically meaningful. This concept tolerates a certain presence of
weeds which then contributes to biodiversity. Precision Farming also permits cuts to be
made in the use of herbicides, which can also be conducive to species diversity. The
aim of the Julius Kühn Institute is to make the use of plant protection products as
minimal and sustainable as possible in order to promote biodiversity.

90. In May 2015, the Commission asked BfR (and EFSA) to take the IARC’s scientific
opinion into consideration, notably with respect to its relevance for the European
risk assessment of glyphosate. While IARC considered glyphosate to be probably
carcinogenic to humans, BfR came to the conclusion that glyphosate is not
carcinogenic.

 Can you explain – in an easily understandable way – the differences in the
assessments carried out and why BfR/EFSA reached different conclusions than
IARC?
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This question is identical to question 22 (NB: this refers to question 1 of the questions
answered by BfR in EN). The Julius Kühn Institute (JKI) has no knowledge of this
matter.

91. Can you explain whether BfR/EFSA did not take into account relevant and
reliable scientific literature, which point to potential risks of glyphosate for the
environment and human health? Could you give example of such scientific
literature?

The Julius Kühn Institute (JKI) cannot judge whether BfR/EFSA have failed to take
sufficient account of relevant literature sources. This question must be answered by the
BfR and EFSA.

92. Do you believe that the principle of reversal burden of proof is consistent? Does it
allow for - together with OECD’s good laboratory practice – a reliable and
independent risk assessment?

The Julius Kühn Institute (JKI) is not sure what exactly the principle of the reversal of
the burden of proof is supposed to mean. The question is obviously being posed in a
specific situative context. The applicant must, by presenting suitable documents,
provide evidence that the conditions for approval and authorisation have been satisfied.
These documents must have been drawn up for the field of environment and health by
laboratories / institutions that possess GLP quality assurance certification. The Julius
Kühn Institute conducts an independent, objective and transparent assessment of the
submitted documents, taking into account the current state of scientific and technical
knowledge, and with consultation of the guidelines and accessible scientific data that
are available at the time of the application.

93. If not, how should the rules be adapted, in order to ensure a transparent,
independent and excellent risk assessment?

See question 7. The methodological foundations for carrying out tests to examine
effectiveness and phytotoxicity have been coordinated and harmonised in the procedure
within the EPPO in the form of standard guidelines drawn up by expert panels. These
guidelines have been, incidentally, published on the internet and in the EPPO bulletin
so that they are available to all.

94. The Institute was commissioned by the German Federal Government to examine
the impact of partial or complete abandonment of glyphosate application for
farmers in Germany. Can the Institute expand on its findings? Do the findings of
the Institute accord with other estimates of impacts? If not, what does the Institute
attribute the differences to?

In 2015, the Julius Kühn Institute (JKI) made an estimation of the consequences for
agriculture of partially or completely dispensing with the application of plant protection
products containing glyphosate. For the sectors "arable farming" and "permanent
crops", alternatives with an equivalent effect to the application of glyphosate were
identified in order to made a comparative economic analysis of the application of these
and the application of glyphosate.
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For arable farming, a distinction was made between "pre-sowing treatment"
(application shortly before sowing or, depending on the authorisation, also at the pre-
emergency stage shortly after sowing), "pre-harvest treatment" (application to the
growing crop shortly before harvest, siccation and / or weed control) and "post-harvest
treatment" (application after harvest, stubble treatment). As alternatives to the pre-
sowing and stubble treatment, additional mechanical soil-preparation procedures were
identified and taken into account in the calculations with different suppositions (number
of procedures, degree of effectiveness). It was not possible to find any alternatives to
the pre-harvest treatment. A comparison, in terms of economic excellence, between the
application of herbicides containing glyphosate and the possible alternatives was made,
in each case both for a cultivation system with a plough and for a cultivation system
without a plough and for the suppositions "with drying" of the harvested produce and
"without drying" of the harvested produce. In each case, crop cycles with
predominantly secondary season crops and predominantly first season crops were taken
into account.

The economic consequences in arable farming depend greatly on whether a single
additional soil preparation procedure can achieve an effect equivalent to glyphosate. In
this case, the mechanical weed control, through a single soil-preparation procedure, can
lead to an operational result that is identical or even better. The location, weather
conditions and cultivation methods are factors that have an important influence on the
economic implications of substituting glyphosate. Under unfavourable conditions,
when, despite 2 - 3 additional soil-preparation procedures, there are yield losses due to
weed competition, dispensing with glyphosate during stubble treatment in crop cycles
predominantly of secondary season crops led in the calculations to additional annual
costs totalling 55 - 89 €/ha, and dispensing with glyphosate during pre-sowing
treatment to additional costs of up to 100 € / ha. With an average contribution margin
for wheat (bread wheat) of 600 - 900 €/ha, the additional costs would make up
approximately 6 - 17% of the contribution margin.

With permanent crops (wine and apples, exemplary calculation for apples alone),
glyphosate is only applied for weed control in the tree rows or vine rows although, in
contrast to arable farming, the glyphosate is applied, either mainly or solely, to only
part of the area under crops (to about a third of the area under crops). The alternative
herbicides authorised for pome fruit did not constitute an alternative to glyphosate in
terms of equivalent effectiveness and were therefore not considered any further.
Mechanical maintenance of tree rows (comparable with organic apple growing) was
assumed as an alternative, and a comparison made between "with" and "without"
glyphosate. The weed-control costs were, from the 2nd growing season, about four
times as great as in the glyphosate variant. Substituting glyphosate application for
mechanical weed control would reduce the contribution margin by approx. 20% and
does not, based on the suppositions used here, appear reasonable.

The results are definitely comparable with those of other studies (national and
international). Both with regard to the alternatives considered and with regard to the
estimated economic consequences, other authors arrive at similar results. There are
some differences in the suppositions and scenarios used. Depending on the assumed
extent of the expected yield losses as a result of dispensing with glyphosate, the
calculated disadvantages of a substitution may differ considerably. While our study
tries to take into account both "best case" and "worst case" scenarios, other studies tend
to focus on "worst case" perspectives and therefore arrive at greater economic
disadvantages. Differences also result in part from other studies analysing individual
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crops or in the way other studies select the crops (in our study, for example, the
calculation for arable farming was made for entire (typical) crop cycles). In a global
comparison, regional particularities and differences always play a role.

95. We were told in the hearing with the European Commission and EFSA that some
countries are more asked to be Rapporteur Member States (RMS) than others. Do
you see an explanation for this? Ca this cause different results in follow up of
applications?

The allocation of the active substances to the individual Rapporteur Member States
(RMS) for the renewed examination of active substances is the responsibility of the
European Commission. For new active substances, the applicant can itself choose the
Rapporteur Member State (RMS), in accordance with Regulation (EC) 1107/2009. The
zonal procedure can be seen to give preference to specific Member States (MS) as zonal
Rapporteur Member States (zRMS), as in this case the applicant is completely free to
choose the zonal Rapporteur Member State (zRMS).

Doubtless, the choice of Rapporteur Member State (RMS) and of zonal Rapporteur
Member State (zRMS) depends on the size of the area on which the crops are grown
and on the respective market situation. However, the factors which are of greater
importance are probably the reliability for completing the examination within a specific
period of time, the linguistic competence of the authority, the degree of non-harmonised
national particularities and on how high the fees are. The political attitude of the
government and of the public to the application of plant protection products probably
plays a large role as well.

96. When it comes to testing the mixes of substances this is not be done yet as it is not
foreseen in the legal framework. It seems that the same problems occur under
REACH. What is your advice on this? And what kind of mixes should be tested
than?

The Julius Kühn Institute (JKI) cannot provide any information on REACH, as the
Julius Kühn Institute is, as an authority, not included in the general testing of chemicals.
The data requirements for plant protection products, including combination products,
are governed in Regulation (EU) 284/2013. It is correct that mixtures are not normally
examined as part of the approval of active substances. It is, however, incorrect that
mixtures with more than one active substance are not tested. The authorisation of plant
protection products includes an examination and assessment of the final, formulated
product. However, in Germany, if it is a so-called required tank mixture, tank mixtures
of two or more plant protection products and/or admixtures are examined. A mixture is
taken to be required if the intended purpose can only be achieved with the mixture of
the stated individual components.
(https://www.bvl.bund.de/SharedDocs/Downloads/04_Pflanzenschutzmittel/Tankmisch
ungen-EN.html). With regard to the test area "honey bees", tank mixtures are examined
if, by means of the mixture, the bee-endangering behaviour of a component is changed,
as in the case of tank mixtures of bee-endangering pyrethroids and certain fungicides.
(https://www.bvl.bund.de/DE/04_Pflanzenschutzmittel/01_Aufgaben/09_GesundheitNa
turhaushalt/02_SchutzNaturhaushalt/02_Bienenschutz/Bienenschutz_node.html).
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97. Do you believe that the current risk assessment (DAR and EFSA peer review) is
protective enough:

 for humans given the mixture of pesticides that are applied in the
production of our food and in our green spaces, and which we are all
exposed to on a daily basis, and

 to environment and species, where not only toxicity of pesticide mixtures is
not taken into consideration but toxicity observed following exposure to one
active substance is often not considered population relevant.

The assessment of the human toxicity and environmental behaviour of plant protection
mixtures does not fall within the purview of the Julius Kühn Institute (JKI).

For all experts:

116. According to EFSA: “The integrity of the findings and raw data rely on the fact
that the laboratories carrying out the tests are certified and audited under the GLP
system”. How reliable is the certification of these laboratories, where the applicant
is carrying out tests? Especially in light of the OECD’s good laboratory practices.

The Julius Kühn Institute (JKI) agrees with the estimation of EFSA that the integrity of
the results and raw data are based on the fact that the laboratories that conduct the tests
are certified and audited in accordance with the GLP system. The assessment of the
reliability of the GLP certification of corresponding laboratories does not fall within the
purview of the Julius Kühn Institute. In general, however, the Julius Kühn Institute does
have confidence in this system.

117.Are these laboratories public or private bodies? Who is certifying them? Who is
financing the certification? How can you ensure that the OECD’s good laboratory
practices are actually applied?

The Julius Kühn Institute (JKI) has no knowledge of this matter.

118.Can we presume that these laboratories are totally independent and reliable?

The Julius Kühn Institute (JKI) has no knowledge of this matter.

119.In a recent debate on the re-approval of an active substance where the BfR has
served as RMS there has been confusion and a broad debate about how the RMS
conducts its assessment of the application. Could you therefore explain what rules
are applicable for the RMS in the assessment of an application for the approval or
re-approval of an active substance and how you applied these rules in the past?

The BfR cannot act on its own as RMS (Rapporteur Member State). If Germany acts as
RMS (Rapporteur Member State) as part of an application for approval or renewal of
approval of an active substance, each of the authorities involved carries out the
assessment of the presented application within the agreed remits and within the agreed
time in accordance with the EU-wide coordinated criteria and formats.
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120.Could you please explain your specific role as RMS in the process of the
assessment of an application for the approval or re-approval of an active
substance?

If Germany acts as RMS (Rapporteur Member State) as part of an application for
approval or renewal of approval of an active substance, the Julius Kühn Institute (JKI)
is responsible for the test areas of "efficacy" and "honey bees".

In the case of a renewal of approval, the Julius Kühn Institute ensures there is an
adequate selection of the relevant applications, an adequate description of the
application modalities and an up-to-date resistance assessment. In the approval
procedure for a new active substance, the applicant presents one (or several)
application(s); for the application, the applicant presents a selection of suitable
documents which permit the conclusion to be drawn that there is a sufficient effect in
respect of the given application modalities.

As part of the assessment of the risk to bees posed by new active substances, the Julius
Kühn Institute examines whether the active substance can be applied safely and
whether, potentially, risk-mitigating measures need to be complied with. In the case of
a renewal of approval of an active substance, the assessment is always updated in
accordance with the current state of scientific and technical knowledge.

121.Could you please explain what measures are in place to secure that you as RMS
fulfilled your role adequately and how these measures were applied in the past?

If Germany acts as RMS (Rapporteur Member State) as part of an application for
approval or renewal of approval of an active substance, each of the authorities involved
carries out the examination and assessment of the presented application within the
agreed remits and within the agreed time in accordance with the EU-wide coordinated
criteria and formats. The assumption of responsibility as Rapporteur Member State
(RMS) involves close coordination between the authorities and the Commission. This
ensures that Germany only acts as RMS (Rapporteur Member State) if the authorities
involved in the procedure have sufficient capacities available. This was the case in the
past and it will continue to be dealt with in this fashion in the future.

122.In the light of recent experiences with the assessment of applications for the
approval or re-approval of active substances and with their public perception, do
you have specific recommendations on how to improve the system as well as
communication to increase its comprehensibility and hence public trust?

The Julius Kühn Institute (JKI) is a research institution and therefore committed to
taking a scientific approach. It is also an independent Superior Federal Authority. By
commission to the Federal German Government, the German Council of Science and
Humanities examined the Julius Kühn Institute in detail and came to a very positive
overall conclusion. The Julius Kühn Institute has to date carried out its assessments
based only on scientific grounds and will continue to do so. It also flanks issues that
result from the authorisation procedure by carrying out its own research. However, the
Julius Kühn Institute also discovered, on the occasion of the assessment of applications
for renewal of approval of some active substances, that policymakers and the public did
not always trust the work carried out by authorities. The authorities involved in the

Page 207 of 754



9

procedure in Germany are therefore currently working together, under the lead of the
Federal Office of Consumer Protection and Food Safety (BVL) to draw up a concept on
how the public perception of the assessment work, and communication with
policymakers and with the critical public, can be improved; we hope, by these means, to
significantly strengthen public trust and acceptance for decisions by authorities.

123.EFSA states that the Glyphosate Renewal Assessment Report portion of the
Plagiarism Charge is not intended to represent "the actual risk assessment of
glyphosate". The agency states that the rapporteur Member State must simply
confirm whether, from its point of view, the search has been carried out correctly
and that the information provided by the applicant in the field of scientific
literature is accurate. Also, for what reasons did the BfR consider it necessary to
insert directly, in its report, a hundred or so pages of text - if not more - from the
documents provided by the manufacturers, since at this stage it was not a risk
assessment?

[Inofficial translation of the French original: L'EFSA affirme que la partie du
Rapport d'évaluation du renouvellement du glyphosate visée par les accusations de
plagiat n'est pas censée représenter « l'évaluation réelle du risque du glyphosate ».
L'agence précise que l'État membre rapporteur doit simplement confirmer si, de son
point de vue, la recherche a été effectuée correctement et que les informations
fournies par le demandeur en matière de littérature scientifique sont exactes. Aussi,
pour quelles raisons le BfR a-t-il jugé indispensable d’insérer directement, dans son
rapport, une centaine de pages de texte - si ce n'est davantage - provenant des
documents fournis par les industriels, puisque à ce stade il ne s’agissait pas d’une
évaluation du risque ?]

The Julius Kühn Institute (JKI) has no knowledge of this matter.

The application for approval of active substances:

124.On what basis do companies choose a rapporteur member state?

The Julius Kühn Institute (JKI) has no knowledge of this matter.

125.The fact that a company can choose its country of origin as rapporteur member
state for an application for approval in itself is not a problem, but what then do
you propose to avoid any suspicion of collusion or favouritism?

The Julius Kühn Institute (JKI) has no knowledge of this matter. Reference is also made
to the answer to question no. 10.

The draft assessments reports:

126.In the case of glyphosate, the plagiarism of Monsanto's report by BfR, then EFSA,
caused a scandal. In what proportions and for what type of information is the data
provided by the company transferred? What is the added value of the BfR or
EFSA report?

The Julius Kühn Institute (JKI) has no knowledge of this matter.
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127.Does the applicant company submit an application in English or in the language of
the reporting member state? Idem, is the report transmitted by the latter to EFSA
in English or in the national language of the agency?

The applicant must submit the necessary documents in a standard format agreed upon
EU-wide. The dossiers and study reports must be presented in English. The report to be
presented by the Rapporteur Member State (RMS) must conform to a standard format;
the language is English. The comments are also made in English.

128.Since the EU pesticide regulation entered into force in 2011, public authorities
must also include independent studies in the risk assessment of pesticides.
However, according to the German BfR, manufacturers' studies are preferred
because they correspond to the so-called "good laboratory practice" by contrast to
other studies, for example from universities or other scientific institutes, who
cannot match this standard even though they are working scientifically and submit
themselves to a peer review process.

The Julius Kühn Institute (JKI) has no knowledge of this matter.

129.To what extent does the requirement of "good laboratory practice" limit the
independence and breadth of the studies used? Are there alternatives to using this
practice?

The GLP represents a quality assurance system for examinations related to health and
the environment; the organisational procedures and the general conditions are laid
down. The entire examination, from the planning, execution, supervision,
documentation and archiving to the reporting, is all laid down. The global
implementation of the GLP rules means that there is the greatest possible mutual
recognition of test data. Also a direct comparability across the products is possible. To
this extent, the Julius Kühn Institute (JKI) does not regard the GLP requirements as
imposing any restriction in the independence and scope of the studies used. In the view
of the Julius Kühn Institute there are also currently no practical alternatives to it.
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PEST COMMITTEE MEETING OF 7 JUNE 2018 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  

EFSA OPINION ON DRAFT ASSESSMENT REPORTS AND ECHA CLASSIFICATION 

OF ACTIVE SUBSTANCES 

 

PREPARATORY QUESTIONS 

 

 

In the context of the PEST Committee meeting of 7 June, a public hearing with four 

invited parties on “EU authorisation procedure for pesticides - EFSA opinion on draft 

assessment reports and ECHA classification of active substances” will take place. 

 

To prepare for this public hearing, political groups have submitted the following 

questions by Members of the PEST committee. We would kindly ask the invited parties 

to provide written answers to these questions, which address many of the topics at 

stake, by 5 June 2018, 12.00 h to the PEST Committee Secretariat: pest-

secretariat@europarl.europa.eu. 

 

 

For EFSA:  

1. Under the current EU legal framework for pesticides, the evaluation of 

active substances at EU level is separated from the evaluation of the 

mixtures and compounds used in plant protection products, the latter 

carried out at the national level.  

Does this separation have consequences for the way in which EFSA carries out its 

risk assessment of active substances, and in particular the way in which it assessed 

glyphosate?  If so, what are these consequences?  

Is it true that while IARC could rely on a number of epidemiological studies that 

assessed glyphosate and its compounds, EFSA could not do the same because it 

only evaluated the active substance?  

Following from this, is it useful to separate the evaluation of active substances from 

that of mixtures in end products, given that citizens and the environment are in 

contact with those end products? Or, should the legislation be changed to carry out 

both assessments at EU level? 

Conducting assessments for both the active substance and the Plant Protection 

Product (PPP) separately is both scientifically and practically justified. Indeed it is 

necessary to assess the properties of an active substance as a first step before 

using the outcome of that process to feed into the assessment of each plant 

protection product. The fact that the responsibility for these two processes in the EU 

is divided between EFSA (for active substances) and Member States (for PPPs) has 

a bearing on the way EFSA carries out its risk assessment in the sense that EFSA’s 

work is a hazard evaluation of the active substance in the first instance followed by 

a risk assessment of the active substance considering its use in a representative 

PPP for the representative uses indicated in the application dossier, except in the 

area of dietary risk for consumers where all uses are covered in the EFSA reviews 

on pesticides Maximum Residue Levels (MRL). This means that the effects and risks 

of co-formulants, as well as the risks of the active substances, in particular those 

linked to human non-dietary exposures and the environment, for the uses not 

covered by the representative uses, are conducted at a Member State /zonal level 

without involvement of EFSA.  
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Some studies, such as field trials or (semi)field studies ,needed for the assessment 

of the active substance are, and in some cases must, be conducted with formulated 

products. In the case of GLP studies, the EFSA and Member State experts have 

access to the full composition of the formulation, including impurities, and this 

allows them to assess the effects that should be associated with the active 

substance when used in the formulated product and therefore considered in the 

assessment of that active substance.  

The situation is more complex in the case of studies from the scientific literature as 

the description of the substance is in most cases insufficient to allow regulatory 

experts to identify the formulated product and batch used in the experiments. For 

example, for glyphosate there were a large number of literature studies conducted 

with formulated products whose identity and composition were not fully reported. 

For genotoxicity and mammalian toxicology, the inconsistency among results in 

literature studies for different formulations suggested that the effects were not 

triggered by the active substance glyphosate.  This was confirmed by comparing the 

results from these studies with those that focused specifically on the active 

substance.  

Nevertheless, the studies EFSA assessed on formulated products triggered the 

Authority to recommend to Member States that they pay particular attention in their 

assessment of formulations to genotoxicity and long-term toxicity. It should be 

noted that for herbicides with relatively low mammalian toxicity such as glyphosate, 

it is not unusual for mammalian toxicity to be triggered by other components in the 

formulation, whereas the expression of the overall risk of the formulation tends to 

be based on the active substance, e.g. the risk for plants and algae in the case of 

herbicides. 

Regarding epidemiological studies, the premise in the question is not correct. 

Although farmers are exposed to formulated products, the epidemiological studies 

on pesticides are always focused on active substances, as the farmer may use a 

number of different formulated products. The main difference regarding the IARC 

and EFSA assessment of epidemiological data is the weight attributed to the US 

Agricultural Health Study, which indicated no association of cancer and glyphosate 

exposure (confirmed recently in a new publication1), and the assessment of 

biological plausibility, which for EFSA showed that glyphosate is not genotoxic. This 

has been confirmed subsequently by ECHA, the FAO/WHO Joint Meeting on Pesticide 

Residues (JMPR) and many other regulatory agencies.  

EFSA efforts to improve the use of epidemiological studies in the assessment of 

pesticides have triggered two opinions of the Authority’s Panel on Plant Protection 

Products and their Residues (PPR Panel) and an international scientific conference 

that was held in November 20172. 

Regarding the question on who should do the risk assessment of active substances 

and PPPs, this is a decision for the co-legislators. See also the response to question 

6. 

2. Does EFSA consider the actual exposure to glyphosate of, for example, 

farmers or citizens living close to the fields which are exposed to 

glyphosate and does it consider cumulative effects, meaning taking into 

consideration that people might already be exposed to the substance 

through sources such as water, soil, food etc.? 

                                                 
1
 https://academic.oup.com/jnci/article-abstract/110/5/509/4590280?redirectedFrom=fulltext 

2
 https://www.efsa.europa.eu/en/events/event/171121-0 
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EFSA has recently published its review of the dietary exposure of EU citizens to 

glyphosate, considering all authorised uses and imported food items3.The 

calculated exposure values were compared with the toxicological reference values 

for glyphosate and its metabolites, as derived by EFSA in its assessment from 

2015. The highest estimated chronic exposure represented 9.1% of the acceptable 

daily intake (ADI) and the highest exposure was calculated for dry beans, 

representing 55.7% of the acute reference dose (ARfD). The ADI and ARfD are the 

toxicological reference values considered safe for consumers, and are derived by 

dividing by a factor of at least 100 the doses that did not produce adverse effects 

in the animal studies.  

In addition, these estimations are based on worst case scenarios, where glyphosate 

would be used for all authorised crops and at the highest authorised dose. More 

realistic estimations based on actual monitoring studies suggest that actual 

exposure does not exceed 1% of the ADI and 25% of the ARfD4. This information 

gives reassurances that current EU authorisations for glyphosate-containing 

products and the resulting residues on food, including also imports from outside the 

EU, do not represent a risk to consumers. Considering the large margin between 

exposure from food and the safe dietary intake, the possible contribution from 

water or soil when glyphosate formulations are used according to the authorised 

uses are negligible and do not change the overall conclusions. 

3. In May 2015, the Commission asked BfR (and EFSA) to take the IARC’s 

scientific opinion into consideration, notably with respect to its relevance 

for the European risk assessment of glyphosate. While IARC considered 

glyphosate to be probably carcinogenic to humans, BfR came to the 

conclusion that glyphosate is not carcinogenic. 

Can you explain – in a for non-professionals understandable way – the 

differences in the assessments carried out and why BfR/EFSA reached 

different conclusions than IARC?  

In EFSA’s view there are three main reasons why there are differences between the 

EU and IARC assessments of glyphosate: the two assessments considered different 

evidence; the two assessments used different methodologies; and there were 

differences in the way in which experts evaluated the available information and 

aggregated it in the respective conclusions.  

Regarding the evidence, the EFSA and Member State experts had access to a large 

set of carcinogenicity and genotoxicity studies conducted on the active substance 

glyphosate in accordance with OECD and other international test guidelines and the 

GLP principles, and for every single study they had access to the full study reports 

containing the raw data. The experts also had access to the full toxicological data 

package for glyphosate, including about 800 studies conducted by the applicants or 

extracted from the scientific literature. In contrast the IARC experts did not have 

access to the GLP study reports and raw data and used only available summaries of 

some industry studies reported by the US EPA and JMPR.  

Having access to the full information in a study, including the raw data, is 

important to assess elements such as the quality and reliability of the study, to 

differentiate  secondary effects due to excessive toxicity, and to consider 

consistency among studies and progression to malignancy, among others factors. It 

is also important for the evaluation of individual studies and for the integration of 

the results of these studies in the weight of evidence assessment. For example, in 

the area of animal carcinogenicity, the IARC assessment is based on studies 

                                                 
3
 https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2018.5263 

4
 https://link.springer.com/article/10.1007/s00204-017-1962-5 
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sponsored by industry but the experts only had access to the published summaries 

as reported by the US EPA and the WHO JMPR.  Based on those summaries, IARC 

concluded that there is sufficient evidence for animal carcinogenicity even though 

both the US EPA and WHO JMPR assessments had evaluated the same studies 

before and concluded that there was not sufficient evidence regarding animal 

carcinogenicity in those studies. 

Regarding the methodology used by the experts, EFSA and the MS experts used 

the ECHA guidance for the CLP Regulation5, which is based on the UN Global 

Harmonised System for Classification and Labelling of Chemicals (UN GHS)6. IARC 

used their own methodology as described in the Preamble of the monograph, which 

is not aligned with the UN GHS. There are common elements in both approaches, 

but also significant differences. 

Common elements in the methodologies include the fact that both evaluate three 

complementary lines of evidence: human data (epidemiological studies), animal 

carcinogenicity studies, and information on plausible mechanisms of action such as 

genotoxicity. There are also some elements of the IARC methodology for defining 

limited or sufficient evidence that are incorporated in the CLP guidance. Differences 

in the two methodologies are highlighted in detail in the published review by 

Tarazona et al (2017)7. For example, regarding the interpretation of animal studies, 

eleven complementary elements were assessed and significant differences 

identified in several cases including the assessment of confounding effects of 

excessive toxicity for incidences observed only at high doses or increases in 

incidences observed only in one sex. 

Regarding the differences in the views of the EU and IARC experts, this can be 

summarised as follows: 

Human (epidemiological studies):  Around 30 publications on epidemiological 

studies are reported in the IARC monograph, including cohort studies, case-control 

studies and meta-analyses. A few of these studies were not reported in the original 

EU assessment but were considered in the addendum on the assessment of the 

IARC monograph and incorporated into the final EFSA Conclusions.  

In epidemiology, cohort studies are considered to be better than case-control 

studies because they are usually 'prospective' whereas the latter - being 

'retrospective' - are prone to the problems associated with looking back over data 

originating from the past. In the cohort studies based on the US Agricultural Health 

Study (1996), the largest prospective cohort study undertaken to date, glyphosate 

was not associated with increases in the risk of cancer. For case-control studies, 

contradictory results were observed. Nine case-control studies did not indicate an 

increased risk of carcinogenicity by glyphosate, or presented limited statistical 

power. Five further case-control and five cohort studies were considered to assess 

the strength of evidence linking glyphosate to non-Hodgkin lymphoma (NHL).  

For IARC, a statistically significant association between glyphosate exposure and 

cancer was observed in a small number of cases. IARC considered that this 

evidence was adequate to conclude “limited evidence in humans” based on the 

IARC classification criteria. For the interpretation of the biological plausibility of this 

association, IARC considered that there is strong mechanistic evidence for 

genotoxicity, which was not confirmed by EFSA, ECHA, and WHO-JMPR or any 

other regulatory agency due to the reasons presented in the paragraph below. For 

                                                 
5
 https://echa.europa.eu/guidance-documents/guidance-on-clp 

6
 https://www.unece.org/trans/danger/publi/ghs/ghs_welcome_e.html 

7
 Tarazona, J.V., Court-Marques, D., Tiramani, M. et al. Arch Toxicol (2017) 91: 2723. 

https://doi.org/10.1007/s00204-017-1962-5 
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EFSA, the negative results of the cohort US Agricultural Health Study (recently re-

confirmed8), plus the lack of biological plausibility, indicate that the evidence in 

humans is insufficient to be considered even as limited. 

Animal carcinogenicity studies: IARC experts only had access to the summaries 

of some industry studies on animal carcinogenicity published previously by the US 

EPA and the WHO JMPR. It should be noted that there were a number of more 

recent studies not considered by IARC in their assessment. Based on these 

summaries, IARC conducted a statistical re-analysis but the possibility to check 

biological plausibility was arguably more limited as key elements such as 

differentiating effects caused by excessive toxicity requires access to the raw data 

contained within such studies. The raw data is also important for checking the 

reliability of each study. The IARC interpretation differs from the previous 

interpretations of the US EPA and the WHO JMPR which had access to the full study 

reports and which concluded that glyphosate had no carcinogenicity potential.  

Genotoxicity: IARC used a large number of studies with formulations to derive 

their conclusion on genotoxicity but had very limited evidence on the active 

substance. It is not clear in the monograph how studies with formulated products 

containing other ingredients were used in the IARC weight of evidence. In fact, 

some studies tested both the active substance and formulated products and 

observed different results, but this is not further discussed in the IARC monograph. 

The EFSA, ECHA, and WHO-JMPR assessments, as well as those of all other 

regulatory agencies' assessments, that conclude that there is a lack of genotoxic 

potential for the active substance are based on a considerable number of studies 

conducted with the active substance glyphosate alone. 

Finally, it should be noted that glyphosate is not the only substance used in 

pesticides to have given rise to different assessments between the EU and IARC. In 

fact, about half of the pesticides assessed by both organisations results in different 

conclusions. Detailed information is provided in the supplementary material of the 

review by Tarazona et al (2017)9. In most cases, the EU assessment is more 

conservative (i.e. “stricter”) than IARC, but there are also other examples in 

addition to glyphosate where the IARC conclusion results in a more conservative 

classification. 

 

4. Should/shall IARC’s scientific opinion be considered when authorizing the 

plant protection product at national level? Would consequently the use of 

such plant protection product have to be forbidden? 

In principle, all available and relevant scientific information should be considered in 

the assessments carried out by Member States at a national level on plant 

protection products. This is also the case for the EU wide assessment of the active 

substance and, as such, IARC’s Monograph of glyphosate was considered during 

the EFSA assessment of glyphosate, but – as described before - its conclusions 

were not confirmed by EFSA.  

It is not for EFSA to speculate on the possible outcome and risk management 

decision of a national level assessment of plant protection products. Nevertheless, 

it should be noted that the toxicity of the formulations depends on their actual 

composition and in this respectthe IARC assessment reports both positive and 

negative results for studies conducted with different formulations. 

                                                 
8
 Andreotti et al., 2018. Glyphosate Use and Cancer Incidence in the Agricultural Health Study, JNCI: Journal 

of the National Cancer Institute, Volume 110, Issue 5, 1 May 2018, Pages 509–516, 
https://doi.org/10.1093/jnci/djx233  
9
 https://link.springer.com/article/10.1007/s00204-017-1962-5#SupplementaryMaterial 
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5. Could you please tell us more about the new method that you will develop 

for cocktail effects?  

The innovative method developed by the EFSA PPR Panel considers the 

toxicological information available for each pesticide to allow for the grouping of 

pesticides that could produce similar effects on the same organ/system of the body 

and that would therefore require a joint “cumulative assessment”.   

 

Currently, consumer cumulative exposure assessments are being carried out on 

groups of pesticides that may affect the thyroid and nervous systems, with two 

reports due for publication by EFSA later this year. Please consider also the 

response to question 54. provided by EFSA in advance of  the PEST Committee 

hearing of 12 April.. 

6. EFSA coordinates the assessment of active substances, but within this 

committee it is being considered whether they should also assess plant 

protection products without Member State oversight control. What are the 

possible advantages and disadvantages of this approach, in your view? 

EFSA has reflected and presented options for the consideration by policy makers 

which include extending the EU risk assessment of pesticides to cover also PPPs10. 

The advantages range from increasing efficiency and avoiding duplication (currently 

the same study may be assessed by Member States in each of the three zones) to 

ensuring better harmonisation of assessments across the EU and, ultimately, higher 

quality assessments. For example, one might expect to see similar improvements 

in the Member States scientific assessments of PPPs if they were subject to an 

EFSA peer review process in the same way that is currently observed in the 

assessments for active substances.  

Furthermore, in EFSA’s view, if environmental assessments were adapted to 

agricultural landscape national/regional conditions this would address better the 

agri-environmental differences among Member States rather than the current 

differentiation that occurs in three zones. Obviously for these additional tasks to be 

feasible at all, sufficient resources would need to be allocated to EFSA as this 

would, at a minimum, treble the current EFSA workload in the area of pesticides 

with related consequences for budget and resources.  

7. Do you agree with the evidence submitted to the committee by Mr Helmut 

Burtscher, who states that, in connection with the application for renewal 

of glyphosate, that "the Renewal Assessment Report from March 2015, 

which – according to Christopher Portier – failed to identify 80 percent of 

the statistical significant tumour frequencies that are contained in 

industry’s raw data, would have been the last word, if the WHO IARC 

would not have come up with a cancer assessment on glyphosate"? 

EFSA has already responded publicly with clear and detailed evidence to the claims 

from the consultant Dr Portier11. It is EFSA’s position that Dr Portier has conducted 

an ad-hoc statistical re-analysis of the data based on personal views and without 

sufficiently considering the biological plausibility of the results. For example, many 

                                                 
10

 EFSA (European Food Safety Authority), 2018. Scientific risk assessment of pesticides in the European 
Union (EU): EFSA contribution to on‐going reflections by the EC. EFSA supporting publication 2018: 15(1):EN‐
1367. 17 pp. doi: 10.2903/sp.efsa.2018.EN‐1367 
11

 https://www.efsa.europa.eu/sites/default/files/EFSA_response_Prof_Portier.pdf 
https://www.efsa.europa.eu/sites/default/files/170706-glyphosate-letter.pdf 
Tarazona, J.V., Court-Marques, D., Tiramani, M. et al. Arch Toxicol (2017) 91: 3199. 
https://doi.org/10.1007/s00204-017-2032-8 
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of the claims he makes about a positive statistical trend are based on the lack of 

any consideration of secondary effects related to excessive toxicity which occur 

only at doses above the Maximum Tolerable Dose. When excessive toxicity effects 

are considered no trends in tumour incidences are observed. 

Regarding Mr Burtscher’s statement, it is clear from the EFSA Peer Review Report 

that the EU experts had already requested significant changes to the draft 

assessment carried out by Germany (the Rapporteur Member State) prior to the 

publication of the IARC conclusions. Furthermore, it should be noted that ECHA, the 

WHO JMPR, and other jurisdictions around the world including the US EPA, Canada, 

New Zealand, Australia and Japan have subsequently conducted new assessments 

of glyphosate and none of these organisations have confirmed the IARC 

assessment.    

8. How important is Good Laboratory Practice (GLP) compliance when 

ensuring that studies are of sufficient scientific quality for consideration 

within the approval process? 

Regarding the mandatory industry-sponsored guideline studies that must be 

submitted as part of a pesticide application, compliance with GLP is very relevant in 

relation to the correctness of the raw data reported in the study. This is linked to 

the fact that GLP studies and the laboratories where they are carried out are 

subject to an audit system by Member States. Test facilities must keep detailed 

records that allow verification of all data reported in the study reports. Regarding 

the scientific quality of the study as such, the GLP system is not intended as an 

indicator of quality. The combination of a test guideline agreed at international 

level and the GLP audit system provides a sufficient basis for the laboratories to 

design and conduct studies of good quality. It is then the role of the experts in the 

Member States and EFSA to check carefully that the study has been conducted fully 

in line with the guideline and other applicable principles and consider any reported 

or observed deviation, as well as other elements such as consistency, evaluating 

one by one the overall quality of the study and the reliability of the study results. 

As a consequence  it may be that some GLP studies are totally or partially 

dismissed during the assessment.  

It should be noted that studies, e.g. from the literature search, not conducted 

under GLP are evaluated for relevance and reliability and if considered to be of 

sufficient scientific quality they are then included in the risk assessment. 

See also the response to question 36. 

9. Referring to a presumed viral infection in the mouse carcinogenicity study by 

Kumar (2001) you stated in your public letter directed to Peter Clausing dated 15 

May 2017 that “the experts’ discussion on the Kumar (2001) study is consistently 

reported in the EFSA Conclusion, in the minutes of the February 2015 meeting, and 

in the Final Addendum of the Renewal Assessment Report”. In EFSA’s conclusion 

(p.10) it is stated that “the study was re-considered … as not acceptable due to 

viral infections that could influence survival as well as tumour incidence – especially 

lymphomas.”  

 

Please explain:  

(a) how the viral infections were identified  

(b) what viral infections were identified and what evidence exists that these 

particular viral infections could influence the tumour incidence, especially 

lymphomas 
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(c) how you consider the experts’ discussion “consistently reported” in the 

light of the above statement (“not acceptable due to viral infections”) as 

compared to the following statement in the CLH-report on glyphosate (p. 72): 

“However, in the study report itself, there was no evidence of health 

deterioration due to suspected viral infection and, thus, the actual basis of 

EPA’s decision is not known.” 

Concerns about the quality and lack of confidence regarding the results of the 

Kumar study were already identified by EU experts during the peer review 

process. Then, in the reassessment that EFSA carried out after the publication 

of the IARC monograph, the possibility for a viral infection affecting the 

credibility of the study results was indicated by the US EPA during an expert 

consultation to which they were invited as observer. Following the US EPA 

observation, EFSA experts reassessed the raw data and confirmed clear 

indications of health problems affecting the control group of mice used in the 

study.  

In the report, the study authors did not indicate evidence of health 

deterioration due to a viral infection (which obviously would have triggered the 

immediate termination of the study and led it to be considered as invalid) or 

conduct specific investigations to confirm or exclude a viral infection, however 

they mention the need for an unplanned fumigation exercise suggesting that 

they detected some issues when carrying out the study. The assessment by the 

EFSA experts that there were health problems in the control group was based 

on the symptoms described for each individual animal in the raw data included 

in the study report.  

This type of assessment is based on scientific expertise and experience and 

might be considered similar to the type of assessment carried out by a medical 

doctor to discriminate between a cough of bacterial origin, requiring treatment 

with antibiotics, and a flu of viral origin, for which the prescription of antibiotics 

will be useless and may even be counter-productive.  

In addition, it is important to stress that regardless of the specific EFSA decision 

on this particular study (which can be either fully dismissed due to health issues 

or included in the assessment but with concerns related to the reliability of the 

results, as was the original proposal discussed during the EU assessment), the 

conclusion is the same and the weight of evidence in both cases indicates no 

evidence of carcinogenic effects leading to classification for carcinogenicity from 

animal studies.   

10. In 2016, following the conclusion of the evaluation of glyphosate by European 

Institutions that contradicted the one from IARC/WHO, four MEPs requested public 

access to the complete records of animal laboratory data from chronic 

carcinogenicity studies of glyphosate that were previously deemed to be confidential 

business information. These data were evaluated by scientist Dr Christopher Portier 

(see here for further info https://www.nrdc.org/resources/open-letter-dr-

christopher-portier-cancer-expert-his-review-carcinogenicity-glyphosate). 

He identified 8 tumors that had not been reported at all by the applicant in the 

summaries and had not been identified by EFSA either.  

- Why these tumors were not identified by EFSA?  

- Did you check in the raw data to confirm that what the applicant is reporting 

is indeed the findings of the experiment?  

- Do you systematically check the raw data to confirm that the summary of the 

study includes all the findings? 

- Have you checked if this has happened in other areas of toxicity?  
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For answers to the first two sub-sections of this question, please see question 

7 above.  

The responsibility for checking the raw data and verifying the information 

provided in study reports lies primarily with the Rapporteur Member State. In 

addition, EFSA and Member States experts also have access to the raw data 

which allows them to check specific elements by going back to the original 

study reports and raw data.  

For example, in the case of glyphosate, Germany assessed the studies and in 

several cases disagreed with the view presented by the study authors and the 

applicant. The EFSA and Member State comments on the draft assessment by 

the Rapporteur Member State (RMS) also addressed specific studies, as is 

transparently reported in the Peer Review Report. These elements confirm that 

both Germany as the RMS, and EFSA and the other Member States experts 

during the EFSA peer review, assessed, verified and disputed where relevant 

the information and evaluations provided by the applicant, including their 

interpretation of the raw data. 

The same principles and processes regarding raw data, evaluation by a RMS 

and verification by EFSA, are applied to the assessment of all other areas of 

the EFSA assessment of glyphosate as well as to all active substances assessed 

by EFSA. 

  

11. The assessment of Dr Christopher Portier also revealed that BfR in its original RAR 

(before the addendum and the revision following IARC’s publication) had identified 4 

tumors but when BfR re-examined the data it found an additional 9 tumors. 

Together with the 8 tumors that had never been reported this results in 21 cases of 

tumors, from 10 different studies in rodents. Chris Portier used the trend test, which 

is in line with the OECD.  

- For what reason did EFSA not accept the use (and the results) of a statistical 

test (trend test), which is very sensitive and recommended for use in 

carcinogenicity tests by OECD?  

- Do you consider that 21 cases of tumors are sufficient to consider that a 

chemical has the potential to cause cancer? 

 

According to the OECD guidance12 both pair-wise comparisons and trend 

analysis can be selected and no preferences are indicated with regards to which 

statistical method to use. However, the OECD guidance is very clear that the 

decision on the statistical methods to be used in the analysis of the data should 

be established before starting the study and included in the study protocol. In 

addition, EFSA has already commented on Dr Portier’s ad-hoc statistical analysis 

in the joint EFSA/ECHA response to the letter from Dr. Portier13.   

 

EFSA does not agree with Dr Portier that there are 21 cases of increased tumour 

incidences linked to glyphosate exposure for the reasons explained in the 

response to question 7 above regarding, among others, the lack of consideration 

of biological plausibility.  

 

                                                 
12

 https://www.oecd-ilibrary.org/environment/guidance-document-116-on-the-conduct-and-design-of-
chronic-toxicity-and-carcinogenicity-studies-supporting-test-guidelines-451-452-and-453_9789264221475-en 
 
13

 https://www.efsa.europa.eu/sites/default/files/170706-glyphosate-letter.pdf 
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12. Do you take into account the effects of product formulations in any stage of 

your evaluation? If not, why not? 

The EU pesticides legislation prescribes a dual assessment. The EU assessment 

conducted by EFSA –together with the experts nominated by the EU Member 

States to take part to the risk assessment – focuses on the active substance 

when used in representative plant protection product(s). As indicated in the 

response to question 1, this includes studies conducted with the active 

substance and also studies conducted with formulated products, but the focus in 

on the hazard and risk of the active substance whereas the evaluation of 

formulated products is conducted by the Member States and coordinated by the 

Member States in the same regulatory zone with no involvement of EFSA.  

 

As such, EFSA assessed glyphosate as an active substance using information 

provided for the representative formulated product, but did not assess all the 

glyphosate-containing products available in the market, such as Roundup. It 

should be noted that some studies evaluated by EFSA for the assessment of the 

active substance were conducted with formulations, but the assessment of those 

studies also focused on the identification of the risk of the active substance 

when used in the formulated product. Based on EFSA’s evaluation of these 

studies, the Authority recommended that the toxicity of formulations and in 

particular their genotoxic potential should be further considered and addressed 

by the Member States at the point at which they carry out their assessments of 

the plant protection products. 

 

13. Do you consider that Member States do a sufficiently robust evaluation of 

product formulations? 

EFSA does not have sufficient information about the assessments of plant protection 

products carried out by Member States and is therefore not in a position to answer 

this question.  

14. For pesticides approval, effects on only 5 species living in soil, out of 

around a million, are tested. Community shifts of soil organisms is one of 

the most important effects of pesticide applications, but not all are tested. 

Thus, we do not know the effects on soil organisms and on the effect on 

soil pathogens and beneficiary organisms. Do you think the current 

assessment is adequate? If not, how should it be improved? 

The current assessment is conducted according to a guidance document adopted by 

the European Commission in 2002. EFSA considers that the methodology for the 

assessment of the risk to terrestrial organisms should be updated to reflect current 

scientific knowledge. Following agreement with the European Commission, EFSA 

started a project to update this methodology several years ago.  

Since 2014, the PPR Panel has published several Scientific Opinions proposing 

principles for a new methodological assessment based on the concept of specific 

protection goals and ecosystem services. The transposition of those scientific 

opinions into updated guidance documents for in-soil organisms is pending for 

resource reasons at EFSA and in light of discussions with risk managers on 

protection goals.  

15. We understand that the current guidance used by EFSA on soil organisms is 

from 2002, but that updated guidance has been drafted. If adopted, how 

far would this update go in improving the current assessment of the effects 

of active substances/pesticides on soil organisms? What obstacles need to 

be overcome for this updated guidance to be brought into force? Are there 
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are other examples of guidance relating to the evaluation of active 

substances/formulations which need updating? If so, what are they? 

See response to question 14 above.  

The proposed methodology and guidance documents mentioned in question 14 

would address non-target terrestrial plants, non-target terrestrial arthropods, and 

in-soil organisms. They would also address the environmental, ecological and 

agricultural variability of the different areas and regions within the EU with a view to 

developing landscape based risk assessments. 

Additional activities in EFSA have also begun in relation to the possible update of 

the methodology used to assess the risk for birds, mammals and other vertebrates. 

16. According to this publication 

(http://publications.jrc.ec.europa.eu/repository/handle/JRC108561) 

glyphosate and/or AMPA were present in 45% of the topsoils collected, 

originating from eleven countries and six crop systems, with a maximum 

concentration of 2 mg kg−1. Several glyphosate and AMPA hotspots were 

identified across the EU. Pesticides and their metabolites adsorbed to soil 

particles are transported with wind eroded soil and end up in the finest, 

long relevant fraction of the dust - this is not taken into consideration until 

now. Do you agree with the statement that "Residue threshold values in 

soils are urgently needed to define potential risks for soil health and off 

site effects related to export by wind and water erosion."? 

EFSA has assessed the specific study in detail in relation to its previous assessment 

of glyphosate. Glyphosate is currently approved as a pesticide active substance in 

the EU and products containing glyphosate are authorised and used by farmers. 

Consequently, the presence of glyphosate, and other authorised pesticides, in 

topsoil following its use in plant protection products should be expected.  

The values presented in the study are in line with the current authorised uses of 

glyphosate and within the range of concentrations estimated in the EFSA 

Conclusion. This means that the values in the study do not indicate risks or 

concerns for humans or the environment, except for one concern related to, the  

contamination  route  through  run -off  in the case of applications of glyphosate 

formulations on  hard  surfaces. This concern was, already identified in the 2015 

EFSA assessment of glyphosate and addressed by the European Commission and 

Member States. 

The study reports measured environmental levels of glyphosate residues in soil and 

reports values from previous studies including the 2015 EFSA assessment. The 

study does not present information on hazards or effects on human health or the 

environment. Therefore, the study does not affect the toxicological safety 

thresholds for humans and non-target organisms proposed by EFSA through the in 

depth peer-review of hundreds of studies. 

EFSA confirmed that the reported or modelled concentrations are within the 

expected ranges addressed in  the EFSA risk assessment. In EFSA’s view, the values 

do not reflect a high environmental contamination but instead reflect the expected 

environmental levels resulting from the use of glyphosate as a herbicide. The 

reported concentrations in agricultural soils are in line with the predictions expected 

for the authorised agricultural uses and fully covered by the EFSA conclusion that 

did not detect concerns for soil organisms. The reported measurements in air do not 

represent health concerns and confirm that this is an insignificant source of human 

inhalatory exposure compared with the conservative EFSA risk estimations. The 

information presented for the aquatic compartment due to possible run-off in some 
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specific applications was already identified as a concern in the EFSA assessment, 

which triggered a decision by risk managers that was introduced by the European 

Commission already in 2016, well before the proposal for renewing the approval of 

glyphosate. 

Regarding the statement, please note that threshold values for soil and other 

environmental compartments are already available in the EFSA Conclusions, not 

only for glyphosate but for all pesticide active substances evaluated by EFSA. 

17. How would you respond to the 5 shortcomings, as outlined in the abstract, of the 

assessment of the carcinogenic hazard posed by glyphosate based on Regulation 

(EC) 1272/2008, as described in the scientific publication of Clausing et al 

(http://jech.bmj.com/cgi/rapidpdf/jech-2017 

209776?ijkey=N3VaQ1cxzKxnRF6&keytype=ref)? 

Results from animal studies - in particular the rodent cancer bioassay - are 

notoriously difficult to interpret due to weaknesses in the test itself (it is poorly 

reproducible) and because extrapolating from results in animal studies to real-

life human exposure is complicated by differences (between animals and 

humans) in: size, life-span, biology and physiology. Extrapolating from 

laboratory doses (high doses of single substances) to real-life human exposure 

introduces additional uncertainties. Scientists tasked with assessing hazards 

and managing risks have to try to adjust for all of these uncertainty factors, so 

there can be a lot of variation between the views of different scientists.  

- Are some of the uncertainties concerning assessment of pesticides connected 

to the quality of data obtained from animal studies? 

- What is being done to improve the quality of studies - do we need more 

reliable and relevant test methods and how can this be achieved? 

-  Is there a particular problem with the rodent cancer bioassay?  Is the test 

poorly reproducible and does it need to be replaced?  

EFSA respects the personal views presented by the study authors, but considers 

that the alleged shortcomings to the EU assessments of glyphosate are not 

supported by the evidence. This has been detailed in the comprehensive 

statements and responses to letters about the EU assessments as published by 

EFSA and ECHA14. The paper itself clarifies that some alleged shortcomings, e.g. 

on the statistical methods to be used, are based on the personal view and 

interpretation of the study authors.  

EFSA considers that the EU and international guidance and recommendations, 

supported by the interpretation of the data by over one hundred highly 

experienced and qualified scientists from public institutions across the EU, 

provides a very strong and reliable basis for the recommendations and scientific 

decision making that took place during the EU assessment of glyphosate. EFSA 

used the methodology contained within the ECHA CLP guidance, which is in line 

with the UN GHS principles, for its proposal regarding the classification of 

glyphosate. EFSA’s assessment has subsequently been confirmed by the 

assessments of ECHA, and the WHO JMPR,  and is aligned with the findings of 

other regulatory bodies including US EPA, Canada, New Zealand, and Japan. All 

conclude that glyphosate is not genotoxic or carcinogenic.   

The general uncertainties related to the use of animal data for the assessment 

of human effects is covered in the OECD guideline and EU guidance documents, 

                                                 
14

 https://www.efsa.europa.eu/sites/default/files/170706-glyphosate-letter.pdf 

Page 222 of 754

http://jech.bmj.com/cgi/rapidpdf/jech-2017%20209776?ijkey=N3VaQ1cxzKxnRF6&keytype=ref
http://jech.bmj.com/cgi/rapidpdf/jech-2017%20209776?ijkey=N3VaQ1cxzKxnRF6&keytype=ref


13 

 

describing how the studies should be evaluated and how the evidence, including 

uncertainties, should be considered in the weight of evidence. Specific 

uncertainties related to the quality and assessment of the available data in the 

studies submitted for the assessment are also checked on a study-by-study 

basis in the evaluation of relevance and reliability. Any uncertainties are 

considered and reported in the weight of evidence, which includes an evaluation 

of consistency and coherence. 

OECD test guidelines are updated and new guidelines are developed on regular 

basis. For example, in the area of mammalian toxicology alone, more than 10 

new or updated guidelines have been published by the OECD every year in 

recent years. The last update of the guidelines on chronic toxicity and 

carcinogenicity studies was published in 2009. In the assessment of the studies, 

and when weighing the evidence, the version of the guidance available at the 

time of testing and that which is used in the experiment is considered by the 

experts.  

EFSA in cooperation with other EU agencies and in agreement with the 

Commission participates in some OECD activities but is not able to follow all 

relevant aspects due to resource constraints. 

As with all animal tests, the use of experimental animals for assessing effects on 

humans has some limitations. However, for the time being the updated OECD 

guidelines are considered as the best available tool regarding the experimental 

assessment of the carcinogenicity potential of chemicals. If applied properly, 

these guidelines lead to studies that give regulatory authorities a high degree of 

confidence in the assessment of the carcinogenicity potential in mammals.  

The interpretation of these very complex studies, covering a multifactorial 

network of adverse outcomes (cancer is not a single disease but a group of 

more than 100 different and distinctive diseases) is very complex and requires 

expert knowledge. Some tumour incidences are always observed in animals 

from all groups including controls, requiring a proper analysis of statistical 

results and its biological relevance in order to identify if there are increased 

incidences that should be considered as consequence of the exposure to the 

tested chemical.  

Ideally, animal test methods should be replaced in the future by alternative 

methods. Some progress in this area has been achieved but, specifically for 

carcinogenicity, no better alternatives are currently available or in the pipeline 

for the foreseeable future. 

 

18. What role did independent studies play in the assessment of glyphosate? 

Were they relevant in any way for the EFSA peer review, or is the EFSA 

peer review solely based on the studies conducted by GTF? 

In line with Regulation (EC) No. 1107/2009, the EU review of glyphosate looked 

at a combination of studies published in the open scientific literature and 

mandatory regulatory studies sponsored by the applicants. The list of studies 

relied upon by the Rapporteur Member State for the assessment of glyphosate is 

available in the EC database15 and contains over 1200 studies/documents. This 

includes over 800 studies/documents submitted by the different applicants and 

                                                 
15

 http://ec.europa.eu/food/plant/pesticides/eu-pesticides-
database/public/?event=activesubstance.detail&language=EN&selectedID=1438 
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over 400 public studies/documents, including those selected following the 

literature search conducted by the applicant and checked by Germany as RMS. 

Every scientific study was scrutinised for relevance and reliability by EU risk 

assessors based on the evidence contained within the study. Results that were 

considered relevant and reliable were integrated in the weight of evidence, 

which also considers consistency between studies.  

The assessment of epidemiology for glyphosate was based exclusively on studies 

from the open scientific literature. In the appraisal of experimental studies from 

the literature conducted with formulated products, the role of other substances 

must be considered in order to identify the effects that are associated with the 

active substance and relevant for its assessment. The recommendation by EFSA 

to Member States that particular attention should be paid to the genotoxic 

potential of formulations was based exclusively on the evaluation of studies from 

the open scientific literature. Some studies from the literature were also useful 

in confirming the findings of the mandatory regulatory studies sponsored by the 

applicants, for example regarding the toxico-kinetics of glyphosate. In those 

cases, a short description of the study indicating that the results are in line with 

the results of the mandatory regulatory studies was included in the final 

Conclusion and/or supporting documents, all of which are published on EFSA’s 

website.  

  

19. According to Article 8(5) of Regulation 1107/2009, “Scientific peer-reviewed open 

literature, as determined by the Authority, on the active substance and its relevant 

metabolites dealing with side-effects on health, the environment and non-target 

species and published within the last 10 years before the date of submission of the 

dossier shall be added by the applicant to the dossier.”  

The Glyphosate Task Force (GTF) classified peer-reviewed independent 

publications into five categories. For some of those categories, it provided a 

reliability assessment based on the Klimisch criteria (Klimisch et al., Regul 

Toxicol Pharmacol. 1997).  The BfR completely took over the approach chosen 

by the GTF. 

We assume these elements refer to question 20. 

20. Do you consider the categorisation chosen by the GTF, and taken over by the BfR, 

to be adequate? Do you consider use of the Klimisch criteria to be appropriate, 

given their inbuilt bias towards GLP studies, as only industry performs GLP studies? 

The EFSA guidance published in 201116 clarifies that “Study reliability must be 

judged solely on the basis of the accuracy and reproducibility of the facts reported”. 

The guidance mentions Klimisch and other classification schemes, indicating the 

caveats and precautions that must be taken, without specific recommendations 

about which classification scheme must be used: “Some possible classification 

schemes are illustrated by Klimisch et al. (1997), Durda and Preziosi (2000), Hobbs 

et al. (2005), Schneider et al. (2009), Küster et al. (2009) and Küster et al. (2010). 

However, attention should be paid to the advantages, disadvantages, applicability, 

and compatibility of such schemes as they may not provide similar results 

(Ågerstrand et al., 2010)17”. The guidance goes on to say “It must be emphasised 

                                                 
16

 European Food Safety Authority, 2011. Submission of scientific peer‐reviewed open literature for the 
approval of pesticide active substances under Regulation (EC) No 1107/2009. 
https://doi.org/10.2903/j.efsa.2011.2092 
17
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that compliance with good laboratory practice (GLP) standards should not be 

considered as a guarantee of reliability”, meaning that it is still important for EFSA 

and Member State experts to check the reliability of each study in detail during the 

assessment.  

21. According to Article 11(2) of Regulation 1107/2009, “The rapporteur 

Member State shall make an independent, objective and transparent 

assessment in the light of current scientific and technical knowledge.”  

Proper citing, i.e. indicating the work of others by using inverted commas, is a 

basic principle of scientific work to be able to clearly distinguish between the 

views of somebody else and one’s own assessment. It is a prerequisite for an 

independent, objective and transparent assessment. 

The BfR has taken over the approach and the conclusions from the GTF with 

regard to the relevance/reliability of scientific peer-reviewed open literature 

word for word without indicating the source of that approach/assessment? Do 

you think that failure to cite sources is compatible with good scientific practice? 

Do you think that the copy and pasting of the assessment of the applicant – 

moreover without any citations – qualifies as an independent, objective and 

transparent assessment? 

The document referred to in allegations about “copy and paste” is the Renewal 

Assessment Report (RAR) for glyphosate produced by Germany as rapporteur 

Member State and the specific section in the RAR concerns the literature review 

of toxicological studies. The document has 4322 pages and in its introduction 

clarifies that it contain the assessment by Germany as Rapporteur  Member 

State of  “the application and the collective supplementary dossier submitted by 

Monsanto Europe N.V./S.A. on behalf of the European Glyphosate Task Force”  

 

The common understanding of plagiarism - meaning the lack of proper citation 

in academic literature - is not applicable in the case of the assessment of 

regulated chemicals. Public authorities check the accuracy of information 

provided by applicants as a preparatory step for later risk assessment. For this 

purpose they produce administrative documents, which under EU law must be 

based on information provided by applicants. Describing as “plagiarism” the 

inclusion of text provided by the applicant, after checking its accuracy, into the 

administrative document of the authority does not make sense. 

 

The part of the RAR on glyphosate in question (Volume 3, literature search) 

does not – and is not meant to – represent the actual risk assessment of 

glyphosate. In fact, it represents the RMS’ view on the accuracy of the reporting 

of the summary results of published literature provided by the applicant.  

 

The role of the rapporteur Member State is to confirm that the search has been 

conducted properly, to verify its accuracy, and to ensure that the level of 

reporting is sufficient for the peer-review to be conducted by EFSA and Member 

States experts. 

 

Each piece of information contained in Volume 3 of the RAR on published 

literature has been checked by the RMS regarding the accuracy of reporting by 

the applicant. The level of reporting includes tables, short descriptions of the 

studies, and original abstracts provided by the applicant. Following the check by 

the RMS, these are either left unmodified, where the RMS is satisfied with the 

information provided by the applicant, or corrected and commented on as the 

RMS sees fit. 
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The RMS’ view on the completeness of the published literature reported by the 

applicant and the accuracy of the reporting by the applicant (Volume 3 of the 

RAR on glyphosate) was subject to public consultation. The RAR was also 

amended following the outcome of the public consultation and the peer review 

with Member States experts. All amendments to the RAR made during the peer-

review are highlighted in the document. The relevance of each single piece of 

literature presented in the amended RAR for risk assessment is checked by 

experts from EFSA and the 28 Member States during the commenting phase of 

the peer review process. 

 

One only has to look at the final Conclusion on glyphosate to see that the 

published literature on glyphosate was considered. Literature studies reported in 

Vol. 3, even if not “upgraded“ to single study assessment (because of limited 

relevance for assessing the active substance) can contain important information 

and may highlight 

concerns. EFSA’s remark in the final conclusion on the need to further assess 

the genotoxic potential of glyphosate formulations was triggered by non-GLP, 

non-OECD studies presented in the genotoxicity section in Volume 3 of the RAR 

related to published literature. 

 

Transparency runs through the process from start to finish. The summary 

dossier is published by EFSA in addition to the RAR allowing interested parties 

and the public to compare the views of the applicant and of the rapporteur 

Member State. In this context, it is relevant to note that, despite the allegations 

of “copy and paste”, no information has been brought to EFSA’s attention to 

date which would challenge or contradict the verification carried out by the BfR 

of the applicant’s summary dossier or the information reported in the Renewal 

Assessment Report.  

 

For ECHA 

22. Please explain your role as ECHA in the process of authorisation of substances and 

plant protection products.  

23. Can ECHA please explain the difference between the ECHA and the EFSA process 

and why it came to a different conclusion than IARC on glyphosate? 

24. Can you please explain the role industry plays in the ECHA process, and whether 

from a scientific perspective, it is a useful one?  

25. Can you explain how ECHA guards against perceived or potential conflicts of interest 

during the evaluation process for active substances?  

26. Can the Executive Directors explain why EFSA and ECHA sometimes draw different 

scientific conclusions?  

27. The Commission and EFSA have already raised the issue of industry funding for 

research used in the approval process within this special committee (12 April 2018). 

It was put to EFSA that this model should be revised and instead all studies should 

be financed through public money, e.g. by EFSA themselves, perhaps through a fee 

or a tax. The representatives from EFSA expressed the view that this would support 

increased industry profits, as the burden of scientific proof would shift from the 

economic operator who benefits from the approval to the regulatory authority. Do 

you agree with this view? 

28. In the CLP regulation (1272/2008, 3.6.2.2..3) limited evidence for carcinogenicity 

is characterized as follows: “the data suggest a carcinogenic effect but are limited 
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for making a definitive evaluation because, e.g. (a) the evidence of carcinogenicity 

is restricted to a single experiment; (b) there are unresolved questions 

regarding the adequacy of the design, conduct or interpretation of the studies; and 

(c) the agent increases the incidence only of benign neoplasms or lesions of 

uncertain neoplastic potential.” 

 

 Do you agree that, while accepting that the use of trend tests could be 

considered an “unresolved question” regarding the adequacy of the 

interpretation of study results, a total of at least 10 significant increases in 

tumor incidences were seen in the glyphosate carcinogenicity studies when 

the trend test was applied? 

 Do you agree that renal carcinoma, haemangiosarcoma, malignant 

lymphoma and pancreatic carcinoma seen in these studies are not benign 

neoplasms, and that therefore the last of the three considerations, item 

(c), does not apply? 

 Do you agree that a statistically significant increase of renal carcinoma was 

observed in at least a single experiment even when pairwise testing was 

used? 

How can you reconcile the CLP regulation as quoted above with 

glyphosate’s classification as “non-carcinogenic”?  

29. What is your reply to the assessment made in a recent peer-reviewed recent peer-

reviewed publication18  that “the European authorities applied a double attenuation 

of the power of statistical analysis regarding glyphosate’s carcinogenicity in animal 

studies. They preferred pairwise comparisons and exclusively used two-tailed 

tests.”? 

Please explain why ECHA did not use OECD Guidance No. 116 which 

recommends the use of trend tests in its flow chart (p. 123) and instead states 

that “a one-sided test may be considered more appropriate” (p.133). 

30. Referring to the increase in malignant lymphoma in three different mouse studies, 

the Opinion of EFSA’s RAC, states that (p. 52): “RAC considered that the findings in 

the individual mouse studies were not by themselves strong enough to warrant 

classification. This is based mainly on an evaluation of statistical significance, 

biological relevance and consistency of the findings, including comparison with 

historical control data and differences in findings between the sexes.” 

However: 

(a) Would you agree that the observation of Non-Hodgkin lymphomas (NHL) 

in epidemiological studies supports the biological relevance of the observation 

of malignant lymphoma in animal experiments? 

(b)  If you do not agree, please explain why not. If you agree, please explain 

how you reconcile that with RAC’s statement that the findings in the individual 

mouse studies were not by themselves strong enough to warrant 

classification”? 

                                                 
18

 Clausing, P. et al. (2018): Pesticides and public health: an analysis of the regulatory approach to assessing 
the carcinogenicity of glyphosate in the European Union. Journal of Epidemiology and  Community Health 
doi:10.1136/jech-2017-209776 
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(c)  In case of the Kumar study (2001) the authorities confirmed that the 

historical control data (HCD) supported the observed increase in malignant 

lymphoma. In the case of the Sugimoto study (1997) how many of the 

incidences of the 12 historical control studies were above, and how many 

below, the incidence of malignant lymphoma observed in male mice? Please 

list the HCD incidences in detail. Please explain why RAC concluded that 

findings in the Sugimoto (1997) study was incidental despite the fact that the 

majority of HCD incidences were below the incidence observed in the Sugimoto 

study. 

Do you consider that a proper consideration of HCD would lead to the 

conclusion that the finding of malignant lymphoma is actually supported by 

HCD? If not, please explain.  

(d)  Do you consider a finding which was qualitatively replicated in three of 

five studies in three different strains of mice as consistent or as inconsistent? If 

inconsistent, please explain why? Please explain what the general expectations 

are concerning the repeatability of tumor findings in different studies using 

different strains of mice?  

(e) How do you reconcile the statement of the ECHA Guidance (2015, p. 378) 

that “there is no requirement for a mechanistic understanding of tumour 

induction in one sex only in order to use such findings to support classification 

in a given hazard category” with the dismissal of the tumor findings in mice 

based on “differences in findings between the sexes”? In addition, how serious 

do you consider these differences, when in one of three studies there was also a 

statistically significantly increased incidence of malignant lymphoma in female 

mice? 

(f) Returning to the definition of “limited evidence” mentioned in Question 

28, please explain the decision not to classify glyphosate as a Category 2 

carcinogen, keeping in mind that the biological relevance of malignant 

lymphoma was supported by epidemiological evidence, qualitative repeatability 

was seen in three studies and dose-dependent increases in two studies, and 

that – contrary to ECHA’s claim – the valid HCD (compliant with OECD Guidance 

116) actually supported the finding of malignant lymphoma in two studies, 

while for the third study no valid HCD were available. 

31. In 2016, following the conclusion of the evaluation of glyphosate by European 

Institutions that contradicted the one from IARC/WHO, four MEPS requested public 

access to the complete records of animal laboratory data from chronic 

carcinogenicity studies of glyphosate that were previously deemed to be confidential 

business information. These data were evaluated by scientist Christopher Portier 

(see here for further info https://www.nrdc.org/resources/open-letter-dr-

christopher-portier-cancer-expert-his-review-carcinogenicity-glyphosate). He 

identified 8 tumors that had not been reported at all by the applicant in the 

summaries and had not been identified by ECHA either. 

- Why were these tumors not identified by ECHA?  

- Did ECHA check the raw data to confirm that what the applicant is reporting is 

indeed the findings of the experiment?  

- Do you systematically search the raw data to confirm that the summary of the 

study includes all the findings? 

- Have you checked if this has happened in other areas of toxicity?  
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32. The assessment of Dr Christopher Portier also revealed that BfR in its 

original RAR (before the addendum and the revision following IARC’s 

publication) had identified 4 tumors but when BfR re-examined the data it 

found an additional 9 tumors. Together with the 8 tumors that had never 

been reported this results in 21 cases of tumors, from 10 different studies 

in rodents. Chris Portier used the trend test, which is in line with the OECD 

recommendations.  

- Why did ECHA not accept the use (and the results) of a statistical test 

(trend test), which is very sensitive and recommended for use in 

carcinogenicity tests by OECD?  

- Do you consider, or not, that 21 cases of tumors are enough to 

consider that a chemical has the potential to cause cancer? 

33. Do you take into account the effects of product formulations in any stage of your 

evaluation? If not, do you think this should be done alongside the evaluation of the 

active substance? 

For EFSA and ECHA 

34. In the case of glyphosate, why both Agencies dismissed the studies 

proving genotoxicity? Has this been done and based in a transparent and 

objective and incontestable way? 

 

EFSA did not dismiss studies proving genotoxicity: all studies were considered and 

evaluated for relevance and reliability. For the active substance, there are a large 

number of studies confirming that glyphosate does not have genotoxic potential. 

This has also been confirmed by many other assessments all over the world 

including the WHO assessment of the Joint Meeting on Pesticide Residues (JMPR). 

 

For formulated products containing glyphosate, there are some studies that indicate 

absence of genotoxicity and some studies that suggest some possible effects. These 

studies were conducted with mixtures containing other substances in addition to 

glyphosate; it is therefore important to consider whether the effects can be 

attributed to glyphosate or to other substances in the mixture, which vary among 

formulations. Some studies tested both the active substance and the formulated 

product under the same conditions indicating absence of genotoxicity potential for 

glyphosate. Genotoxicity testing on mixtures also requires an appropriate design to 

avoid false positives linked to cytotoxicity of the mixture. This principle was not 

followed in all study designs that reported findings of genotoxic potential. 

In the EFSA assessment, the studies indicating a possible genotoxic potential for 

some formulated products formed the basis of a recommendation to Member 

States to pay special attention in their assessments to the genotoxicity of the 

formulated products for which authorisation is requested. 

 

35. For how many and which substances, EFSA and ECHA have opposed to the 

RMS assessment? For what reasons? What is the procedure that it is 

followed by each Agency afterwards and in what has been resulted (if 

possible exact no of cases)? 

The EFSA evaluations are complex and cover a large number of different risk 

estimations for each use, including an estimation of the risk for human dietary and 

non-dietary exposure as well as for a number of non-target organisms. In almost 

all cases, EFSA and Member State experts will suggest modifications to aspects of 
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the initial RMS assessment during the peer-review process. Some modifications are 

accepted by the RMS following the expert discussions and others are not. This is 

transparently reported in the EFSA conclusions (which state the main divergences 

between the EFSA and RMS views) and the Peer Review Reports (which contains all 

RMS comments on the final draft Conclusion and indicates how each comment has 

been addressed). 

36. Do you believe that OECD Guidelines are the tool to ensure the appropriate 

evaluation? Are all of the respected by competent Authorities and 

Agencies when they do the assessment or monitor the performed 

assessment? What could be changed in the legislation in order to ensure 

that all of them are respected? 

The OECD Guidelines are based on rigorous international standardisation of test 

methods. OECD guidelines define how each study must be conducted and reported. 

They are relevant for the first phase of the assessment: evaluating the reliability of 

the individual studies. However, they do not provide indications regarding the 

overall evaluation of the results and its integration in the hazard and risk 

assessment. They facilitate the evaluations by authorities and, when conducted 

under Good Laboratory Practice principles, the mutual recognition, reducing 

duplication in animal testing. 

Good Laboratory Practice principles have been developed by the OECD. The EU has 

adopted these in two Directives. Directive 2004/10/EC requires EU Member States 

to ensure that laboratories carrying out safety studies on chemical products comply 

with the OECD Principles of GLP, while Directive 2004/9/EC lays down the obligation 

of EU Member States to designate the authorities responsible for GLP inspections in 

their territory and to conduct such inspections periodically. Conducting studies in 

accordance with GLP is a requirement under many different pieces of EU legislation 

including Plant Protection Products. 

GLP compliance monitoring occurs at a National level and is intended to ascertain 

whether test facilities have implemented GLP principles for the conduct of studies 

and are capable of assuring that the resulting data are of adequate quality. In 

addition, EFSA, within its limited resources, has established a procedure to request, 

on a yearly or ad-hoc basis, the performance of GLP study audits by the GLP 

Monitoring Authorities, which applies to GLP studies received as part of a technical 

dossier of an application for regulated products. Two types of study audits are 

distinguished, a surveillance study audit is an audit that is part of a planned routine 

GLP inspection; a triggered study audit is a special audit triggered by specific 

concerns identified upon submission of an application. Due to resource limitations 

audit verification for up to 20 studies per year are currently considered.  

In addition, the primary tools used to ensure the evaluation is done properly are the 

EFSA, ECHA and Commission guidance documents. These describe how the hazard, 

exposure and risk assessments should be conducted. A key responsibility for EFSA 

is to verify that the experts in the Member States have used the proper guidance 

documents in their assessments. 

The regulatory framework for setting guidance documents differs between EFSA 

and ECHA. For EFSA, Regulation 1107/2009 gives the European Commission and 

risk managers in the Member States the role to decide which guidance documents 

should be used in the scientific assessment of pesticide active substances. EFSA 

considers that while procedural guidance documents for pesticide assessments 

should be under the responsibility of the European Commission, EFSA should have 

the capacity to adopt and update the guidance documents that describe the 

scientific methodology to be used in the assessments, in line with ECHA and other 

EFSA regulatory processes. 
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37. Does the existing legislation tackle the event of ghost-writing? Are there 

enough safeguards? How is it happening? 

 

As already indicated in previous EFSA statements19, the EU assessment of active 

substances is based primarily on an analysis of the findings and raw data contained 

within mandatory guideline studies and on studies published in the open literature.  

 

Mandatory guideline studies are paid for by industry and conducted by laboratories 

certified and audited under ‘Good Laboratory Practice’ (GLP) standards, an OECD 

protocol designed to ensure consistency and integrity in chemical safety tests.  

 

The findings of each mandatory guideline study are presented in a detailed study 

report, which allows EU experts to check the reliability and quality of the results 

and decide for themselves which aspects to use in the risk assessment. The 

integrity of the findings and raw data are guaranteed by the fact that the 

laboratories carrying out the tests are certified and audited under the GLP system. 

 

Regarding glyphosate, there was no information contained within the “Monsanto 

papers” or that EFSA was otherwise aware of that indicated that industry attempted 

to falsify or manipulate the findings and raw data of the mandatory guideline 

studies used in the glyphosate assessment. 

 

The position of industry with regard to the safety of glyphosate was clear to EFSA 

and Member State experts throughout the peer review process. The EU legislation 

for pesticides offers the applicant the opportunity to provide its views in the dossier 

that it must submit to regulatory bodies and at different steps of the peer review 

process. At no stage were EU experts assessing scientific studies produced, funded, 

or facilitated by industry without being aware of this connection. 

 

This includes the two scientific review papers by Kier and Kirkland (2013) and 

Williams et al. (2000) that are mentioned in the “Monsanto papers” and that were 

considered in the EU assessment of glyphosate. These publications are not original 

studies but an analysis of mandatory guideline studies included in the applicant’s 

dossier. Scientific reviews are articles that provide a specific expert's scientific 

opinion on a topic based on previously published studies. Such reviews are not 

original research and therefore are of limited value in the overall assessment of an 

active substance.   

 

Notwithstanding the fact that these two review papers may have been ghostwritten 

by Monsanto – an allegation that if true would constitute a grave breach of 

scientific and ethical principles – their provenance was evident from the 

Declarations of Interest and Acknowledgements in the papers themselves. 

 

For example, the Kier and Kirkland paper states that the authors were paid by the 

Glyphosate Task Force to carry out the review and the Williams et al. paper 

acknowledges that Monsanto facilitated the authors’ work by providing them with 

original, unpublished studies. This means that Member State and EFSA experts 

were under no illusion about the links between the study authors and the 

companies that funded or facilitated their work when the experts carried out the 

risk assessment. 

Furthermore, the weight of these two review papers was very limited in the overall 

scientific assessment of glyphosate. This is because EU experts had access to, and 

relied primarily on, the findings of the original studies and the underlying raw data 

to produce their own conclusions. The review papers simply served to summarise 
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 http://www.efsa.europa.eu/sites/default/files/170523-efsa-statement-glyphosate.pdf 
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or substantiate the industry position on glyphosate that had been presented 

elsewhere. Finally, the review papers in question represented only two of 

approximately 700 scientific references in the area of mammalian toxicology 

considered by EFSA in the glyphosate assessment.  

38. How would EFSA see the possibility of the Agency commissioning the 

studies, in order to avoid any conflict of interest? 

As indicated in the EFSA response to question number 64, submitted to the PEST 

Committee in advance of the previous hearing held on 12 April, from a scientific 

point of view, it is irrelevant whether a study was sponsored by industry, other 

interested parties, or public or privately funded research projects if the study is 

designed, carried out and reported well.  

In the majority of cases there are international guidelines at OECD level that set 

out the requirements applicants must follow for the various safety studies they 

conduct, such as the agreed test protocols and the certification of Good Laboratory 

Practice that facilities must have to carry out tests.   

To give further reassurance about the reliability of studies sponsored by industry 

and to increase overall transparency in the system, the Commission has proposed 

the following additional measures in its recent proposal to amend the General Food 

Law: 

• A mandatory public register for all Good Laboratory Practice (GLP) studies, 

covering: the registration by the company of the intention to conduct a GLP 

study and the expected timing; the registration by the certified laboratory of 

when the study has started and when it has concluded; the publication of the 

control data immediately after the finalisation of the study to be included in a 

register of historical controls.  

• Increasing the auditing efforts of Member States of GLP certified laboratories 

and the creation of a verification system for the Member State audits led by 

EFSA and other EU regulatory agencies.  

EFSA considers that the study design should be agreed by independent experts. 

This is the case by default when OECD protocols are available, and if they are not, 

EFSA or the relevant regulatory agency should design the study or give its 

agreement to the study design proposed by applicants. 

The execution of the study should then be done by test facilities certified to work in 

accordance with GLP with proper auditing and verification controls (see above). The 

raw data should be available to the regulatory bodies (as they currently are in the 

application dossiers assessed by EFSA) allowing the experts involved in the 

assessment to check, study by study, the quality and reliability of the results 

Regarding the assessment of the study results, as detailed in previous responses, 

the current system includes a proposal by the applicant, a detailed assessment by 

the rapporteur Member States and a verification of this assessment by EFSA 

through a peer-review conducted in collaboration with experts in the other Member 

States and a public consultation. EFSA considers that this process ensures an 

effective and reliable scientific assessment.  

EFSA is aware that some NGOs advocate a different solution, including the setting-

up of a fund financed by industry from which all studies to be included in 

application dossiers would be paid for. It would be legally difficult to conceive the 

creation of this fund and calculate the mandatory contribution of the industry as in 

many cases more than one company is interested in submitting an application 
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dossier. Moreover, it would be for EFSA to determine which study is to be carried 

out by which laboratory and at which cost, a task that could be disproportionate to 

the objective to be achieved and which may also raise questions about EFSA's 

independence in the long-term.  

In addition, setting such a system only at EU level would be in conflict with the 

legally binding OECD mutual recognition system (as many studies conducted in 3rd 

countries would continue to be contracted directly by industry), which is essential 

for limiting the use of animals for testing purposed and to avoid duplications.  

In its proposal for an amendment of the GFL, the Commission has proposed that 

EFSA will have the possibility to conduct or to commission a limited number of 

autonomous studies on controversial issues. Pending the final decision from the 

legislators, EFSA considers that having resources for designing, conducting and 

commissioning studies on ad-hoc basis on pesticides active substances and other 

relevant substances would increase the EFSA capacity for providing scientifically 

sound assessments and for supporting risk managers in their decision making. 

39. Article 30 of the Reg. establishing EFSA, foresees the actions to take for 

solving the cases of divergence of scientific opinions especially when 

coming from a Community body or Agency. Wouldn't be useful for the 

Agencies to have a similar provision, for identifying the uncertainties, 

clarifying and issuing joint documents, for when the scientific divergence 

comes from one of the bodies of the UN carrying out similar tasks? 

EFSA would be broadly supportive of any initiative that would provide for increased 

scientific cooperation between EU scientific bodies and scientific bodies under 

different international jurisdictions, particularly where this may lead to better 

identification and resolution of scientific divergence on topics of common interest. 

Without a commonly agreed legal basis at international level to cover, for example, 

EU and UN scientific agencies, the current approach is based on sharing 

information about upcoming work, sharing data where relevant, and participating 

as observers to each other’s scientific activities. 

EFSA has invested significantly in international scientific cooperation in recent years 

and has developed strong, lasting relationships with risk assessment organisations 

around the world, including the WHO’s JMPR, the US FDA and EPA, Health Canada, 

FSANZ, and many others. In many cases, formal agreements between EFSA and 

these organisations have been struck in the form of Memorandums of 

Understanding or Memorandums of Agreement.20 

 

For the Scientific Advice Mechanism 

40. Please explain the major difference between the EFSA und IARC mandate. 

41. From a scientific point of view: Does the current pesticide regulation make sense? 

42. Can the SAM comment on the scientific validity of both the EU PPP authorization 

system and the IARC system and how do both systems compare in terms of fit for 

regulatory purposes?  

43. Can the SAM please compare the robustness of the PPP system in the EU with other 

regulatory frameworks related to food, cosmetics, pharmaceuticals? 

                                                 
20

 http://www.efsa.europa.eu/en/partnersnetworks/international 
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44. How does the SAM address the scientific validity for regulatory purposes of, on the 

one hand, the EU authorisation process and on the other hand, the WHO IARC 

conclusions on glyphosate? 

45. Can the SAM comment on the scientific and regulatory robustness of the EU 

authorisation process for pesticides with regards to protecting human health and 

the environment compared to the regulatory framework for other economic sectors 

in the EU (such as, for example, pharmaceuticals, medical devices, food additives 

etc.)? 

 

For Mr. Christopher Portier: 

46. In an open letter to the European Commission, signed by you and a number of 

other scientists, you have criticized the use by EFSA of industry studies by saying 

that “compliance with guidelines and Good Laboratory Practice does not guarantee 

validity and relevance of the study design, statistical rigor and attention to sources 

of bias.” (https://www.efsa.europa.eu/sites/default/files/Prof_Portier_letter.pdf) 

Could you please elaborate on this and the potential problems with the GLP 

guidelines and their implementation? What is the nature of the research institutions 

(laboratories) that carry out the industry studies? Who certifies them and how is 

this financed? What are the controls of the compliance with the GLP standards? Do 

you need more studies to assess a substance?  

47. Can you please explain the difference between IARC and JMPR? 

48. Please explain the IARC policy on conflicts of interest. 

49. Please explain how IARC deals with experts of its committees being members or 

employees of other organisations. 

50. If IARC had assessed the same studies as EFSA/ECHA, would it have come to the 

same conclusions? 

51. Can IARC please comment on the Reuters reporting about important differences in 

the draft IARC report and the final IARC report, especially with regard to the 

deletion of exonerating content? 

52. One of the key elements of the PEST committee mandate is to investigate conflicts 

of interest within the EU agencies and the national authorities. Can Prof. Portier 

provide an explanation of how conflicts of interest are handled within the WHO 

IARC assessment process? In particular, what are its disclosure requirements for 

the employment of WHO IARC experts within other organisations (public and 

private)? 

53. Can Prof. Portier explain the drafting process in the WHO IARC and, more 

specifically, the differences between the draft report and the final report evaluating 

the carcinogenicity of glyphosate as reported by Reuters (October 19, 2017)? 

54. Could Prof. Portier explain how many hours the WHO IARC worked on its evaluation 

of the carcinogenicity of glyphosate, and how many staff were involved in the 

assessment? 

55. The Commission considers the WHO IARC evaluations to play an important 

screening assessment of the carcinogenic potential of agents, but that this should 

not be compared with the more comprehensive hazard assessment conducted by 
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national competent authorities and EFSA, which are designed to support the EU’s 

regulatory process for pesticides. In response to this, can you explain why you 

adjudge the WHO IARC classification to be by far the more credible assessment of 

glyphosate when compared with the renewal assessment report by the German 

Federal Institute for Risk Assessment (BfR)? 

56. Could Prof. Portier please explain the difference between the WHO IARC 

assessment and the Joint FAO/WHO Meeting on Pesticide Residues (JMPR) 

assessment? Both are specialised agencies within the WHO but they have come to 

different conclusions regarding the carcinogenicity of glyphosate. 

57.  If the WHO IARC had been given an opportunity to scrutinise the industry 

generated data compliant with OECD test guidelines and GLP when preparing its 

evaluation on glyphosate, would that have changed its final assessment?  

58. In your analysis of the raw data you identified some new incidents of tumors in 

animal experiments that had not been reported at all in the summaries of the 

studies that were provided by the applicant. Would that change the outcome of the 

analysis? 

59. Do you think that classification of an active substance can and should take into 

account the data on the effects of the formulation? 

60. What would you propose to regulators to do in order to revise the assessment of 

glyphosate and other active substances in Europe? 

61. You have been attacked for having conflicts of interest. What is your response? 

For all experts: 

62. EFSA and ECHA have shown great efforts to address possible conflicts of 

interests. However, ever stricter rules will likely result in difficulties to 

recruit qualified staff for the agencies. How can a fair balance be achieved 

between ensuring sufficient independence of the agencies and ensuring 

that the staff is sufficiently familiar with and experienced in their fields of 

expertise? What measures have proven to be best practices? Do you 

consider further improvements necessary and if so, how could the systems 

in place be further strengthened without compromising the agencies' 

ability to work? 

EFSA’s independence policy has been subject to a regular process of review and 

further strengthening since it first came into place. The latest review of the policy 

took place in 2017 and comes into force in July 2018. The new Policy builds on 

EFSA’s experience of managing interests over the last 15 years as well as on input 

received from stakeholders, the European Parliament and the general public. The 

new Policy introduces new rules on cooling off periods for experts and also 

includes requirements for experts to declare their financial interest, among several 

other measures. It has been designed to strike the appropriate balance between 

attracting the best experts to work with EFSA while protecting it against undue 

influence. 

63. In recent political and public debates, the presence of "data gaps" 

identified by EFSA have caused discussions about the validity of 

Commission approvals. However, data gaps do not necessarily mean that 

authorisation procedures cannot be positively concluded. Do you have 

recommendations on how to deal with data gaps in political and public 

communication so that they do not undermine the trust in the approval 

system? 
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In the EFSA Conclusions on active substances there is a clear distinction made 

between data gaps that do not affect the overall outcome of the assessment and 

data gaps that create concern and lead to a risk assessment that cannot be 

finalised. This approach was implemented by EFSA in order to facilitate the 

communication of complex scientific findings to risk managers and citizens and 

following the adoption by the Pesticides Steering Network of an Action Plan to 

improve the peer-review process (EFSA, 201721), EFSA is currently working with 

the Commission to identify additional improvements in the communication of the 

findings of the EFSA Conclusions. Considerations related to how to deal with data 

gaps in the decision-making phase of an authorisation process is a risk 

management issue and, as such, outside EFSA’s remit. 

On a broader level, EFSA In January 2018 EFSA published its new harmonised 

approach to assessing and taking account of uncertainties in food safety, and 

animal and plant health. This approach aims to boost the transparency of EFSA’s 

scientific advice and make it more robust for decision-making. 

In parallel, EFSA is developing practical guidance for communication specialists on 

how to communicate the results of uncertainty analysis to different target 

audiences, including the public. A public consultation on the draft guidance is 

currently open with a deadline of 24 June 2018. 

64. Part of the SAM's mandate for the review of the PPP authorisation system 

is to assess options for arbitration in case of diverging assessments by 

different competent authorities. In this regard, the biocidal products 

regulation has been mentioned as a possible positive example. Could you 

explain how arbitration is handled under the biocidal products regulation 

and how this is currently done for plant protection products? Are there 

other best practices that would be applicable to the PPP authorisation? In 

your opinion, would it make sense to extend arbitration also to scientific 

bodies other than competent authorities, particularly with a view to 

increase public trust in the soundness of the authorisation system? 

For pesticide active substances, the EFSA peer-review process itself provides a 

mechanism, through consultations with Member States and expert discussions, for 

divergent scientific views and opinions to be discussed, resolved where possible, 

and recorded. Involving experts from all Member States, case-by-case differences 

among experts as well as general views and interpretations on the applicability of 

models tools, etc. from the organisations involved in the risk assessment of 

pesticides are presented and discussed in order to get consensus, if possible. 

Where this is not the case, minority views are recorded and transparently 

reported. 

Regarding arbitration systems between EU and non-EU bodies or institutions, there 

is currently no legal basis or agreement at international level that allows for this. 

Cooperation between EFSA and peer organisations in non-EU jurisdictions is based 

on bilateral and multilateral contacts and arrangements it has established and 

fostered over time. EFSA would generally be in favour of a more structured and 

formalised system which would allow for arbitration between EU and non-EU 

scientific bodies in the area of food and feed risk assessment, similar to that which 

already exists to cover divergences between EFSA and Member State authorities in 

an EU context.  

It should be noted that an arbitration system between scientific bodies does not in 

all cases lead to the resolution of scientific divergence. This is because scientific 

                                                 
21

 EFSA (European Food Safety Authority), 2017. Action plan for improving the peer review process. EFSA supporting 

publication 2017: 14(12):EN‐1349. 9 pp. doi: 10.2903/sp.efsa.2017.EN‐1349 
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experts may have different views or opinions on how evidence should be 

interpreted, even in cases where the same process is applied. In these cases, what 

an arbitration system would be able to provide is a clear explanation, agreed 

between the two or more parties, of the reasons for the scientific divergence (e.g. 

different evidence, different methods, different interpretation of the same 

evidence, etc.).  

65. Could you elaborate the consequences for the independence of the risk 

assessment if EFSA would be exclusively responsible for both 

commissioning required studies for the authorisation procedure and for 

carrying out the risk assessment? Could that lead to a higher direct 

exposure of EFSA to the applicant as well as to a less stringent peer-review 

of the assessment of the application? 

Please see the response to question 64 provided by EFSA in previous answers to 

the PEST Committee in advance of its hearing on 12 April 2018.   

66. Could you explain how you apply the weight of evidence approach in the 

context of your assessments? Do you see ways to improve the 

communication to strengthen trust in the reliability of your assessment in 

this regard? 

The methodology to be used in the risk assessment of pesticides is described by a 

set of specific methodological guidelines, mostly developed by the Commission or 

by EFSA. The application of the weight of evidence approach depends on the type 

of evidence to be integrated in the assessment and is described in the different 

EFSA guidance documents. EFSA's Scientific Committee has recently compiled the 

different approaches and developed a general guidance22 on the use of the weight 

of evidence in scientific assessments to be applied in all EFSA processes. According 

to this guidance, the weight of evidence assessment is a process in which evidence 

is integrated to determine the relative support for possible answers to a scientific 

question.  

For classification and labelling, the CLP Regulation and ECHA guidance provide both 

generic principles and specific considerations, e.g. regarding the carcinogenicity 

assessment, on the application of the weight of evidence.  

EFSA communication activities also explain in general terms how evidence is used 

in the EFSA assessments23. In EFSA’s view, this approach to applying weight of 

evidence is sufficient to allow for appropriate communication about scientific 

findings with risk managers and citizens. 

                                                 
22

 EFSA Scientific Committee, 2017. Guidance on the use of the weight of evidence approach in scientific 
assessments. EFSA Journal 2017;15(8):4971, 69 pp. https://doi.org/10.2903/j.efsa.2017.4971 
23

 https://www.efsa.europa.eu/en/methodology/evidence 
https://www.efsa.europa.eu/en/interactive_pages/prometheus/prometheus 
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PEST COMMITTEE MEETING OF 7 JUNE 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
EFSA OPINION ON DRAFT ASSESSMENT REPORTS AND ECHA

CLASSIFICATION OF ACTIVE SUBSTANCES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 7 June, a public hearing with four invited
parties on “EU authorisation procedure for pesticides - EFSA opinion on draft assessment
reports and ECHA classification of active substances” will take place.

To prepare for this public hearing, political groups have submitted the following questions by
Members of the PEST committee. We would kindly ask the invited parties to provide written
answers to these questions, which address many of the topics at stake, by 5 June 2018, 12.00
h to the PEST Committee Secretariat: pest-secretariat@europarl.europa.eu.

Corrigendum 6 June 2018

For ECHA

1. Please explain your role as ECHA in the process of authorisation of substances and plant
protection products.

ECHA does not have a direct role in the approval process of active substances to be used
in plant protection products (pesticides). However, ECHA‘s Committee for Risk
Assessment (RAC) provides opinions to the Commission under the EU Regulation on the
Classification and Labelling and Packaging of substances and mixtures, the CLP
Regulation1, which applies amongst others, to pesticides, biocides and prioritised
industrial chemicals. This Regulation is based on the United Nations’ Globally
Harmonised System (GHS) for classification and labelling and its purpose is to ensure a
high level of protection of health and the environment, as well as the free movement of
substances and mixtures. Harmonised classification can have a large impact on the
further use of substances such as pesticides through the ‘exclusion criteria’ contained in
the ‘downstream’ pesticides and biocides legislation. Classification and labelling,
including of substances which may cause cancer has been carried out in the EU since
1967.

Note: ECHA published a web-section on glyphosate with comprehensive information
about the Agency’s role in the process. http://echa.europa.eu/hot-topics/glyphosate

2. Can ECHA please explain the difference between [a] the ECHA and the EFSA process
and [b] why it came to a different conclusion than IARC on glyphosate?

Both agencies work within the remit of the mandates given to them by their establishing
Regulations.

a) EFSA-ECHA differences in process

1 Regulation (EC) No 1272/2008
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The CLP Regulation regulates the way in which substances are classified and labelled in
the EU, i.e. based on their intrinsic hazardous properties, e.g. toxic substances, flammable
substances, corrosive substances, those which may cause cancer and so on. This is done
by ECHA and in particular its Risk Assessment Committee (RAC) through the process of
harmonised classification and labelling (CLH). The relevant labelling is intended to warn
consumers/workers on the packaging of every product containing the substance above the
relevant threshold (concentration limit). ECHA’s Risk Assessment Committee (RAC) is
responsible for evaluating substances under CLP and provides the Commission with
scientific opinions. To date close to 300 harmonised classifications have been proposed
and these are implemented by the Commission in Annex VI to the CLP Regulation on an
annual basis.

EFSA on the other hand is responsible for the risk assessment of pesticide active
substances. The risk assessment needs to take into account the hazardous properties of
the substance as well as exposure to the substances. Hence hazard identification is also
relevant for EFSA's work and the hazard identification is conducted according to the
criteria in the CLP Regulation. The overlap is caused because pesticides are also subject
to the CLP Regulation (as are many other products).

b) Differences in the ECHA and IARC approaches

Regulatory
IARC’s work, mainly the monographs on the carcinogenicity of chemicals, are referred
to in EU legislation as potential sources of information. For example, in Annex I to the
CLP Regulation, which sets out the general principles for classification, the terms
‘sufficient’ and ‘limited’ evidence of carcinogenicity are used as they have been defined
by IARC.

In the CLH opinion on glyphosate, the assessment and comparison with the CLP criteria
for germ cell mutagenicity as well as carcinogenicity included sections devoted to
comparison with the IARC evaluation. The dossier submitters' and IARC conclusions
were also compared in ECHA's CLH report.

Classification and labelling of substances in the EU, including those which may cause
cancer is regulated under CLP, which (unlike the system used by IARC) in turn is aligned
internationally with the Globally Harmonised System which gives it a wider context
(mainly in hazard communication in international trade and transport) than in the EU
alone.

Database
A fundamental difference between the methodological approaches used by IARC and that
used in the EU under CLP arises from the way in which the database of information on
a given substance is selected. CLP requires that all the ‘relevant available information’
be examined. Because industry in Europe has the primary responsibility for ensuring the
safety of their products, this approach automatically includes industry studies in the
database (e.g. submitted in registration dossiers under REACH or in dossiers requesting
approvals under the Pesticides and Biocides Regulations) in addition to information from
the open scientific literature. IARC on the other hand relies only on information sources
in the public domain. Whilst this latter approach is understandable in the UN context, it
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does lead to information 2 being omitted. As far as glyphosate is concerned, the BfR (the
Member State authority responsible for the CLH dossier) reviewed 18 carcinogenicity
studies in total and fully evaluated 12 of these (7 in rats and 5 in mice). IARC on the other
hand, relied on only 6 studies which were in the public domain (See table of studies
below)

Weight-of-evidence approach in CLP
ECHA (RAC) is bound by the CLP Regulation to take all relevant available data into
account and conduct a weight-of-evidence based hazard evaluation. The weight-of-
evidence approach applied to large data-sets means that a combination of information
from several independent sources is used to assess whether there is sufficient evidence
that a classification criterion is fulfilled. The weight given to the individual pieces of
evidence depends on factors such as the quality of the data, consistency of results, nature
and severity of effects, and relevance of the information. This holistic assessment of all
available information can in theory lead to different conclusions by different (groups of)
experts on what ‘sufficient evidence’ means in an evaluation of a carcinogen.

2 The modern industry studies are carried out in independently inspected, Good Laboratory Practise
compliant laboratories to internationally standardised e.g. OECD test Guidelines and are thus more easily
interpretable in the context of the CLP classification criteria.
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Table: details of the available carcinogenicity studies in rats and mice and their use in the
evaluations by ECHA/RAC and IARC.

Rat studies
No Study author (Year)

1 Lankas (1981) RAC, IARC

2 Stout and Ruecker
(1990)

RAC, IARC

3 Atkinson (1993) RAC, IARC

4 Suresh (1996) RAC

5 Enomoto (1997) RAC

6 Brammer (2001) RAC, IARC

7 Wood (2009) RAC

8 Chruścielska (2000) Not GLP/OECD compliant, not considered
in detail by RAC

9 Séralini (2012)

10 Calandra (1974) BfR: “flawed by serious deficiencies”, not
considered in detail by RAC11 Bhide (1988)

Mouse studies
No Study author (Year)

12 Knezevitch and
Hogan (1983; revised
1986)

RAC, IARC

13 Atkinson (1993) RAC, IARC

14 Sugimoto (1997) RAC

15 Kumar (2001) RAC

16 Wood (2009) RAC

17 Bhide (1988) Mentioned by BfR, not used by RAC – the
study was negative for carcinogenicity in
both cases but the dose was too low18 Vereczkey & Csanyi

(1982)
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3. Can you please explain the role industry plays in the ECHA process, and whether from a
scientific perspective, it is a useful one?

As a general consideration it is relevant to note that the EU’s chemicals legislation is based
on the principle of reversing the burden of proof. This means that industry needs to
demonstrate the safe use of the chemicals they manufacture, import and place on the market
and has obligations to carry out safety testing. The involvement of industry specifically in
CLP evaluations by RAC is laid down in the CLP Regulation3 as well as of substances and
mixtures (CLP)4 and ECHA’s policies on transparency and stakeholder involvement5.

Committee for Risk Assessment (RAC).
When ECHA receives a proposal for a harmonised classification and labelling, the Agency’s
Committee for Risk Assessment (RAC) evaluates the evidence submitted and prepares a
scientific opinion which is submitted to the European Commission for decision making in the
comitology procedure. RAC is composed of members nominated by the EU and EEA Member
States and appointed by the Management Board, in their personal capacity as scientists.
There are currently 52 members, of which roughly two thirds have a background in
toxicology, occupational hygiene, or occupational medicine, the remainder being
environmental specialists. The ECHA eligibility criteria for membership of its committees
including RAC are strict and effectively rule out membership to those concurrently employed
by the chemical industry or consultants with concurrent interests in chemicals. RAC has sent
nearly 300 scientific opinions to the Commission for decision making6.

Process of involving and managing industry interest

Member States and manufacturers, importers or downstream users may propose a
harmonised classification and labelling (CLH) of a substance at EU level. However, only
Member States can propose a revision of an existing harmonised classification, and submit
CLH proposals when a substance is an active substance in biocidal or plant protection
products.

In line with ECHA’s transparency policy, stakeholder observers from industry, Trade Unions
and NGOs are invited to observe the RAC meetings, a practice which the Agency has followed
from the start of the Committee meetings. Each stakeholder observer may be accompanied by
one expert. The numbers of stakeholder observers allowed is limited and their participation
carefully managed; their contribution is seen as a valuable contribution to the scientific
discussions in RAC.

With regard to transparency of the ECHA evaluation of glyphosate, at RAC 39 in December
2016, stakeholders including IARC, FAO/WHO-JMPR, the Glyphosate Task Force, the
German competent authority as CLP dossier submitter, and representatives of civil society
(HEAL was represented by Mr Clausing of PAN Europe and accompanied by Mr Portier as
his expert) gave presentations to the Committee in a full afternoon key-issues session. ECHA
published the presentations online.7

3 http://echa.europa.eu/regulations/clp/understanding-clp
4 http://echa.europa.eu/regulations/clp/understanding-clp
5 http://echa.europa.eu/about-us/the-way-we-work/procedures-and-policies/transparency
6 This occurs on an annual basis through an Adaptation To Progress amending CLP Annex VI.
7 http://echa.europa.eu/documents/10162/22863068/glyphosate_ngo_heal_en.pdf/b743ed14-d27d-b17f-
7fec-dcb2866f8fe3
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Public consultations on CLP proposals
ECHA always organises a public consultation on all classification proposals. All relevant
comments received during the public consultation are taken into consideration by the
Committee and published together with the Dossier Submitter’s and RAC responses annexed
to the final opinion on the ECHA website. The input from stakeholders through Public
Consultation is useful for the scientific assessments. As was explained under question 23, the
EU CLP Regulation also requires RAC to consider all relevant data available.

4. Can you explain how ECHA guards against perceived or potential conflicts of interest
during the evaluation process for active substances?

ECHA is an organisation that issues decisions, opinions and recommendations strictly based
on science. Therefore, it is important for the Agency to guarantee the independence of its
collaborators from private interests.

ECHA’s Conflict of Interest Prevention policies8 cover the whole lifespan of the employment
of staff at ECHA, from the selection and recruitment phases, throughout the whole period of
collaboration and continuing even during the period after the employment has ended.

To safeguard its independence, the external experts who participate in the scientific
committees, Management Board and Enforcement Forum are screened against five targeted
eligibility (exclusion) criteria before appointment:

- No current employment or positions in governing bodies of companies with an interest
in the field of activity of ECHA;

- No employment or active membership in an interest group with an interest in the field
of activity of ECHA;

- No current contractual engagements with companies or interest groups in the field of
activity of ECHA;

- No current significant investments in chemical companies manufacturing, importing
or supplying substances or mixtures;

- No employment, positions in governing bodies or active membership in the previous
two years in companies or interest groups with an interest in the field of activity of
ECHA, if such position would lead to a potential conflict of interest of a general nature
that would potentially lead to multiple exclusions of the individual from the meetings
of the Committee or from rapporteurship.

These same eligibility criteria are also used during the selection process for other sensitive
positions such as that of member of the Board of Appeal or Executive Director.

Once appointed, ECHA obliges anyone taking up a position in ECHA to complete a detailed
declaration of interests before they can start to work for the Agency. The scope of such
declarations is very wide and covers all private interests held, including those of their close
family members (spouse, partner and/or dependent children). This includes, but is not limited
to, previous employment, consultancy, legal representation or advice, membership of a
governing body, scientific advisory body or equivalent, other membership or affiliation,
research funding, financial investments, intellectual property, public statements and positions
etc.

8 http://echa.europa.eu/about-us/the-way-we-work/procedures-and-policies/conflicts-of-interest
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The declarations of ECHA middle and senior management as well as those of the members of
all ECHA bodies (Management Board, Committees, Forum, Board of Appeal) are published
on ECHA’s website9 for transparency reasons and public scrutiny.

The declarations are updated annually (or earlier if changes occur during the year) and
reviewed by the supervisor of the staff member or by the Chair of the relevant scientific
committee to detect any potential issues. After that, they form the basis for specific conflict of
interest checks before each Committee meeting or every time a task is assigned. As a general
principle, Committee members cannot vote and staff members are not assigned tasks related
to organisations or substances in which they have recent or current interests.

Additionally, there are specific restrictions to outside activities, gifts and hospitality and
restrictions even after the employment at ECHA has ended: for a period of two years all
subsequent employment needs the authorisation of the Executive Director and conditions can
be imposed. Confidentiality duties continue to apply as well.

How then was the ECHA conflict of interest policy applied to the glyphosate case file?

The scientific opinion on glyphosate was prepared by ECHA’s Risk Assessment Committee,
which is composed of 52 independent scientific experts nominated by the Member States (or
in the case of four members co-opted by the Committee); most of them are public officials, or
academics from universities. As explained above, all these RAC members have been assessed
against the eligibility criteria, they submit annually their declaration of interest (which is
reviewed by the Chairman) and each meeting of RAC starts with an oral declaration of
specific interests with regard to the agenda items to be discussed. These oral declarations are
minuted and members with conflicting interests abstain from the decision-making.

For glyphosate, two RAC members were appointed as Rapporteurs and before taking up this
role they were asked to fill out another specific no-interest declaration.

RAC is a collegial decision-making body (decisions built mainly on consensus), which means
that no single individual can influence the outcome of the process by him- or herself alone.

Also with regard to the Agency staff members involved in this dossier the necessary checks
were performed. While the secretariat of ECHA only performed the accordance check of the
incoming proposal from the Member State and provided administrative support throughout
the process (the ECHA Secretariat does not provide any opinion on the C&L proposal itself),
the staff members assigned to the dossier filled out an annual declaration of interest (like all
ECHA staff members) and were in addition checked for potential personal interest in this
specific case.

With all these checks and controls, ECHA is confident that no-one who had an apparent
conflict of interest participated to the decision-making process.

5. Can the Executive Directors explain why EFSA and ECHA sometimes draw different
scientific conclusions?

In this context it is first of all important that the legislator has considered this possibility
and has specifically included provisions in Art. 95 of ECHA’s founding Regulation

9 http://echa.europa.eu/about-us/the-way-we-work/procedures-and-policies/conflicts-of-interest
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(REACH) 10 to ensure that in cases where there are potential sources of conflicts in
ECHA’s opinions with those of other relevant bodies established under Union Law,
including Agencies, it shall contact the relevant body concerned and work together with
a view to resolve this potential conflict.

More specifically, in line with article 110 of REACH, Rules of Procedure11 have been
agreed between ECHA and EFSA and a Memorandum of Understanding12 is in place
which has recently been updated.

As part of the pesticides approval process, in order for EFSA to be able to conclude on
the approval criteria and in the absence of harmonised classification or where there is a
need to update the existing harmonised classification, EFSA may recommend a hazard
classification but this recommendation is accompanied with a statement that it may be
replaced in time by a definitive harmonised classification (originating from ECHA and
RAC). ECHA and EFSA coordinate the timelines of the respective opinions closely and
exchange information with a view to avoiding potential divergences in opinion. RAC does
take provisional EFSA classifications into account but as the designated body for CLP
evaluations can deviate from them.

It should also be noted that perhaps one of the key reasons why in some cases scientific
assessments of the agencies or other regulatory bodies may differ, is the data availability
which may depend on the point of time the assessment is done. This is particularly valid
for substances that have been under regulatory scrutiny for quite some time and as a
result trigger as well a significant amount of research in the scientific community.
However, as indicated previously, both ECHA and EFSA have the responsibility to
ensure that all relevant data is taken into account in their assessments

6. The Commission and EFSA have already raised the issue of industry funding for research
used in the approval process within this special committee (12 April 2018). It was put to
EFSA that this model should be revised and instead all studies should be financed through
public money, e.g. by EFSA themselves, perhaps through a fee or a tax. The
representatives from EFSA expressed the view that this would support increased industry
profits, as the burden of scientific proof would shift from the economic operator who
benefits from the approval to the regulatory authority. Do you agree with this view?

ECHA has not done an impact assessment (with regards to REACH or the Biocidal
products Regulation within its remit) of the possible implications of changing the EU
mechanisms for funding toxicological studies which would impact two of the main
principles in the current EU chemicals legislation: the burden of proof is on the industry
(i.e. the “polluter pays” principle; Article 191 of the Treaty on the Functioning of the
European Union) and the 3R principle for animal testing (replacement, reduction,
refinement; particularly Title III of the REACH Regulation on data sharing and avoidance
of unnecessary testing)

Under the CLP Regulation it is intended that hazard evaluation is carried out on the basis
of the ‘relevant available information’, i.e. making use of all that is already known and

11 http://echa.europa.eu/documents/10162/13608/final_mb_30_2013_rop_efsa_echa_en.pdf
12 http://echa.europa.eu/about-us/partners-and-networks/eu-bodies
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thereby avoiding animal testing. The identification of data gaps and the development of
strategies to generate the missing information by industry is covered by, the plant
protection product, biocides and REACH Regulations which all contain such provisions.

NOTE: in relation to questions 28-30 which relate mainly to the tumour findings in the
carcinogenicity studies, ECHA has previously responded to most of these issues. The links
to these document are given in the footnote and may provide useful background reading13.

7. In the CLP regulation (1272/2008, 3.6.2.2..3) limited evidence for carcinogenicity is
characterized as follows: “the data suggest a carcinogenic effect but are limited for making
a definitive evaluation because, e.g. (a) the evidence of carcinogenicity is restricted to a
single experiment; (b) there are unresolved questions regarding the adequacy of the
design, conduct or interpretation of the studies; and (c) the agent increases the incidence
only of benign neoplasms or lesions of uncertain neoplastic potential.”

 Do you agree that, while accepting that the use of trend tests could be considered
an “unresolved question” regarding the adequacy of the interpretation of study
results, a total of at least 10 significant increases in tumor incidences were seen
in the glyphosate carcinogenicity studies when the trend test was applied?

 Do you agree that renal carcinoma, haemangiosarcoma, malignant lymphoma and
pancreatic carcinoma seen in these studies are not benign neoplasms, and that
therefore the last of the three considerations, item (c), does not apply?

 Do you agree that a statistically significant increase of renal carcinoma was
observed in at least a single experiment even when pairwise testing was used?

How can you reconcile the CLP regulation as quoted above with glyphosate’s
classification as “non-carcinogenic”?

To identify a carcinogen, it is not the presence of a tumour as such which is critical but
the increase of the tumours following exposure to a substance in comparison to the
spontaneous tumours that occur in the untreated animals in the same study. Statistics are
important tools to establish objectively whether there is an effect (increased incidence)
compared to the untreated animals within a study. However, also other considerations
are important in the interpretation of the results, such as the variation in spontaneous
tumour incidences seen in unexposed animals, the quality of a study, and differences in
results between several studies. In the case of glyphosate, 12 carcinogenicity studies were
evaluated in detail by BfR and by RAC. These studies varied greatly in quality and
reporting and provided a diverse set of results which need to be individually and
collectively interpreted to draw a conclusion. In drawing a conclusion on the
carcinogenicity of glyphosate both the positive as well as the negative findings on tumour
incidences were considered.

13 http://echa.europa.eu/documents/10162/23294236/portier_echa_efsa_response.pdf/9e199eca-af2f-
96bb-9e61-d6bae2588f4b,
http://echa.europa.eu/documents/10162/0/global_2000_glyphosate_echa_response_final_en.pdf/92487f17
-ea44-0bae-56d4-a7616862c65a and
http://echa.europa.eu/documents/10162/22931011/echa_global_2000_2.pdf/9619650d-519f-0b4d-333c-
9a9b721e5312

Page 246 of 754



10

a) Concerning the 10 statistically significant increases in tumour incidences that were
identified in the glyphosate carcinogenicity studies when the trend test was applied,
RAC did not consider this to be an unresolved question. This is because they
examined the information relating to each of these in detail, including the findings
arising from pair wise testing as well as other information, and RAC was able to
reach a conclusion on their biological significance and relevance to humans. There
was a need for consistent statistical testing across all studies.

b) Renal carcinoma, haemangiosarcoma, malignant lymphoma and pancreatic
carcinoma are not benign neoplasms. However, the CLP Regulation (1272/2008,
3.6.2.2.4-6) also includes additional considerations and factors (e.g. the possibility
of a confounding effect of excessive toxicity at test doses, or whether the responses
are in a single species or several species, or in single or both sexes) which influence
the overall likelihood that a substance poses a carcinogenic hazard in humans. After
considering all the data relating to each of these tumour-types separately, both
positive and negative, RAC considered that the incidences of these findings were not
sufficient to classify the substance for carcinogenicity. This is based mainly on an
evaluation of statistical significance (none were statistically significant at the high
dose in pairwise testing), biological relevance and consistency of the findings,
including comparison with historical control data and differences in findings between
the sexes. Increased tumour incidences observed at doses above 4000 mg/kg bw/day
were given less weight by RAC because the doses used were considered excessive and
having exceeded the MTD. The pancreatic tumours were also not replicated in 5 other
studies in rats or any of the studies in mice.

c) Concerning the renal carcinomas, it was noted in the CLH Opinion that
“differentiation between tubular-cell adenoma and tubular-cell carcinoma is not
always clearly apparent and both lesions are derived from the same cell type.
Accordingly, it is the combined incidences that have been used in the statistical
analysis”. It is indicated in the CLH Opinion that two renal carcinomas were seen
(out of a total of 50 animals in the group), at the highest dose in the Knezevitch and
Hogan (1983) study, and none (out of 49 animals) in the control group. Although the
pairwise statistical significance of this finding was not calculated, an incidence of
2/50 is unlikely to be statistically significant in a pairwise test.

8. What is your reply to the assessment made in a recent peer-reviewed recent peer-reviewed
publication14 that “the European authorities applied a double attenuation of the power of
statistical analysis regarding glyphosate’s carcinogenicity in animal studies. They
preferred pairwise comparisons and exclusively used two-tailed tests.”?

Please explain why ECHA did not use OECD Guidance No. 116 which recommends the
use of trend tests in its flow chart (p. 123) and instead states that “a one-sided test may be
considered more appropriate” (p.133).

OECD guidance document 116 does not provide a clear preference for a one-tailed or
two-tailed test or even the use of trend-tests vs pair-wise comparisons. The pros and cons
of one-tailed and two-tailed tests are discussed in OECD documentation. Both analyses

14 Clausing, P. et al. (2018): Pesticides and public health: an analysis of the regulatory approach to
assessing the carcinogenicity of glyphosate in the European Union. Journal of Epidemiology and
Community Health doi:10.1136/jech-2017-209776
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were used in the CLH report and the results from both types of analyses were considered
by RAC, when assessing the biological relevance of the findings.

The choice between a pairwise test and a test for trend is a matter of judgment which
includes both the context as well as the relative advantages and limitations of the different
approaches. This judgement was exercised by BfR in re-calculating the statistics for all
the study results presented in the CLH report and by RAC in assessing this (and other)
information for a conclusion on classification. Concerning the flowchart referred to,
OECD GD 116 also states that “the particular routes outlined in this particular flowchart
would not necessarily be agreed on by all statisticians”.

The statistical analysis methodology (2-tailed, pairwise) is consistent with what has been
used in assessments of other substances for CLH and was also consistent with OECD GD
116. From a regulatory perspective it is important that a consistent approach is used in
the assessments.

9. Referring to the increase in malignant lymphoma in three different mouse studies, the
Opinion of EFSA’s [ECHA’s] RAC, states that (p. 52): “RAC considered that the
findings in the individual mouse studies were not by themselves strong enough to warrant
classification. This is based mainly on an evaluation of statistical significance, biological
relevance and consistency of the findings, including comparison with historical control
data and differences in findings between the sexes.”

However:

(a) Would you agree that the observation of Non-Hodgkin lymphomas (NHL) in
epidemiological studies supports the biological relevance of the observation
of malignant lymphoma in animal experiments?

RAC was not convinced that there was a causal association between exposure to
glyphosate and NHL in the epidemiological studies that would support the contention
of biological relevance of the observation of malignant lymphoma in animal
experiments.

RAC considered the epidemiological studies as well as the malignant lymphoma
findings in the animal studies in detail and documented this discussion in the Opinion.
Concerning the NHL findings, the CLH opinion highlights the following relevant
points:

 Concerning the AHS study: “No association between exposure to glyphosate
and cancer was found in the AHS, which is the only prospective cohort study
available”.

 Concerning the case control studies: “A weak positive association has been
observed in some case-control studies, and in meta-analyses between
exposure to glyphosate and cancer, especially NHL, as concluded in the meta-
analyses by Chang and Delzell (2016) and Schinasi and Leon (2014), and
also in IARC monograph 112”.

 The opinion then concludes that “A causal relationship could not be
established by RAC because chance, bias, and confounding factors could not
be ruled out, and the evidence from epidemiological studies was considered
insufficient to demonstrate carcinogenicity in humans. The increased risk
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observed in some case-control studies was not consistently observed in all
case-control studies nor in the only cohort study available”.

Although published only after the RAC opinion had been adopted, a follow up to the
Agricultural Health Study (the main epidemiology cohort study) was published
(Andreotti et al, 201715), which concluded that, “no association was apparent between
glyphosate and any solid tumors or lymphoid malignancies overall, including NHL
and its subtypes”. This study updated the previous evaluation of glyphosate with
cancer incidence from registry linkages through 2012 (North Carolina) and 2013
(Iowa).

(b) If you do not agree, please explain why not. If you agree, please explain how
you reconcile that with RAC’s statement that the findings in the individual
mouse studies were not by themselves strong enough to warrant
classification”?

This has been explained in our response to (a), above

(c) In case of the Kumar study (2001) the authorities confirmed that the historical
control data (HCD) supported the observed increase in malignant lymphoma.
In the case of the Sugimoto study (1997) how many of the incidences of the
12 historical control studies were above, and how many below, the incidence
of malignant lymphoma observed in male mice? Please list the HCD
incidences in detail. Please explain why RAC concluded that findings in the
Sugimoto (1997) study was incidental despite the fact that the majority of
HCD incidences were below the incidence observed in the Sugimoto study.

Do you consider that a proper consideration of HCD would lead to the
conclusion that the finding of malignant lymphoma is actually supported by
HCD? If not, please explain.

The historical control data are provided below, as requested. The fact that a
considerably higher incidence has been seen to occur spontaneously in a study
conducted close in time to the Sugimoto (1997) study, indicates that this finding can
have arisen spontaneously. Hence malignant lymphoma was not considered by RAC
to be supported by the HCD data in this study.

It was noted in the CLH opinion that “an increased incidence of malignant
lymphoma was reported in three carcinogenicity studies in CD-1 mice and one study
in Swiss albino mice”. The Sugimoto (1997) study was one of the studies conducted
in CD-1 mice, in which very high doses were used (up to 4348 mg/kg d).

15 Andreotti G et al (2017). Glyphosate Use and Cancer Incidence in the Agricultural Health Study. J Natl
Cancer Inst (2018) 110(5): djx233

Page 249 of 754



13

HCD incidences in male mice (from Kitazawa, 2013) are as follows:

Year# 1993 1993 1993 1993 1994 1995 1996* 1998 1998
No. of
mice
examined

50 50 51 52 49 52 50 52 52

Malignant
lymphoma
incidence

3 2 2 2 2 3 2 10 3

% of total 6.00 4.00 3.92 3.85 4.08 5.77 4.00 19.23 5.77
*Sugimoto (1997);  #When treatment ended

In arriving at its conclusion that the malignant lymphoma findings in the mouse
studies (including the Sugimoto (1997) study) were spontaneous in nature, RAC did
not rely only on historical control data, but a number of factors were taken into
account. The factors contributing to a conclusion that biological and human
relevance of the findings is uncertain included the following:

1. Statistical analyses: No significant increases in malignant lymphomas
were found in any of the mouse studies when assessed by the pairwise
Fisher’s exact test. Although in two of the five studies, a significant
positive trend for malignant lymphoma incidences in males was reported,
in two studies the increases that were observed were not statistically
significant. In one study (the oldest), the term malignant lymphoma was
not used, but there was no statistically significant increase in
lymphoreticular neoplasms reported in this study in response to
glyphosate exposure. Thus, the lymphoma incidences in male mice were
considered to show a slight, but clearly variable increase.

2. No increase in treatment related non-neoplastic findings in the lymph
nodes were reported, thus supporting the conclusion that the tumours were
of a spontaneous nature.

3. The maximum incidences were regarded to be within the historical control
range for the CD-1 mice (although adequate historical control data were
not available for all studies);

4. The increases in malignant lymphoma incidences appeared to be confined
to the high dose groups in the CD-1 mice;

5. The incidence of malignant lymphomas is known to be related to the age
of the animals. However, significant associations between exposure to
glyphosate and induction of malignant lymphomas were not observed in
the 24-month studies.

6. There was no reduction in overall survival in the exposed groups;
7. No parallel increases were observed in female CD-1 mice. It is known that

female CD-1 mice are usually more prone to develop spontaneous
malignant lymphoma than male mice. The lymphoma incidences were
generally higher in females than in males, but no glyphosate related
increases were seen in female CD-1 mice.

(d) Do you consider a finding which was qualitatively replicated in three of five
studies in three different strains of mice as consistent or as inconsistent? If
inconsistent, please explain why? Please explain what the general
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expectations are concerning the repeatability of tumor findings in different
studies using different strains of mice?

Assuming that this question refers to any increased incidences of tumours above those
seen in controls, as already noted above, to identify a carcinogen, it is not the
presence of a tumour alone which is critical. All the data need to be assessed and the
positive as well as the negative findings on the tumours are weighed together.

Factors that are seen to increase or decrease the concern also need to be considered.
Hence it is not possible to make a strict rule on what would amount to evidence for
carcinogenicity.  In the event that the signals for carcinogenicity are strong (for
example, clear dose-response relationships accompanied by high statistically
significant incidences) the number of studies or even tumour types needed to establish
that a substance is carcinogenic is low. When the signals are very weak, establishing
a biologically relevant carcinogenic response may be difficult, regardless of the
number of such weak signals, and can result in the conclusion that there is not enough
evidence to classify the substance.

(e) How do you reconcile the statement of the ECHA Guidance (2015, p. 378) that
“there is no requirement for a mechanistic understanding of tumour induction
in one sex only in order to use such findings to support classification in a given
hazard category” with the dismissal of the tumor findings in mice based on
“differences in findings between the sexes”? In addition, how serious do you
consider these differences, when in one of three studies there was also a
statistically significantly increased incidence of malignant lymphoma in
female mice?

There is indeed no requirement for a mechanistic understanding of tumour induction
in one sex only in order to use such findings to support classification in a given
hazard category. The “differences in findings between the sexes” was only one of
the factors which introduced uncertainty into the biological and human relevance of
the tumour findings. This was particularly the case for malignant lymphoma, which
are known to develop spontaneously particularly in female CD-1 mice. In fact, no
statistically significantly increased incidence in these findings were observed in
females in any of the five studies in mice.

(f) Returning to the definition of “limited evidence” mentioned in Question 28,
please explain the decision not to classify glyphosate as a Category 2
carcinogen, keeping in mind that the biological relevance of malignant
lymphoma was supported by epidemiological evidence, qualitative
repeatability was seen in three studies and dose-dependent increases in two
studies, and that – contrary to ECHA’s claim – the valid HCD (compliant with
OECD Guidance 116) actually supported the finding of malignant lymphoma
in two studies, while for the third study no valid HCD were available.

The HCD data were only one of the factors considered by RAC in reaching their
conclusion, the epidemiological data were not considered to support the findings,
the qualitative evidence from animal studies was insufficient to indicate an effect and
the apparent dose-dependence was not corroborated by statistically significant
findings in pair-wise testing. Hence RAC concluded not to classify glyphosate ISO
as Category 2 for carcinogenicity.
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10. In 2016, following the conclusion of the evaluation of glyphosate by European
Institutions that contradicted the one from IARC/WHO, four MEPS requested public
access to the complete records of animal laboratory data from chronic carcinogenicity
studies of glyphosate that were previously deemed to be confidential business
information. These data were evaluated by scientist Christopher Portier (see here for
further info https://www.nrdc.org/resources/open-letter-dr-christopher-portier-
cancer-expert-his-review-carcinogenicity-glyphosate). He identified 8 tumors that
had not been reported at all by the applicant in the summaries and had not been
identified by ECHA either.

- Why were these tumors not identified by ECHA?

- Did ECHA check the raw data to confirm that what the applicant is reporting is
indeed the findings of the experiment?

- Do you systematically search the raw data to confirm that the summary of the study
includes all the findings?

- Have you checked if this has happened in other areas of toxicity?

a) RAC is obliged to take into account the information provided in the CLH report16

and any information that has been provided during the public consultation of that
report. In this case (as in many other cases) RAC had access to the original study
reports. ECHA acknowledges that 7 of the 8 findings were not specifically
documented in the Risk Assessment Report (RAR) prepared in the context of the
Plant Protection Products Regulation or the Harmonised Classification and
Labelling (CLH) report. The reason why these were not considered in the CLH
report or the RAC Opinion, was that the Dossier Submitter considered that these
tumours were not treatment-related and also considered not relevant for hazard
and risk assessment. A detailed explanation of each of these findings individually
can be found in Tarazona et al. (2017a,b17). Some of these were also specifically
noted in the original study reports and the raw data have in fact been available
online since 2015. The findings have also been presented in other documents to
which RAC has had access during the process, including (for example) in the
report by IARC.

b) It was noted by BfR in the CLH report, concerning the scope of the evaluation of
the dossier submitter, that “All toxicological studies included in this CLH dossier
were evaluated and assessed by in-house staff toxicologists of the BfR. It is
emphasised that the toxicological database for glyphosate is extremely large and
that the studies have come from a great number of sources. Thus, completeness
of the database and identification and compilation of relevant and reliable data
are crucial. In the following, the approach taken by the Dossier Submitter is
described with particular regard to the studies and publications that are referred
to in this CLH dossier.

17 Tarazona JV, Court-Marques D, Tiramani M, Reich H, Pfeil R, Istace F, Crivellente F (2017a). Response to the
reply by C. J. Portier and P. Clausing, concerning our review “Glyphosate toxicity and carcinogenicity: a review
of the scientific basis of the European Union assessment and its differences with IARC" Arch Toxicol. 2017 Jul
25. doi: 10.1007/s00204-017-2032-8
Tarazona JV, Court-Marques D, Tiramani M, Reich H, Pfeil R, Istace F, Crivellente F (2017b). Glyphosate
toxicity and carcinogenicity: a review of the scientific basis of the European Union assessment and its
differences with IARC. Arch Toxicol. 2017 Mar. doi: 10.1007/s00204-017-1962-5
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c) The information that is relevant for classification and labelling of glyphosate is
based on original studies of the manufacturers that were performed on a routine
basis under GLP conditions and in compliance with OECD Test Guidelines for
the individual toxicological endpoints”. ECHA is of the view that all important
findings were comprehensively addressed in the CLH report and in the RAC
opinion and its associated documentation.

One way in which the original study reports are used by RAC is to verify that the
data presented are consistent with the findings reported in the CLH report and
associated documentation.

The data are normally not systematically searched with a view to identifying any
additional findings. However, if there was ever any reason to suspect that there
was any additional relevant data in the study reports, there is no doubt that action
would be taken to seek this out.

d) It is assumed that “other areas of toxicity” refers to other hazard classes in the
assessment of the hazardous properties of glyphosate. Additional data from the
original study reports, from epidemiology studies in the carcinogenicity section
and from studies in animals in the reproductive toxicity section were included in
the CLH opinion or the background document, where it was considered pertinent
to do so. Hence ECHA believes that the data provided by the dossier submitter in
the CLH report and RAC in the Opinion (and their associated documents)
adequately reports and accurately summarises the findings from these reports.

11. The assessment of Dr Christopher Portier also revealed that BfR in its original RAR
(before the addendum and the revision following IARC’s publication) had identified
4 tumors but when BfR re-examined the data it found an additional 9 tumors.
Together with the 8 tumors that had never been reported this results in 21 cases of
tumors, from 10 different studies in rodents. Chris Portier used the trend test, which
is in line with the OECD recommendations.

- Why did ECHA not accept the use (and the results) of a statistical test (trend test),
which is very sensitive and recommended for use in carcinogenicity tests by OECD?

- Do you consider, or not, that 21 cases of tumors are enough to consider that a
chemical has the potential to cause cancer?

See introduction to the answer to Q28

As noted earlier, the statistical analysis methodology (2-tailed, pairwise) is consistent
with what has been used in assessments of other substances for that have undergone a
process of harmonisation of their Classification and Labelling.

In the CLH report and in the CLH opinion, the results of the trend test were reported
alongside the results from pair-wise testing, as both statistical testing methods were used
in the analyses of the data in the CLH report. However, as was the case with all the
information used in the assessment against the CLP criteria, the information from the
statistical tests was also placed in its context when concluding on the classification.
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The Cochran-Armitage trend test is indeed generally considered one of the valid
statistical methods to assess the possible association between exposure to a hazard and
increase in tumour incidence. Moreover the results of the test should never be interpreted
in isolation but always put in the context of their biological relevance. This is highlighted
in OECD GD 116 as follows: “The increasing emphasis in the statistical community on
estimation over hypothesis testing is a crucial development in the distinction between
these two concepts with statistical analysis being a part of the interpretation of the
biological importance, not an alternative”. The same guidance guards against “the
reporting of significance levels arguing instead that the emphasis should be on
emphasizing the size of effects and the confidence in them”. The task of RAC has been
to evaluate the weight of evidence for the whole dataset. This is different to simply
evaluating the presence of statistically significant findings.

As noted by Tarazona et al. (2017a,b)16 and in the EFSA/ ECHA response to Dr. Portier,
the OECD guidelines state that the statistical assay to be used should be selected before
the study is conducted. To apply another statistical assay if the result of the first was not
consistent with a preferred outcome is not scientifically valid practice and is contrary to
the OECD guidelines. The OECD guidelines state that statistical re-evaluation can be
performed if no analysis was done in the original study or if the wrong test was used.
Although the OECD guidelines do not specify that both types of tests should be
performed, the data have been analysed by BfR using both types of tests, and
consequently RAC have considered the results in the light of both types of statistical tests
in the weight of evidence.

It is not the number of tumour incidences on its own that leads to a classification for
carcinogenicity (See the introduction to ECHA’s answer to Question 28). With multiple
studies, where the CLP classification criteria cannot be applied directly, e.g. to a single
key study, then all the available information bearing on the determination of hazard is
considered together18. Guideline and non-Guideline studies are included and considered
when all the evidence is weighed together to reach a conclusion. The quality and
consistency of the data is given appropriate weight. Both positive and negative results
are assembled together in a single weight of evidence determination19. The weight given
to the components depends on factors such as the quality of the data and reporting,
consistency of results, nature and severity of effects, and relevance of the information.

12. Do you take into account the effects of product formulations in any stage of your
evaluation? If not, do you think this should be done alongside the evaluation of the
active substance?

The CLH process concerns only substances, not products (mixtures) containing the
substance. Article 37 of the CLP Regulation, which addresses the CLH process, states
that “A competent authority may submit to the Agency a proposal for harmonised
classification and labelling of substances…” (our underlining). There are several reasons
for this, but to mention a few:

 Scientifically, it is reasonable to assume that any toxicity of a mixture is attributable
to the hazardous properties of its ingredients; and

 A mixture is always a dilution of the substance. For systemic effects, such as
carcinogenicity, mutagenicity and toxicity to reproduction, dilution of the test

18 CLP Art 9(3) + Annex I: 1.1.1.
19 REACH Annex XI, Section 1.2
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substance always means a lower probability of detecting a possible effect of a
substance. This is why, according to the CLP Regulation, testing for CMR
(Carcinogenicity, Mutagenicity, Reproductive toxicity) properties is normally not
done on mixtures; and

 For many PPPs there are many mixtures (formulations) containing the active
ingredient and testing of these mixtures for their hazardous properties would require
an unrealistic number of studies to be conducted with an associated high number of
test animals that would need to be sacrificed.

In the animal studies, for the reasons given above, the studies are conducted exclusively
with the substance. However, data arising from exposure to formulations containing the
substance are usually included in the epidemiology studies, because sufficient data from
humans exposed to the substance alone is often not available.

For EFSA and ECHA

13. In the case of glyphosate, why both Agencies dismissed the studies proving genotoxicity?
Has this been done and based in a transparent and objective and incontestable way?

RAC formed its independent scientific opinion on classification of glyphosate in a
transparent and objective manner carefully following the requirements of the CLP
Regulation which requires a weight of evidence assessment and by using all data
available to the Committee.

The database on genotoxicity for glyphosate (ISO) is extensive, consisting of in vitro and
in vivo data from animals and human epidemiology studies. Data is not usually dismissed
but poorer or equivocal studies may be given less weight in the assessment.

RAC considered the genotoxicity studies summarised in the CLH report in detail. The
greatest weight was given to the studies conducted according to the relevant OECD test
guidelines.

The studies which were based on data from humans did not provide sufficiently robust
evidence of glyphosate genotoxicity to justify classification, being compromised by the
lack of clear information about exposure to glyphosate itself and/or glyphosate-based
herbicides, low numbers of subjects involved and the extent to which other substances
could have contributed to the findings. The evidence from the two positive micronucleus
studies in rodents was overridden by the overall conclusion from the numerous other in
vivo mutagenicity studies, showing that glyphosate does not induce somatic cell
mutations. Furthermore, although glyphosate induced transient DNA strand breaks in
the in vitro and in vivo comet assays, in the context of lack of evidence for gene mutations
and mainly negative micronucleus bone marrow mutagenicity tests, their biological
importance in relation to mutagenicity is uncertain. It was unclear whether oxidative
stress is of biological importance as a mode-of-action for glyphosate as the data are
equivocal.

RAC concluded that there is not sufficient evidence to warrant classification of
glyphosate for germ cell mutagenicity. The data and arguments leading to this conclusion
are documented in the Opinion.
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14. For how many and which substances, EFSA and ECHA have opposed to the RMS
assessment? For what reasons? What is the procedure that it is followed by each Agency
afterwards and in what has been resulted (if possible exact no of cases)?

In roughly 90% of cases where the dossier submitter for a CLH proposal proposes a
carcinogenicity classification, RAC endorses that proposal. Where it does not support
the dossier submitter’s proposal, in roughly half the cases, it proposes a more severe
classification and in the other half a less severe classification. The pattern is similar for
mutagenicity.

15. Do you believe that OECD Guidelines are the tool to ensure the appropriate evaluation?
Are all of the respected by competent Authorities and Agencies when they do the
assessment or monitor the performed assessment? What could be changed in the
legislation in order to ensure that all of them are respected?

It is not only a question of following the OECD test guidelines but the combination with
OECD Good Laboratory Practice which together provide the necessary safeguards to
ensure the availability of credible and reliable studies that can form the basis for
regulatory decision-making. Both aspects are dealt with in this reply.

OECD Test Guidelines.
The OECD Guidelines are based on rigorous international standardisation of physico-
chemical, human health and environmental test methods; they provide a firm basis for
laboratories to carry out complex studies in a similar manner worldwide. They ensure
that hazard evaluations for regulatory purposes are comparable and this greatly
facilitates evaluation by authorities and mutual acceptance of the outcomes. Nonetheless,
all types of studies whether carried out to internationally standardised guidelines such
as OECD or as ‘free research’ are evaluated by ECHA as part of the CLP process.

Good Laboratory Practice (GLP)
The principles of Good Laboratory Practise have been developed in accordance with the
OECD and the EU has adopted these in two Directives. Directive 2004/10/EC20 requires
EU countries to ensure that laboratories carrying out safety studies on chemical products
comply with the OECD Principles of GLP, while Directive 2004/9/EC21 lays down the
obligation of EU countries to designate the authorities responsible for GLP inspections
in their territory. GLP is a requirement under many different pieces of EU legislation22,
e.g. REACH, CLP, Plant Protection Products, Biocides, Food and Feed Additives and
Medicines amongst others.

GLP compliance monitoring occurs at a National level and is intended to ascertain
whether test facilities have implemented GLP principles for the conduct of studies and
are capable of assuring that the resulting data are of adequate quality. The status of
implementation of the above Directives was reviewed in 201523, at which time all Member
States had transposed them into National legislation. Each MS maintains a list of the
accredited laboratories in its jurisdiction.

20 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32004L0010
21 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32004L0009
22 https://ec.europa.eu/docsroom/documents/16846/attachments/1/translations/en/renditions/pdf
23 https://ec.europa.eu/docsroom/documents/14185/attachments/1/translations/en/renditions/pdf
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In most EU-MS (also EEA and Switzerland), the monitoring authorities carry out facility
inspections every 2 years with others ranging in frequency from 15 months to 3 years.
During a facility compliance audit, study dossiers may also be examined. Ultimately, for
each study the laboratory claims compliance with OECD GLP, i.e. the integrity of the
study is the sole responsibility of the study director and the laboratory, not the entity
commissioning the study.

In the USA, GLP compliance monitoring of non-clinical laboratories is the responsibility
of the US Food and Drugs Administration. Their list of inspected laboratories24 updated
form 2000 to 2017 indicates compliance audits roughly every 2 to 4 years.

16. Does the existing legislation tackle the event of ghost-writing? Are there enough
safeguards? How is it happening?

The authors of scientific papers are expected by most reputable journals to declare in
their article any interest, including funding of the research, thus ensuring transparency.
ECHA firmly supports this practice in science.

The case of official reports used by EU agencies has also been mentioned. Applications
by manufacturers for the authorisation of pesticides and biocides are examined by a
Rapporteur Member State (RMS) and presented to EFSA or ECHA, respectively for peer-
review and evaluation. These reports out of necessity use study summaries25 as the basis
for the evaluation. Where necessary, the original study report is requested and checked.
Sections of such study summaries and original laboratory reports (there may be hundreds
in a large dossier) are routinely copied into the RMS report and commented on as part
of the evaluation - this requires careful scrutiny. In turn, when the RMS evaluation report
(CAR or DAR) is used by a Member State to produce the CLP report for ECHA, these
extracts may again be copied. For reasons of efficiency, evaluation reports are used as
a primary source (mentioned in the REACH and CLP legislation) and specific
information is checked with the original source as needed. Thus, there are three layers
of scrutiny as part of this process.

Good Laboratory Practice remains the strongest safeguard, ensuring that the original
information is authentic and accurate.

17. How would EFSA see the possibility of the Agency commissioning the studies, in order
to avoid any conflict of interest?

Not for ECHA. Please note however our answer to question 27.

18. Article 30 of the Reg. establishing EFSA, foresees the actions to take for solving the cases
of divergence of scientific opinions especially when coming from a Community body or
Agency. Wouldn't be useful for the Agencies to have a similar provision, for identifying
the uncertainties, clarifying and issuing joint documents, for when the scientific
divergence comes from one of the bodies of the UN carrying out similar tasks?

24https://www.fda.gov/downloads/ICECI/Inspections/NonclinicalLaboratoriesInspectedunderGoodLaboratoryPractices/U
CM413586.xlsx
25 In recent GLP Guideline studies, study summaries may be part of the laboratory report and are thus GLP
audited - but this is not the case in older studies. However, unaudited study summaries can be checked with
the GLP audited study report in any case.
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Art. 95 of REACH describes the procedure for identifying potential divergence of opinion
between EU bodies, this involves the exchange of information and discussion of the reasons
for such divergences with a view to resolution.

There is no formal role for IARC in EU legislation and the EU has set up its own bodies to
evaluate chemicals, most recently under REACH and CLP, there is thus no legal conflict when
EU agency and IARC opinions diverge. Classification and labelling goes back to the
Dangerous Substances Directive of 1967. Question 23 part b) outlines the main reason why
glyphosate was evaluated differently by ECHA/RAC and IARC. In the view of ECHA this is
principally due the major difference in the way the studies are selected, combined with the
obligation industry has in the EU to demonstrate the safety of its products by providing the
required safety studies.

ECHA’s scientific assessments are done in accordance with the framework provided by the
European Union’s legislator. ECHA also has the possibility to involve external expertise and
the Management Board approved in 2016 the participation of United Nations sub-
organisations, such as the International Agency for Research on Cancer (IARC; the
specialised cancer agency of WHO), as observers in the work of ECHA26.

For the Scientific Advice Mechanism

19. Please explain the major difference between the EFSA und IARC mandate.

20. From a scientific point of view: Does the current pesticide regulation make sense?

21. Can the SAM comment on the scientific validity of both the EU PPP authorization system
and the IARC system and how do both systems compare in terms of fit for regulatory
purposes?

22. Can the SAM please compare the robustness of the PPP system in the EU with other
regulatory frameworks related to food, cosmetics, pharmaceuticals?

23. How does the SAM address the scientific validity for regulatory purposes of, on the one
hand, the EU authorisation process and on the other hand, the WHO IARC conclusions
on glyphosate?

24. Can the SAM comment on the scientific and regulatory robustness of the EU
authorisation process for pesticides with regards to protecting human health and the
environment compared to the regulatory framework for other economic sectors in the EU
(such as, for example, pharmaceuticals, medical devices, food additives etc.)?

For Mr. Christopher Portier:

25. In an open letter to the European Commission, signed by you and a number of other
scientists, you have criticized the use by EFSA of industry studies by saying that
“compliance with guidelines and Good Laboratory Practice does not guarantee validity

26http://echa.europa.eu/documents/10162/2200151/final_mb_36_2016_international_organisations_in_ech
as_work_en.pdf/11b193ee-fc2a-4cab-9228-bd6dee00032a
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and relevance of the study design, statistical rigor and attention to sources of bias.”
(https://www.efsa.europa.eu/sites/default/files/Prof_Portier_letter.pdf)

Could you please elaborate on this and the potential problems with the GLP guidelines
and their implementation? What is the nature of the research institutions (laboratories)
that carry out the industry studies? Who certifies them and how is this financed? What
are the controls of the compliance with the GLP standards? Do you need more studies to
assess a substance?

26. Can you please explain the difference between IARC and JMPR?

27. Please explain the IARC policy on conflicts of interest.

28. Please explain how IARC deals with experts of its committees being members or
employees of other organisations.

29. If IARC had assessed the same studies as EFSA/ECHA, would it have come to the same
conclusions?

30. Can IARC please comment on the Reuters reporting about important differences in the
draft IARC report and the final IARC report, especially with regard to the deletion of
exonerating content?

31. One of the key elements of the PEST committee mandate is to investigate conflicts of
interest within the EU agencies and the national authorities. Can Prof. Portier provide an
explanation of how conflicts of interest are handled within the WHO IARC assessment
process? In particular, what are its disclosure requirements for the employment of WHO
IARC experts within other organisations (public and private)?

32. Can Prof. Portier explain the drafting process in the WHO IARC and, more specifically,
the differences between the draft report and the final report evaluating the carcinogenicity
of glyphosate as reported by Reuters (October 19, 2017)?

33. Could Prof. Portier explain how many hours the WHO IARC worked on its evaluation of
the carcinogenicity of glyphosate, and how many staff were involved in the assessment?

34. The Commission considers the WHO IARC evaluations to play an important screening
assessment of the carcinogenic potential of agents, but that this should not be compared
with the more comprehensive hazard assessment conducted by national competent
authorities and EFSA, which are designed to support the EU’s regulatory process for
pesticides. In response to this, can you explain why you adjudge the WHO IARC
classification to be by far the more credible assessment of glyphosate when compared
with the renewal assessment report by the German Federal Institute for Risk Assessment
(BfR)?

35. Could Prof. Portier please explain the difference between the WHO IARC assessment
and the Joint FAO/WHO Meeting on Pesticide Residues (JMPR) assessment? Both are
specialised agencies within the WHO but they have come to different conclusions
regarding the carcinogenicity of glyphosate.

36. If the WHO IARC had been given an opportunity to scrutinise the industry generated
data compliant with OECD test guidelines and GLP when preparing its evaluation on
glyphosate, would that have changed its final assessment?
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37. In your analysis of the raw data you identified some new incidents of tumors in animal
experiments that had not been reported at all in the summaries of the studies that were
provided by the applicant. Would that change the outcome of the analysis?

38. Do you think that classification of an active substance can and should take into account
the data on the effects of the formulation?

39. What would you propose to regulators to do in order to revise the assessment of
glyphosate and other active substances in Europe?

40. You have been attacked for having conflicts of interest. What is your response?

For all experts:

41. EFSA and ECHA have shown great efforts to address possible conflicts of interests.
However, ever stricter rules will likely result in difficulties to recruit qualified staff
for the agencies. How can a fair balance be achieved between ensuring sufficient
independence of the agencies and ensuring that the staff is sufficiently familiar with
and experienced in their fields of expertise? What measures have proven to be best
practices? Do you consider further improvements necessary and if so, how could the
systems in place be further strengthened without compromising the agencies' ability
to work?

ECHA has indeed gone through great lengths to set up a comprehensive system for
prevention of conflicts of interest, including many layers of control and the
development of IT applications to document the checks. It is also continuously looking
for further improvements and when found appropriate makes adjustments to its
policy.

One element which contributes heavily to ECHA’s conflicts of interest management
stems from the fact that practically all the experts that sit on its Committees (with the
exception of a few co-opted members appointed by the Committee itself), Enforcement
Forum and Management Board are nominated or appointed by the Member States
directly. Therefore these Member States usually put forward as a member a public
official from within their own national authorities. As a result, more than 90% of
ECHA’s external experts are public officials with no interests in private industry.

On top of that ECHA applies five strict eligibility criteria (exclusion criteria) for these
same bodies which would in any event exclude any candidates which are employed
by a company or interest group operating in the field of activity of ECHA or would
have any consultancy contracts with them, among others.

Putting in place even more generic exclusion criteria would not bring any additional
assurance. While it is crystal clear that an expert declaring an interest (up to five
years in the past) in a specific company will not be able to perform any work which
relates to such company or the substances in which it has an interest, it should not
exclude him or her from working on other unrelated topics.

42. In recent political and public debates, the presence of "data gaps" identified by EFSA
have caused discussions about the validity of Commission approvals. However, data
gaps do not necessarily mean that authorisation procedures cannot be positively
concluded. Do you have recommendations on how to deal with data gaps in political
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and public communication so that they do not undermine the trust in the approval
system?

Hazard and risk assessments that underpin regulatory decision-making on the
marketing and use of dangerous substances contain by definition a (sometimes large)
number of areas where scientific uncertainties exists, such as data gaps or conflicting
data. This is common practice and does not stop the Agencies from developing their
advice and opinions taking into account all information available. Further
generation of new information can in many cases help reduce the uncertainties but is
not likely going to bring them to zero. Therefore, it is first of all very important that
the process that is followed to arrive at an opinion is clear and transparent to all
parties, in particular with respect to what information has been available to the
assessors. Secondly, the advice and opinions should, to the extent possible, express
clearly the uncertainties in the evaluation. In that context ECHA has developed a
background document27 that contains a review of existing work in the field of Weight
of Evidence and uncertainty by other regulatory agencies, international
organisations and the most recent scientific publications. This work has been used to
develop a template28 for its committees to apply and record weight of
evidence/uncertainty analyses in human health and environmental hazard
assessments.

In general, ECHA is continuously improving its practices to ensure that the outcome
of its work is clear and that the uncertainties are expressed in a way that they serve
well the regulatory decision-making by the Commission and the Member States

43. Part of the SAM's mandate for the review of the PPP authorisation system is to assess
options for arbitration in case of diverging assessments by different competent
authorities. In this regard, the biocidal products regulation has been mentioned as a
possible positive example. Could you explain how arbitration is handled under the
biocidal products regulation and how this is currently done for plant protection
products? Are there other best practices that would be applicable to the PPP
authorisation? In your opinion, would it make sense to extend arbitration also to
scientific bodies other than competent authorities, particularly with a view to increase
public trust in the soundness of the authorisation system?

The arbitration mechanism under the Biocidal Product Regulation applies to cases
where Member States have differences in opinion on the acceptance of biocidal
products on their markets under the mutual recognition process. There is indeed a
coordination mechanism (and group) in place that allows for further discussion and
exchange of views. Where no agreement is found, the case is referred back to the
Commission who may then ask ECHA for a scientific opinion on technical or
scientific matters. Based on the ECHA opinion the Commission shall then take a final
decision on the matter (following a vote in the Standing Committee on Biocidal
Products – a regulatory Committee set up in the Biocidal Products Regulation).
ECHA’s experiences with this mechanism are in general positive. In only 7 out of the

27http://echa.europa.eu/documents/10162/17169198/wo_eu_uncertainty_background_en.docx/4f2b49ab-
ade0-6ee3-e977-8abe00c21c23
28http://echa.europa.eu/documents/10162/17169198/template_for_weight_of_evidence_en.docx/eb183c2
e-c360-cbce-7a58-ad2d1270e5bd
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113 formal referrals it has not been possible to reach an agreement. Hence, in 94%
of the cases referred an acceptable way forward was found.

44. Could you elaborate the consequences for the independence of the risk assessment if
EFSA would be exclusively responsible for both commissioning required studies for
the authorisation procedure and for carrying out the risk assessment? Could that lead
to a higher direct exposure of EFSA to the applicant as well as to a less stringent peer-
review of the assessment of the application?

For EFSA

45. Could you explain how you apply the weight of evidence approach in the context of
your assessments? Do you see ways to improve the communication to strengthen trust
in the reliability of your assessment in this regard?

Please see also our answer to question 23.

With multiple studies, where the CLP classification criteria cannot be applied directly,
e.g. to a single key study, then all the available information bearing on the
determination of hazard is considered together29. Guideline and non-Guideline
studies are included and considered when all the evidence is weighed together to
reach a conclusion. The quality and consistency of the data is given appropriate
weight. Both positive and negative results are assembled together in a single weight
of evidence determination30. The weight given to the components depends on factors
such as the quality of the data and reporting, consistency of results, nature and
severity of effects, and relevance of the information.

As noted above, ECHA has developed a background document that contains a review
of existing work in the field of Weight of Evidence and uncertainty by other regulatory
agencies, international organisations and the most recent scientific publications. This
work has been used to develop a template for its Committees to apply and record
weight of evidence/uncertainty analyses in human health and environmental hazard
assessments.

29 CLP Art 9(3) + Annex I: 1.1.1.
30 REACH Annex XI, Section 1.2
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The SAM’s Group of Chief Scientific Advisors provides independent scientific advice to 

the College of European Commissioners and does not represent the views of the 

Commission in any way. 

For the Scientific Advice Mechanism 

40. Please explain the major difference between the EFSA und IARC mandate. 

- As stated in our ‘Explanatory Note’ on scientific advice for the regulatory 

assessment of glyphosate in plant protection products1: “While both EFSA and 

World Health Organisation (WHO)-IARC deliver a carcinogenicity hazard 

assessment for glyphosate, the scope and purpose of the EFSA Conclusions are 

different from those of the WHO-IARC Monograph. EFSA is tasked to conduct a 

full risk assessment of the active substance only, considering all aspects of human 

and environmental safety. As part of that process EFSA also conducts a hazard 

assessment and a comparison with the hazard approval criteria… The EFSA 

assessment thus represents one step in the EU regulatory process. The WHO-

IARC Monograph is by contrast a stand-alone assessment concerning the 

carcinogenic potential of glyphosate and of glyphosate-based formulations”.  

- EFSA also assesses a ‘representative use’ and ‘representative formulation’ as part 

of the risk assessment of an active substance. These concepts are defined and 

discussed in our recent ‘Scientific Opinion’ on EU authorisation processes of 

plant protection products (PPPs)2 as “a specified formulation containing an active 

substance and its use, as proposed by the applicant, which is used to assess if the 

active substance could (hypothetically) be used in a safe way for humans and the 

environment, in order to be approved. Representative formulations/uses for active 

substances do not necessarily correspond with the formulations/uses of the PPPs 

containing this active substance subsequently submitted for market 

authorisation.” 

- There were differences in the way that EFSA and WHO-IARC carried out their 

scientific assessments, and in the data they used, which could also have led to 

differing outcomes. In our PPP Scientific Opinion we propose that the Group of 

Chief Scientific Advisors could be requested by the EC to provide scientific 

advice in such circumstances (see 42 and 44 also). 

41. From a scientific point of view: Does the current pesticide regulation make sense? 

- In our Scientific Opinion, we state that “Regulation (EC) No 1107/2009 is 

intended to ensure that marketed PPPs “do not have any harmful effect on human 

or animal health or any unacceptable effects on the environment” and that “the 

precautionary principle should be applied”... [and] is further intended to 

“safeguard the competitiveness of Community agriculture” and also states 

“improving agricultural production” as a purpose”.  

- We note that:  

o “these objectives may result in unachievable goals in practice”; 

                                                 
1 https://ec.europa.eu/research/sam/index.cfm?pg=glyphosate 
2 https://ec.europa.eu/research/sam/index.cfm?pg=pesticides 
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o “these statements are not specified much further in the Regulation and it 

has been observed that the ‘precautionary principle’ suffers from a degree 

of ‘vagueness’”;  

o “the order of priority of these different, sometimes conflicting, objectives 

is not specified. Because this ambiguity is not addressed, the risk manager 

effectively leaves the risk assessor to decide in practical terms what is 

acceptable and how the different objectives should be balanced. However, 

the responsibility and accountability for decisions on protection goals and 

risk acceptability should lie with legislators and risk managers, not with 

scientists”;  

o “it is also important to recognise that it is not possible to ensure that 

products or substances of any sort placed on the market will not have any 

harmful effect on human or animal health under all circumstances. 

Agricultural crops to which no PPPs have been applied can also present 

risks, arising for example from naturally occurring toxins that can be 

present in food, such as mycotoxins, which may be increased if PPPs are 

not used. It also needs to be understood that all scientific assessments 

contain some degree of uncertainty, that the absence of an effect is 

scientifically impossible to prove, and that there is always the potential 

for unforeseen risks. Thus, zero risk is impossible to ensure”. 

- Therefore it could be argued that the current pesticide regulation does not make 

complete sense given the above conflicts and inconsistencies. For this reason, we 

recommend that risk managers and legislators must “clarify the protection goals 

of the EU PPP approval and authorisation system” ensuring these are “realistic, 

practical, unambiguous and quantifiable”.  

42. Can the SAM comment on the scientific validity of both the EU PPP authorization 

system and the IARC system and how do both systems compare in terms of fit for 

regulatory purposes?  

- In the Explanatory Note, we have explained the differences between WHO-IARC 

and EFSA in scientific assessment, specifically focussing on glyphosate. Our 

Scientific Opinion aims to make recommendations for the improvement of the 

EU PPP authorisation system, in particular with regards to transparency, 

effectiveness and efficiency, and we have made several observations on both 

systems. 

- The ‘WHO-IARC system’ is not part of a regulatory process, ‘it is a stand-alone 

assessment’. It only assesses hazard, not the likelihood of the hazard causing 

actual harm (i.e. the risk), which would normally be needed for regulatory 

purposes.  

- Commenting on the EU PPP system, we recognise that “the EU has made 

significant progress in the effectiveness of its PPP risk assessments in recent 

years, and has also established very low tolerance for Maximum Residue Levels 

(MRLs) in food and feed. It has authorised new acceptable PPPs, and has taken a 

stringent approach to renewals of approval, which has contributed to the 

withdrawal of hazardous substances from the market”. We note that “the EU PPP 

system has been described by some scholars as the ‘strictest in the world’ 

regarding the high level of consumer and environmental protection that is aimed 
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for” and that “the EU is world-leading in its separation of the roles of risk 

assessor and risk manager, which is internationally-recognised best practice”. 

We also note that “the EU PPP system has to constantly adapt, both to embrace 

new scientific and technical developments (e.g. in toxicity testing) and to meet 

new challenges such as the changing nature of PPPs. Moreover, the Scientific 

Advisors are concerned with the widespread and prophylactic use of PPPs and 

the effects thereof on the environment, which require greater consideration in the 

EU PPP system, especially with regard to post-market vigilance”. Thus, the EU 

PPP system can benefit from improvements, which form the recommendations in 

our Scientific Opinion and address:  

 “Tensions between the regulatory goals of (a) the avoidance of harmful 

effects and (b) improvement of agricultural production as a result of PPP 

use; how these goals reflect societal views; how the tensions between them 

are resolved and how they are communicated”. 

 “Organisation and operation of the EU dual system for approval and 

authorisation of PPPs concerning: the role, mandate and the capacity of 

those involved; the extent to which data are effectively recorded and shared 

within and outside the system; and how divergent opinions are addressed”. 

 “The evolving nature of scientific hazard and risk assessment in terms of: the 

tools available for assessment; the types of PPPs submitted for approval; the 

assessment of risks associated with mixtures and aggregate exposure; and 

landscape-scale environmental effects, in part associated with over-use of 

PPPs”. 

-  We make the following recommendations in the Scientific Opinion that can be 

expected to enhance or contribute to the scientific validity and fit for regulatory 

purposes of the EU authorisation process:  

1. Clarify the protection goals of the EU PPP system and improve their 

communication including the systematic assessment (by the risk assessor) 

and communication (to the risk manager) of the level of certainty in risk 

assessments. 

2. Improve the organisation and operation of the EU PPP system including 

giving the risk assessors the autonomy to determine all risk assessment 

elements; the assessment of PPPs with the same rigour as active substances 

by EU risk assessors collaboratively; review of PPPs grouped by ingredients, 

type and/or use in ‘bulk evaluations’; establishing a mandatory ‘positive list’ 

of safe PPP ingredients; establishing an EU IT platform for risk assessment 

methods, data, analysis and results; and moving to single-step risk 

management decisions on PPPs including all ingredients. 

3. Implement systematic post-market vigilance including the systematic 

collection and sharing of data on ‘real life’ behaviour and practices of 

operators; establishment of mandatory prospective cohort studies upon PPP 

authorisation; systematic collection, collation and assessment of PPP-related 

acute illness data, establishment of systematic landscape scale post-market 

environmental monitoring and analysis; considering moving to a tiered PPP 

authorisation approach with integrated monitoring; perform periodic 

literature review for health and environmental impacts of PPPs. 
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4. Secure and strengthen EU’s scientific knowledge and capacity in risk 

assessment 

5. Improve guidance, oversight and transparency of pre-market studies 

including having pre-submission meetings with the applicant to clarify data 

requirements; establishing mandatory pre-registration of pre-market studies; 

and re-examination of the current criteria for data confidentiality.  

6. Re-examine the EU’s treatment of hazards, risks and benefits including 

the assessment if the hazard based cut-off criteria approach is performing as 

intended; performing comparative risk assessments before PPP 

authorisations; and using risk-cost-benefit analysis for transparent decision-

making. 

7. Augment mechanisms to resolve divergent scientific assessments 
including involving EFSA’s panel for Plant Protection Products and their 

Residues (PPR) to help resolve early divergences in scientific assessments; 

strengthening international scientific cooperation to help ensure consistent 

scientific advice; and requesting the Group of Chief Scientific Advisors to 

provide scientific advice when divergent scientific opinions persist. 

43. Can the SAM please compare the robustness of the PPP system in the EU with other 

regulatory frameworks related to food, cosmetics, pharmaceuticals? 

- We have made some comparisons in our Scientific Opinion which are noted 

below, but did not do so in a systematic way because they were not requested in 

the remit given to SAM by the EC: 

 We note that EU data management relating to PPPs “is more fragmented than 

in similar systems within EFSA’s remit (e.g. food additives under Regulation 

(EC) No 429/2008), in other domains in the EU (e.g. medicines under 

Regulation (EC) No 726/2004)” and make recommendations to rectify this. 

 We see value in the risk assessor holding pre-submission meetings with 

applicants as done in other regulatory domains in the EU, such as for 

medicines by European Medicines Agency (EMA3). We remark that such 

“dialogue between EU risk assessors and applicants prior to dossier 

submission can improve risk assessment quality and process transparency”.  

 We recommend that re-evaluations of PPPs be done “in a more efficient, 

single, group evaluation” and mention that “EFSA has previously 

demonstrated in other areas that it is able to coordinate and carry out 

similar bulk reviews (e.g. evaluations of “general function” health claims4 or 

re-evaluations of permitted food additives5)”. 

 Finally, we note that only “two other major EU regulatory frameworks 

also employ hazard cut-off criteria, specifically for Biocides (Regulation 

(EU) No 528/2012), in a similar manner to the PPP Regulation, and 

Registration, Evaluation, Authorisation and Restriction of Chemicals 

(REACH), which identifies substances of very high concern as 

                                                 
3 http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000167.jsp&mid=WC0b01ac0580b18196 
4 https://www.efsa.europa.eu/en/topics/topic/article13 
5 https://ec.europa.eu/food/safety/food_improvement_agents/additives/re-evaluation_en 
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‘candidates for substitution’ (Regulation (EC) No 1907/2006), although 

the regulatory actions that follow the hazard identification are different. 

Other major regulatory frameworks, including the assessment of 

medicines, do not employ hazard-based cut-offs” and recommend “re-

examination of the hazard-based cut-off criteria approach as applied in 

the EU PPP system, to critically assess whether it is performing well 

against its intended objectives and what improvements, if any, it could 

benefit from”. 

44. How does the SAM address the scientific validity for regulatory purposes of, on the 

one hand, the EU authorisation process and on the other hand, the WHO-IARC 

conclusions on glyphosate? 

- In our Explanatory Note, we have commented on the reasons for the apparent 

differences between EFSA’s conclusion that glyphosate is "unlikely to pose a 

carcinogenic hazard to humans" and WHO-IARC's declaration that glyphosate is 

"probably carcinogenic to humans", but did not seek to determine whether or not 

the underlying scientific processes, methods and assumptions were valid. 

Moreover, as noted above, the WHO-IARC conclusions are not part of a 

regulatory process. 

- As mentioned in 40 and 42 we propose that the Group of Chief Scientific 

Advisors could be asked by the EC to provide scientific advice when divergent 

scientific opinions persist, especially when there are differences in the way the 

scientific assessments have been carried out, or in the data used. 

45. Can the SAM comment on the scientific and regulatory robustness of the EU 

authorisation process for pesticides with regards to protecting human health and the 

environment compared to the regulatory framework for other economic sectors in the 

EU (such as, for example, pharmaceuticals, medical devices, food additives etc.)? 

- We recognised in the Scientific Opinion that: “the EU has made significant 

progress in the effectiveness of its PPP risk assessments in recent years; has 

established very low tolerance for Maximum Residue Levels (MRLs) in food and 

feed; has authorised new acceptable PPPs; and has taken a stringent approach to 

renewals of approval”. “The EU PPP system has been described by some 

scholars as the ‘strictest in the world’ regarding the high level of consumer and 

environmental protection that is aimed for; is world-leading in its separation of 

the roles of risk assessor and risk manager, which is internationally-recognised 

best practice”. 

- We also noted that, “however, the system needs to constantly adapt to embrace 

new scientific and technical developments; and new challenges (such as the 

changing nature of PPPs)”. Moreover, we “are concerned with the widespread 

and prophylactic use of PPPs and the effects thereof on the environment, which 

require greater consideration in the EU PPP system, especially with regard to 

post-market vigilance”.  

- Please refer further to our answer on question 43. 
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For all experts: 

62. EFSA and ECHA have shown great efforts to address possible conflicts of interests. 

However, ever stricter rules will likely result in difficulties to recruit qualified staff 

for the agencies. How can a fair balance be achieved between ensuring sufficient 

independence of the agencies and ensuring that the staff is sufficiently familiar with 

and experienced in their fields of expertise? What measures have proven to be best 

practices? Do you consider further improvements necessary and if so, how could the 

systems in place be further strengthened without compromising the agencies' ability 

to work? 

- Whilst developing our Scientific Opinion, we considered which components can 

be considered as good practice in the production of transparent and objective 

assessments. These should go some way towards addressing concerns that might 

arise from experts’ interests. These components may therefore be helpful to 

consider and are as follows:   

 Peer review – as currently practiced for active substance risk assessments and 

setting of Maximum Residue Levels (MRLs), but which could be extended 

further to the risk assessment of PPPs (we recommend to “assess PPPs as 

rigorously as active substances, by EU risk assessors collaboratively”). 

 A rigorous partitioning of the roles of risk assessor and risk manager – We 

state that “this separation is important to avoid real or perceived political 

influence in scientific processes, to ensure independence and objectivity, and 

to provide clarity on accountability for decision-making” and recommend this 

“be more rigorously applied in the EU PPP system, both at EU-level and in 

Member States”. 

 Limiting subjectivity in expert judgement and risk manager’s understanding 

on uncertainty – For this, we recommend to “systematically assess the level of 

certainty in risk assessments” by the risk assessor and “that the risk assessor 

and risk manager agree on a simple and transparent scheme to translate the 

(semi-quantitative) assessment of uncertainty into the final conclusions of the 

risk assessment”. 

 A publically accessible, single, EU-wide database with all relevant knowledge 

for risk assessments - Specifically, we recommend to “establish an EU IT 

platform for collaborative working, and with shared access to risk assessment 

methods, data, analysis and results”. 

 In our Scientific Opinion, we also highlight the need to strengthen capacity 

and expertise in scientific assessments as a pre-requisite for an effective and 

efficient assessment system and recommend stably “supporting, expanding 

and strengthening the expert network of EU agencies, Member State bodies, 

institutes and university research groups involved in risk assessments, thereby 

establishing a ‘virtual’ European centre of excellence”, noting that this is 

especially required “to address the changing nature of PPPs, scientific and 

technological developments in risk assessment methods, the effects mixtures 

of substances and aggregate exposure”. 

 We also noted in our Scientific Opinion that there are a range of often 

conflicting opinions expressed by different groups. Conflicts of interest can 

arise for commercial and financial reasons, including fund raising, from a 

variety of stakeholders. Strongly held ideological views can also lead to 

conflicts of interest. There needs to be greater focus on managing these 

various and diverse conflicts while still ensuring access to their knowledge 
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and expertise. As we note in our Scientific Opinion, we “underline the 

importance of making use of such expertise [of an ad-hoc expert panel] while 

appropriately managing any interests [experts] may have”. 
 

63. In recent political and public debates, the presence of "data gaps" identified by 

EFSA have caused discussions about the validity of Commission approvals. 

However, data gaps do not necessarily mean that authorisation procedures cannot be 

positively concluded. Do you have recommendations on how to deal with data gaps 

in political and public communication so that they do not undermine the trust in the 

approval system? 

- We recognise that in regulatory risk assessment, conclusions can be based on 

incomplete evidence, but this does not necessarily mean that data gaps preclude a 

scientifically sound authorisation procedure for PPP.  

- We have addressed this issue by recommending that “the risk assessor be 

empowered to hold PPP pre-submission meetings with the applicant”, similarly to 

what is done for medicines by the European Medicines Agency (EMA). 

Specifically, “during pre-submission meetings, information should be provided on 

… which data must be provided and which tests should be used, to ensure that all 

necessary information will be available for proper risk assessment and that an 

acceptable level of scientific certainty is achieved. As the relevant regulations 

allow for the scientifically justified omission or replacement of certain data 

requirements, such pre-submission meetings should discuss which data should be 

provided to enable a proper risk assessment and the scientifically reasoned 

justifications to not supply any data deemed irrelevant or unnecessary”. We note 

that the latter prevents that “resources, including experimental animals, are 

wasted on unnecessary tests”. 

- We do mention that “current post-market monitoring of concentrations and 

exposure to PPPs in the EU, with relevance to both health and the environment, 

is considered by many experts to be patchy and not sufficiently systematic”, in 

particular referring to data gaps in environmental risk assessments and 

agricultural worker safety. In such cases, where gaps in data are known and may 

be significant in terms of the assessment, we propose “a tiered authorisation 

approach, whereby PPPs could be initially authorised for only a limited time-

period, cultivation area and use, which would be subject to intensive monitoring 

under real application conditions”, which may in particular be considered for 

“higher risk PPPs and more vulnerable environments”. 

64. Part of the SAM's mandate for the review of the PPP authorisation system is to 

assess options for arbitration in case of diverging assessments by different competent 

authorities. In this regard, the biocidal products regulation has been mentioned as a 

possible positive example. Could you explain how arbitration is handled under the 

biocidal products regulation and how this is currently done for plant protection 

products? Are there other best practices that would be applicable to the PPP 

authorisation? In your opinion, would it make sense to extend arbitration also to 

scientific bodies other than competent authorities, particularly with a view to 

increase public trust in the soundness of the authorisation system? 

- As mentioned in our Scientific Opinion: “it should be stressed that divergent 

scientific assessments between professional risk assessors are rare”. We note that 

“procedures and fora are already in place that resolve most differences, both in 
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the EU, such as the EFSA Advisory Forum, and internationally, in particular the 

joint FAO/WHO expert meetings. Nevertheless, some divergences can persist … 

when the scientific evidence is limited and interpretation of data is inconsistent; 

… where different scientific bodies with different remits are tasked to answer 

different scientific questions relating to the same or similar substances or asked 

to classify substances according to different criteria”. 

- We are aware of the ECHA Board of Appeal which seems to function well for the 

biocidal products legislation. While it may be an interesting arbitration model to 

be applied also to PPP, it would not solve the problem of divergences with non-

EU bodies (e.g. WHO-IARC) for example in the case of glyphosate. It should 

also be highlighted that the ECHA Board of Appeal also deals with divergences 

that extend beyond scientific risk assessments.  

- Therefore, we stress that scientific bodies should “strengthen their cooperation to 

pro-actively avoid contradictory scientific conclusions and/or advice” and pro-

actively, clearly and carefully communicate “justifications for remaining 

divergences or apparent divergences, for example due to differing scientific 

methodologies or aims”. As an extension of existing procedures for resolving 

divergences in scientific conclusions and advice, also beyond EU, we recommend 

“the systematic analyses of uncertainty; enhanced collaboration between risk 

assessors, sharing of information and harmonisation of methods; adequate 

capacity of well-trained expertise; and avoiding important data gaps”. See also 

our answers to question 62 and 63. 

- Additionally, we recommend that: “EFSA’s independent Scientific Panel on Plant 

Protection Products and their Residues (PPR) further help to resolve, at an early 

stage, diverging views arising in scientific assessments”, as extension of existing 

procedures, followed rigorously.  

- Finally, “should divergence in scientific assessments at EU or international level 

persist, we are ready to facilitate the provision of scientific advice in exceptional 

cases, including through expert examination by an ad-hoc scientific panel”. We 

“underline the importance of making use of such expertise while appropriately 

managing any interests they may have. In no circumstances, however, should 

their involvement be viewed as that of an appeal body within any such regulatory 

processes.” 

65. Could you elaborate the consequences for the independence of the risk assessment if 

EFSA would be exclusively responsible for both commissioning required studies for 

the authorisation procedure and for carrying out the risk assessment? Could that lead 

to a higher direct exposure of EFSA to the applicant as well as to a less stringent 

peer-review of the assessment of the application? 

- During the elaboration of the Scientific Opinion, we came to the conclusion that 

were EFSA’s responsibilities to be combined for both commissioning studies and 

for carrying out the risk assessment this may negatively impact the efficiency of 

the authorisation process. This is because active substances and PPPs may draw 

upon pre-market safety tests that have already been performed outside of the EU 

(e.g. for the US), after which they may also be used to support a submission to the 

EU. Requiring EFSA to perform/commission these tests separately would likely 

cause a (mostly unnecessary) duplication of these tests. This could lead to an 

increase in the use of experimental animals and higher costs. We therefore made 
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an alternative recommendation on more efficient means to ensure independence, 

namely: “the mandatory pre-registration of Good Laboratory Practice (GLP)-

studies, including the lab that will perform the tests, the tests that are planned and 

what will be learnt from the tests, as is standard practice for clinical trials in 

medicine …, which will increase transparency of where studies are carried out 

and will allow the auditing of the GLP-labs while the tests are performed”. 

66. Could you explain how you apply the weight of evidence approach in the context of 

your assessments? Do you see ways to improve the communication to strengthen 

trust in the reliability of your assessment in this regard? 

- As mentioned in our answer to question 62, we recommend “that the risk 

assessors assess the level of certainty in their risk assessments. It is understood 

that not all uncertainty can be quantified empirically, and so to an extent, will 

depend on the judgement of experts who may have different views on the certainty 

that particular test results provide”. We further recommend that “the risk 

assessor and risk manager agree on a simple and transparent scheme to translate 

the (semi-quantitative) assessment of uncertainty into the final conclusions of the 

risk assessment. This will help to ensure that expressions of certainty are not 

misinterpreted by the risk manager”. Finally, we recommend that risk 

communication to the public be improved. Specifically, we recommend that “the 

risk manager clearly communicate the protection goals and the decisions made 

following the risk assessment. This should include their justifications and a 

description of factors considered beyond the risk assessment. Important aspects 

that need careful communication by both risk assessors and risk managers are 

uncertainty, the difference between hazard and risk, and what this means for 

achieving the protection goals. Uncertainty is often difficult to address and to 

convey in risk communication to the satisfaction of all sectors of society (SAPEA, 

2018b), whilst the meanings (or even existence) of the terms ‘hazard’ and ‘risk’ 

are not the same in all languages. In all cases, communications need to be 

appropriate and accessible to the intended audience ranging from expert 

practitioners to the general public in all relevant countries and cultures. The risk 

manager and risk assessor should work in close collaboration towards this goal, 

drawing in particular on advice from EFSA’s communications advisory panel”. 

- We should highlight that all recommendations in our Scientific Opinion are aimed 

at increasing trust in the EU PPP authorisation system including its risk 

assessment. 
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PEST COMMITTEE MEETING OF 7 JUNE 2018 
 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  
EFSA OPINION ON DRAFT ASSESSMENT REPORTS AND ECHA 

CLASSIFICATION OF ACTIVE SUBSTANCES 
 

PREPARATORY QUESTIONS 
 
 

In the context of the PEST Committee meeting of 7 June, a public hearing with four invited 
parties on “EU authorisation procedure for pesticides - EFSA opinion on draft assessment 
reports and ECHA classification of active substances” will take place. 
 
To prepare for this public hearing, political groups have submitted the following questions by 
Members of the PEST committee. We would kindly ask the invited parties to provide written 
answers to these questions, which address many of the topics at stake, by 5 June 2018, 12.00 
h to the PEST Committee Secretariat: pest-secretariat@europarl.europa.eu. 
 
 

 

For Mr. Christopher Portier: 

46. In an open letter to the European Commission, signed by you and a number of other 
scientists, you have criticized the use by EFSA of industry studies by saying that 
“compliance with guidelines and Good Laboratory Practice does not guarantee validity 
and relevance of the study design, statistical rigor and attention to sources of bias.” 
(https://www.efsa.europa.eu/sites/default/files/Prof_Portier_letter.pdf) 

Could you please elaborate on this and the potential problems with the GLP guidelines 
and their implementation?  

 
I seldom have concerns about the quality of the regulatory studies submitted by industry for 
pesticide registration.  The quoted phrase comes from our 2015 paper in the Journal of 
Epidemiology and Community Health and is in the context of our disagreement with EFSA 
that “data from studies published in the peer reviewed literature should automatically 
receive less weight than guideline studies”.  Regulatory studies are generally limited to 
specific dosing regimens, specific strains and specific species and seeing no positive 
responses in these studies does not guarantee safety.  Non-regulatory studies are more 
flexible, using different strains, different species and different dosing regimens that may be 
more indicative of the likely response to be seen in humans.  Giving less weight to a peer-
reviewed study that saw different findings from a regulatory study simply because it is not a 
GLP study is not good scientific practice nor good public health policy.  Finally, let’s be 
certain we all understand why GLP is used in these studies; GLP provides a framework for 
being certain that the laboratories that did these studies (generally under contract to a 
corporation that wishes to profit from the product being tested) have actually done what is 
required.  Not having GLP does not mean a study has flaws; it means some aspects of the 
conduct of the study may be difficult to evaluate.   
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What is the nature of the research institutions (laboratories) that carry out the industry 
studies?  

In general, these are highly qualified laboratories that have highly qualified scientific staff.  
They have extensive experience in conducting the studies.  For example, some of the contract 
laboratories used by industrial groups for safety evaluations are also used by the US National 
Toxicology Program for safety evaluations.  Thus, the data produced by these laboratories is 
generally of high quality.  However, having high quality data is not enough; one most analyse 
and interpret these data appropriately and generally that is done by the company contracting 
for the study or an independent contractor. This is where bias can enter into an evaluation. 

Who certifies them and how is this financed?  

This varies.  As a general rule, most laboratories doing chronic animal carcinogenicity 
studies are AAALAC certified (AALAC is the Association for Assessment of Laboratory 
Animal Care).  In addition, the organizations contracting the work routinely send out teams 
of scientists to check on aspects of how the work is conducted in these laboratories to check 
that protocols are being followed, etc.  In general, the sponsoring authority pays for the 
review of the laboratory by outside reviewers.  For AALAC certification, the laboratory 
generally pays for the evaluation. 

What are the controls of the compliance with the GLP standards?  

Again, this varies.  I am not certain how this is done in the EU, but in the US there are records 
requirements that allow auditors to assess compliance with GLP.  In addition, as mentioned 
above, most groups sponsoring GLP-based laboratory studies require inspections by outside 
scientists. 

Do you need more studies to assess a substance?  

This always depends on what you already know.  For cancer, you can certainly usually find 
something new to study on any given agent at any time.  The mass of literature on ionizing 
radiation and dioxins can attest to that reality.  However, for determining carcinogenicity, 
you can certainly manage to make a reasonable decision from the data available at the time 
of registration.  As new data appears, it can certainly alter the original decision and all 
available data should be considered. 

47. Can you please explain the difference between IARC and JMPR? 

It is, of course, better for you to address these questions to IARC and JMPR.  I have served 
on several IARC Working Groups and have never served on a JMPR review.  Thus, my 
comparison of the two groups is in one case based upon experience and in the other based 
upon simply reading documents.  I have served on evaluations for the Joint Committee on 
Food Additives (JCFA) which, to my understanding, has similar processes to JMPR.  So, from 
a very high level, here are my impressions of the major differences between the two: 

IARC is focused on only cancer and all exposures that could lead to cancers.  JMPR is focused 
on all endpoints but for only pesticide residues.  Members of IARC Working Groups (WG) 
are generally well-known experts in their fields with extensive publication records and 
generally come from academia or government research laboratories.  JMPR reviewers are 
more likely to be from national regulatory agencies.  An IARC WG is interested in answering 
the question of whether a substance could cause cancer to humans; this includes in 
occupational settings as well as general public exposures.  JMPR reviewers are tasked with 
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setting a guidance level for where they believe a pesticide residue in food poses minimal to 
no risk to humans.  IARC WGs generally contain more epidemiologists that JMPR reviews 
(sometimes JMPR reviews do not include epidemiologists) and IARC WGs generally address 
fewer agents in a single meeting than do JMPR reviews. 

48. Please explain the IARC policy on conflicts of interest. 

That is a topic for IARC to explain. 

49. Please explain how IARC deals with experts of its committees being members or 
employees of other organisations. 

All IARC WG members are employees of other organizations.  IARC requires participants to 
fill in a Declaration of Interests form ( http://monographs.iarc.fr/ENG/Meetings/vol112-
doi.pdf ) then evaluates that form to determine if the participant has a serious potential 
conflict of interest.  Depending on the severity of the potential conflict and the expertise being 
provided by the expert, IARC may exclude them from the WG or allow them to attend the WG 
meeting as a non-voting expert (Special Expert).  In some cases, where IARC has learned that 
an expert has a potential conflict after forming a WG, they have removed that expert from the 
WG but retained them as a Special Expert. 

50. If IARC had assessed the same studies as EFSA/ECHA, would it have come to the same 
conclusions? 

I assume this question pertains to glyphosate.  In my opinion, if IARC were to convene a WG 
now to review all of the available information, they would again determine glyphosate is 
Class 2A, a probable human carcinogen.  This would include the analyses of data in the 
Appendices to the Greim et al. (2015) paper provided there is sufficient time to do these 
analyses (even though certain aspects of these studies are still publicly unavailable) and 
provided the WG determines there is sufficient detail for an assessment.  I note that 
evaluations made by IARC WGs are the opinions of the WG and that IARC is there to support 
the systematic review of the scientific evidence and the consensus evaluations of the WG. 

51. Can IARC please comment on the Reuters reporting about important differences in the 
draft IARC report and the final IARC report, especially with regard to the deletion of 
exonerating content? 

I do not speak for IARC hence I cannot answer this question on their behalf.  However, I have 
extensive experience in reviewing scientific literature for the purpose of determining safety; 
I ran two US federal agencies whose missions included evaluation of scientific evidence, I 
have served in EPA, WHO, IARC and other panels doing such evaluations and I have 
managed the evaluation of the health and safety on electric and magnetic fields from 
powerline frequencies on behalf of the US Government.  In every case, evaluation language 
and conclusions evolve over the course of the evaluation.  Someone has to draft the initial 
discussion of the science and the evaluations.  Others then come in, comment on the text and 
conclusions and the document evolves.  The fact that early drafts of a safety evaluation do not 
match the final evaluation should be expected. In addition, because many of these early drafts 
are pre-decisional, most agencies consider them confidential and generally do not share them 
with the public, even when requested. 

52. One of the key elements of the PEST committee mandate is to investigate conflicts of 
interest within the EU agencies and the national authorities. Can Prof. Portier provide an 
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explanation of how conflicts of interest are handled within the WHO IARC assessment 
process?  

I cannot explain how conflicts of interest are handled within IARC – that is again a question 
best asked of IARC.  However, let’s be certain we have a good definition of “conflict of 
interest”.  The US National Academies of Sciences 
(http://www.nationalacademies.org/coi/bi-coi_form-1.pdf) define a “conflict of interest” as 
“any financial or other interest which conflicts with the service of the individual because it 
(1) could significantly impair the individual's objectivity or (2) could create an unfair 
competitive advantage for any person or organization”.  They go on to specify that “The 
term "conflict of interest" means something more than individual bias. There must be an 
interest, ordinarily financial, that could be directly affected by the work of the committee.”  
And, “Conflict of interest requirements are objective and prophylactic. They are not an 
assessment of one's actual behaviour or character, one's ability to act objectively despite 
the conflicting interest, or one's relative insensitivity to particular dollar amounts of specific 
assets because of one's personal wealth. Conflict of interest requirements are objective 
standards designed to eliminate certain specific, potentially compromising situations from 
arising, and thereby to protect the individual, the other members of the committee, the 
institution, and the public interest. The individual, the committee, and the institution should 
not be placed in a situation where others could reasonably question, and perhaps discount 
or dismiss, the work of the committee simply because of the existence of conflicting 
interests.” 

In particular, what are its disclosure requirements for the employment of WHO IARC 
experts within other organisations (public and private)? 

See answer to question 49. 

53. Can Prof. Portier explain the drafting process in the WHO IARC and, more specifically, 
the differences between the draft report and the final report evaluating the carcinogenicity 
of glyphosate as reported by Reuters (October 19, 2017)? 

Literature for an IARC evaluation is collected by IARC and the WG members and divided 
into 4 separate areas (exposure, epidemiology, cancer in experimental animals and 
mechanisms).  Members of the WG with expertise in these areas are tasked with drafting a 
review of specific literature in their area of expertise. These initial reviews are reviewed by 
at least one other member of the WG, changes are made and the final draft versions are 
brought together as the initial draft of the WG report.  During the actual WG meeting, the 
scientists initially work in one of the four areas of science described above to discuss the 
quality and meaning of individual studies and then to make preliminary decisions regarding 
the strength of the evidence in each area using guidance from the IARC Preamble.  The whole 
WG meets occasionally during the 8-day meeting to discuss progress and discuss 
recommendations coming out of the individual groups.  The individual groups bring forward 
suggested evaluations that are subject to change before the final evaluation.  The final 
evaluation is the consensus of the entire WG.  Since many experts have scientific credentials 
in multiple areas, it is not unusual for draft evaluations for a specific subgroup to be changed 
when the entire WG is discussing the overall findings. For more details, I suggest you ask 
IARC. 

54. Could Prof. Portier explain how many hours the WHO IARC worked on its evaluation of 
the carcinogenicity of glyphosate, and how many staff were involved in the assessment? 
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No, I cannot.  The number of hours spent by each WG member prior to the WG meeting cannot 
be known.  They need to read the literature, read the draft documents and come prepared to 
discuss the science.  During a WG meeting, there are usually eight full days available for 
discussions and evaluations. The full list of participants in an IARC Monograph Meeting, 
including IARC staff, are available in the Monograph. 

55. The Commission considers the WHO IARC evaluations to play an important screening 
assessment of the carcinogenic potential of agents, but that this should not be compared 
with the more comprehensive hazard assessment conducted by national competent 
authorities and EFSA, which are designed to support the EU’s regulatory process for 
pesticides. In response to this, can you explain why you adjudge the WHO IARC 
classification to be by far the more credible assessment of glyphosate when compared 
with the renewal assessment report by the German Federal Institute for Risk Assessment 
(BfR)? 

My concerns and those of my colleagues are explained in the multiple letters sent to EU 
officials and publication regarding the scientific limitations of the evaluation conducted by 
the BfR.  Rather than repeating each argument and the literature associated with that 
argument, I would refer you to our previous letters and publications.  However, I will 
summarize. 

The evaluation of the epidemiological data is inconsistent and subjective.  The authors of the 
document give greater weight to a single cohort study with inappropriate justification.  This 
over emphasis on a single study is not consistent with acceptable scientific practice.  In 
addition, the authors place far too much emphasis on individual studies being positive or 
negative ignoring the general trends in the data and the supportive role of different 
epidemiology studies showing consistent findings. They afford very little weight to the finding 
in the meta-analysis of a significant positive associative. Finally, EFSA refers to the findings 
as “very limited”, a category not listed in the CLP Guidance (FYI, the EFSA review also 
ignored the defined categories from the CLP Guidance). 

The evaluation of the animal carcinogenicity data is weak, relying on evaluations provided 
by the applicants without any additional analyses to verify the findings.  They almost entirely 
rely upon findings using pair-wise comparisons when it is well known that trend tests provide 
a greater ability to identify a positive finding (when one really exists) without an increase in 
the false-positive rate.  Only after the IARC review occurred did BfR reanalyze a subset of 
the data using a trend test and then generally discarded these positive findings since there 
were no pair-wise positive finding, or there were no non-decreasing dose-response, or the 
data were in the range of the historical control data, or the data on tumor precursors (usually 
undefined) were not significant.  In essence, they created an almost impossible hurdle for a 
study to be positive and on a study-by-study basis excluded findings.  In comparing across 
studies, they failed to account for significant study differences comparing Wistar rat findings 
with Sprague-Dawley rat findings, comparing CD-1 mouse findings with Swiss mouse 
findings, comparing 18-month studies with 24-month studies, accepting the presence of a 
virus in one study for which there was no evidence then changing the reason to reject the 
study when challenged regarding the virus, etc.  They also disregarded positive findings in 
males if there were no equivalent findings in females.  They consistently overrode a positive 
finding in an evaluation against the concurrent control using an inappropriate procedure 
using the historical controls.  They failed to appropriately use historical controls to evaluate 
rare tumours.   
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In essence, in order to be considered a positive finding in the BfR analysis, a tumor must: 1) 
have both a positive trend test and a positive pairwise comparison at a dose below 1000 
mg/kg/day (even though OECD guidelines they cite state otherwise and none of the studies 
show any concerns about overt toxicity at their highest doses); AND 2) all studies in the same 
species must show the exact same findings (even though we know study findings can differ for 
a variety of reasons such as study duration, strain, genetic drift, etc.); AND 3) females must 
have the same results as males (even though this is not a routine observation since cancer 
rates and sensitivities differ across sexes; would we reject a positive epidemiology study in 
males if we had a negative study in females?); AND 4) there must be clear, significant dose-
response of pre-malignant lesions (even though most guidelines refer to a positive findings in 
pre-malignant lesions as strengthening the overall finding and do not refer to a lack of pre-
malignant lesions as reducing the importance of a positive finding); AND 5) the response 
must be outside of the historical control range (the IARC Preamble, developed by a team of 
prominent independent scientists,  rejects this approach and OECD references papers that 
reject this approach in their recommendations for the use of historical controls); AND 6) the 
responses must increase or stay level as the dose increases (non-monotonic dose-response; 
random drops below response at a lower dose are not acceptable).  This creates an almost 
impossible hurdle for a study to get through for a finding to be positive.  Thus, they are able 
to dismiss all positive findings in each individual study.  

 Finally, their subjective evaluation across studies is inappropriate and a more objective 
evaluation should have been used such as pooled analyses or meta-analyses. 

Many of the short-comings in the analysis of the animal carcinogenicity data are present in 
the analysis of the mechanistic data (historical controls used inappropriately, no trend 
analyses, etc.).  In addition, there is a selective bias to exclude positive findings from peer-
reviewed studies and accept negative findings from industry studies regardless of the fact that 
studies are measuring different, non-complimentary outcomes using different species and/or 
cell lines, different dosing protocols, differing exposure periods, etc. 

The IARC review had none of these short-comings. 

56. Could Prof. Portier please explain the difference between the WHO IARC assessment 
and the Joint FAO/WHO Meeting on Pesticide Residues (JMPR) assessment?  

See my answer to question 47. 

Both are specialised agencies within the WHO but they have come to different 
conclusions regarding the carcinogenicity of glyphosate. 

They have not reached differing conclusions.  IARC has concluded that glyphosate is 
“probably carcinogenic to humans, Class 2A” whereas the JMPR has concluded that 
“glyphosate is unlikely to pose a carcinogenic risk to humans from exposure through the 
diet”.  These conclusions are not in opposition; a chemical can be a probable human 
carcinogen without posing a risk to humans at levels currently seen in food. That said, the 
JMPR review suffers from all of the same scientific shortcomings as the BfR review and, as 
such, should not be relied upon. 

57. If the WHO IARC had been given an opportunity to scrutinise the industry generated 
data compliant with OECD test guidelines and GLP when preparing its evaluation on 
glyphosate, would that have changed its final assessment?  
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See my answer to question 50. I will also point out that the IARC Preamble precludes the use 
of scientific data that is not publicly available.  Thus, even if the IARC WG had seen all of the 
studies provided by industry, they would not have used these studies without the ability to 
make them public.  This one rule guarantees a greater degree of transparency in the IARC 
review as compared to others. 

58. In your analysis of the raw data you identified some new incidents of tumors in animal 
experiments that had not been reported at all in the summaries of the studies that were 
provided by the applicant. Would that change the outcome of the analysis? 

Yes.  There were positive tumor findings in multiple studies (e.g. malignant lymphomas, 
hemangiosarcomas, kidney tumors, skin keratoaconthomas) that strengthen a finding of 
sufficient evidence in animals. In addition, the large number of positive tumor findings from 
my analyses result in a miniscule probability that all of the observed significant increases in 
trends are the result of random false positive errors. 

59. Do you think that classification of an active substance can and should take into account 
the data on the effects of the formulation? 

Yes.  For two reasons: the epidemiology and human accidental exposures will only be to the 
formulation (these are relevant data in the target population) and because a comparison of 
similar studies can provide insight into glyphosate toxicity.  For example, given two studies 
with the exact same protocols where one uses only pure glyphosate and the other uses a 
glyphosate formulation but study subjects get the same exposure to glyphosate, there are five 
possible outcomes: 1) if both studies show no increased hazard as a function of exposure, 
glyphosate has no effect; 2) if the glyphosate-alone study is positive and the study using the 
formulation is negative the interpretation is difficult with regard to glyphosate toxicity; 3) if 
both are positive at approximately the same hazard level glyphosate is the cause; 4) if both 
studies are positive with the formulation showing greater toxicity, glyphosate is positive and 
the non-glyphosate materials in the formulation enhance that effect; 5) if both are positive 
but the glyphosate effect is much larger, glyphosate is positive and the non-glyphosate 
materials in the formulation reduce the effect.  Thus, in almost every case, a clear 
interpretation relative to pure glyphosate is enhanced by the evaluation including the 
formulated product.  The evaluation becomes much more difficult when you have hundreds of 
studies and multiple formulations, but can still be done. 

60. What would you propose to regulators to do in order to revise the assessment of 
glyphosate and other active substances in Europe? 

Follow their guidelines as written, use sound scientific and statistical procedures, have 
outside experts formally evaluate each aspect of the assessment (epidemiology, animal 
experiments, mechanistic experiments, cancer, reproductive effects, etc.) and make certain 
there are no conflicts of interest as defined above.  I realize a formal external review for each 
compound evaluation is to some degree impractical, but for a ubiquitous exposure like 
glyphosate, this should be mandatory. 

61. You have been attacked for having conflicts of interest. What is your response? 

At the time of my participation in the IARC review, it is my opinion that I had no conflict of 
interest (see the definition above).  My only position at the time of that review was a 20% 
appointment with the US Environmental Defense Fund to advise them on issues relating to 
air pollution, hydraulic fracturing, climate change and testing methods for evaluating 
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chemical toxicity.  EDF had (at that time) and still has (at this time) no opinion on the 
carcinogenicity of glyphosate.  However, EDF is an environmental non-governmental 
organization and, as such, IARC was concerned enough to have me serve as an Expert 
Scientist where I was not allowed to join in any discussions on the evaluations nor could I 
write any text for the monograph; my role was to simply advice the WG on scientific issues 
relating to the studies they were reviewing.  Currently, I am serving as an expert witness in 
several law suits in the US and I would currently have a conflict of interest for any 
independent, committee-based evaluations relative to the carcinogenicity of glyphosate. 

For all experts: 

62. EFSA and ECHA have shown great efforts to address possible conflicts of interests. 
However, ever stricter rules will likely result in difficulties to recruit qualified staff 
for the agencies.  

I find this notion offensive both personally and on behalf of all my colleagues working in 
government positions worldwide tasked with the evaluation of the toxicity of chemicals 
and other agents and I disagree with the assumption that only scientists with conflicts of 
interest are qualified.  Having spent 34 years in government service and run two large 
government public health agencies, I can say, without doubt, that the scientists I worked 
with or who worked for me were qualified and without conflict of interest.  My colleagues 
and I were barred from having any outside employment without a careful review for 
conflict of interest.  My colleagues and I were not allowed to accept any funding from 
any industry that in any way related to the toxicity of chemicals including travel funds.  
My colleagues and I could not even accept a dinner invitation if the total value of our 
portion of the cost of the dinner exceeded $25 unless we paid for it ourselves.  My 
colleagues and I were required to submit annual reports on all stocks and related 
holdings that were evaluated for conflict of interest; if a conflict were found, we were 
required to sell the stock.  In addition, as Director, my annual financial report was 
summarized and made public.  Yet I, like virtually all of my colleagues, continued to work 
hard on the issues we were faced with and, in my opinion, did a good job of getting to the 
right answers.  Simply put, it is not possible to have it both ways.  The agencies we entrust 
to protect the public and workers from exposures in their environment cannot have any 
real or perceived conflict of interest if the agency and their evaluations are to be trusted.  
I never had a problem recruiting scientists who would follow the rules imposed upon 
those trusted with the public’s health and any scientist who felt those rules were too strict 
did not belong working for such an agency. 

How can a fair balance be achieved between ensuring sufficient independence of the 
agencies and ensuring that the staff is sufficiently familiar with and experienced in 
their fields of expertise?  

These two concepts are unrelated and not well-described.  What do agencies need to be 
independent of?  They need to be independent of inappropriate political and business 
influence.  This is achieved by ensuring the laws governing the roles of the various players 
involved in the evaluations of environmental exposures are clear and precise.  This involves 
not only having strong policies regarding conflicts of interests by employees, but rules 
relating to transparency in the evaluations and full disclosure of all communications 
regarding a specific evaluation.  Expertise in a field is obtained through hard work and 
education.  This is achieved and maintained by providing sufficient resources for continuing 
education and opportunities to interact with peers at open scientific meetings. 
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What measures have proven to be best practices?  

They are outlined above: draw very clear lines that are easily understood and easily 
managed.  Because we are focused on pesticides, employees should be banned from attending 
any meeting funded substantially by the pesticide industry unless the funds to attend that 
meeting are coming from agency budgets and there is a clear advantage to public health for 
the employee attending the meeting.  Employees should not hold outside jobs related to their 
areas of expertise with the exception of un-related activities like teaching or research 
positions at universities (and then, only for very limited compensation).  Stocks, bonds and 
related assets should be reviewed annually for conflicts of interest with greater scrutiny for 
senior managers.   Finally, there should be restrictions for a fixed period of time for 
employees who either leave industry to work for an agency or leave an agency to work for 
industry (revolving doors).   

Do you consider further improvements necessary and if so, how could the systems in 
place be further strengthened without compromising the agencies' ability to work? 

I do not have sufficient understanding of the systems in place to comment on this issue. 

63. In recent political and public debates, the presence of "data gaps" identified by EFSA 
have caused discussions about the validity of Commission approvals. However, data 
gaps do not necessarily mean that authorisation procedures cannot be positively 
concluded. Do you have recommendations on how to deal with data gaps in political 
and public communication so that they do not undermine the trust in the approval 
system? 

Decisions have to be made and there will always be data gaps.  In determining whether 
to approve a pesticide for use, the agency must evaluate the importance of the data gaps 
and act accordingly.  In my opinion, an agency needs clear guidelines categorizing the 
importance of a data gap and the actions to be taken once a data gap is classified. I can 
envision a category in which a data gap is so significant that a decision cannot be made 
without having that data (call this Category 1).  In this case, the guidelines would state 
that the evaluation process should be put on hold and the data must be obtained if the 
process is to be completed.  Guidance for materials already in commerce would also 
need to be provided for when the product is allowed to remain in commerce (say Category 
1b) or when it is removed (Category 1a).  This must be clearly articulated to the public 
and removal must be one of the options.  Other categories would involve less critical data 
gaps that must be filled in a fixed period of time (say Category 2), but would come with 
a temporary approval for use (Category 2b) or exclusion from use (Category 2a).  
Finally, there would be data gaps that would be mentioned as a guide for scientists 
looking for interesting projects that might eventually have regulatory importance 
(Category 3).  In all cases, it would be important to communicate the impact the requested 
science would have on the outcome of the review.  If that is unknown, then why is this a 
data gap for a regulatory decision? Of course, greater thought needs to be put into how 
to define these different categories, but the general idea is that categories help to provide 
a communications tool that spells out the fact that some gaps are very important and 
others less so.  

64. Part of the SAM's mandate for the review of the PPP authorisation system is to assess 
options for arbitration in case of diverging assessments by different competent 
authorities. In this regard, the biocidal products regulation has been mentioned as a 
possible positive example. Could you explain how arbitration is handled under the 
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biocidal products regulation and how this is currently done for plant protection 
products? Are there other best practices that would be applicable to the PPP 
authorisation? In your opinion, would it make sense to extend arbitration also to 
scientific bodies other than competent authorities, particularly with a view to increase 
public trust in the soundness of the authorisation system? 

I have no comment.  However, referring to the previous question, “plant protection 
product” or “PPP” is not a good term for communication to the public since they more 
readily understand the term pesticide or herbicide.  Would we refer to vaccines as 
“human immune system stimulators”? For a public health agency to refer to a pesticide 
as a PPP suggests to the public that they are trying to hide the true nature of a potentially 
harmful substance. 

65. Could you elaborate the consequences for the independence of the risk assessment if 
EFSA would be exclusively responsible for both commissioning required studies for 
the authorisation procedure and for carrying out the risk assessment? Could that lead 
to a higher direct exposure of EFSA to the applicant as well as to a less stringent peer-
review of the assessment of the application? 

This is a hard question to answer in a simple manner.  Since these agencies are tasked 
with protecting the health of the public, I would first ask myself what the public expects.  
That answer is simpler.  They expect an assessment to be objective, devoid of any undue 
influence and protective of public health.   

The problem is not so much with who produces the data but is more closely aligned with 
who owns, analyses and interprets the data.  In most cases, given careful rules for GLP 
and guidelines on things like animal pathology, cell counting, etc., regulatory studies can 
be conducted by industry that are well done and have minimal bias.  However, the 
analyses and interpretation of these studies should be done by the regulatory scientists 
to avoid biases entering into the evaluation of these data; it is easier for a corporation to 
bias an analysis and the interpretation of the data than it is to bias the actual raw study 
results.  If all the agency does is to read a report produced by industry without doing 
their own analyses, any bias toward null findings remains.   

A better solution than the agencies contracting to have the studies done is for the agencies 
to receive these studies electronically from the contract laboratory in a format that allows 
the agency to analyse and evaluate the data.  For transparency purposes, all of these 
data should also be openly available in the same electronic format for others to evaluate.  
Even if the agency has to contract out the statistical analysis of the data, strong conflict 
of interest rules could ensure that the contracting organization was independent of 
industry influence.   

As best I can tell, the systematic identification of studies to be included in an evaluation 
is done by industry and not by the regulatory authority.  This can also lead to bias in the 
evaluation and the potential for carelessness if agency scientists do not go back and read 
the original manuscripts.  There are numerous contract firms which will scan the 
literature and perform a systematic review and provide the agency with the results; this 
is how the National Toxicology Program starts reviews for the Report on Carcinogens 
and it is how the Agency for Toxic Substances and Disease Registry starts reviews for 
their ToxProfiles.  Assuming the agency is careful in their choice of a contract firm that 
has no ties to the regulated industry, this is a better solution to obtaining the literature 
as it excludes the regulated industry from the overall search.  The initial draft of the risk 
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assessment should also be developed by the agency scientists independent of any 
summaries provided by industry. 

From a practical perspective, having run the US National Toxicology Program, I know 
how many resources it takes to adequately address the complexities of managing an 
experimental study at a contract laboratory and unless the EU is prepared to spend 
hundreds of millions of euros to achieve the goal of all studies funded and managed 
through their agencies, the result would end up being lower quality studies.  Even if the 
industry was forced to pay for the studies, there would be considerable resources needed 
to manage the overall process.  Another practical objection to an approach working only 
through the regulatory authority is the setting of priorities; who’s study gets done first.  
Businesses set their own priorities based upon expected gain whereas agencies would 
have to develop their own priorities that could slow down the development and approval 
of truly beneficial products.   

There is one case where it is impractical to expect industry-sponsored studies and that is 
the case of multiple exposures.  Pesticides are never used in isolation and there may be 
cases where a regulator is concerned about people being exposed to two compounds 
simultaneously.  If these products are owned by different companies, these companies 
have no reason to cooperate on doing a joint study.  In this case, having resources within 
an agency to contract out such a study would be an advantage. 

Finally, it might be useful to consider the development of a European National 
Toxicology Program, tasked with conducting toxicological evaluations of important 
substances (possibly through contract laboratories as is the case for most US NTP 
studies). The placement of such a program within the European science community would 
be critical to the success of the program.  In the US, when we were developing the US 
NTP, we decided to place it within the National Institutes of Health rather than any 
regulatory agency.  This insured the science would be independent of regulatory 
pressures and the results would be equally shared across all regulatory agencies.  The 
results are clear since the US NTP studies and their evaluations are considered the “gold 
standard” in toxicology.  I would be happy to expand more on the develop, management 
and quality assurance at the US NTP. 

66. Could you explain how you apply the weight of evidence approach in the context of 
your assessments? Do you see ways to improve the communication to strengthen trust 
in the reliability of your assessment in this regard? 

Systematic review is an approach that is gaining regulatory acceptance that has some 
advantages over the current process.  In systematic review, studies are evaluated in a 
specific manner that is clearly expressed.  Weights are assigned to each study 
characteristic and the final weight can be used to determine if a study is included or 
excluded from a final evaluation.  The expansion of the use of meta-analyses and pooled 
analyses beyond epidemiology into toxicology will provide a more objective evaluation 
of the available data with the weights appropriately described in the meta- or pooled- 
analysis. 

 

Page 282 of 754



MEETING OF 19 JUNE 2018

PUBLIC HEARING ON “EU AUTHORISATION PROCEDURE FOR PESTICIDES -
COMMISSION APPROVAL OF ACTIVE SUBSTANCES”

PREPARATORY QUESTIONS TO/ANSWERS FROM:

EUROPEAN COMMISSION

EUROPEAN OMBUDSMAN

ORGANISATION FOR ECONOMIC CO-OPERATION AND DEVELOPMENT (OECD)

PROF. DR. VIOLETTE GEISSEN, AGRICULTURE UNIVERSITY WAGENINGEN

Page 283 of 754



 

 

                                             

 

PEST COMMITTEE MEETING OF 19 JUNE 2018 

 

PUBLIC HEARING 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  

COMMISSION APPROVAL OF ACTIVE SUBSTANCES 
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Questions to all experts: 

 

1. In recent political and public debates, the presence of "data gaps" identified by 

EFSA have caused discussions about the validity of Commission approvals. 

However, data gaps do not necessarily mean that authorisation procedures cannot 

be positively concluded. Do you have recommendations on how to deal with data 

gaps in political and public communication so that they do not undermine the trust 

in the approval system?  

The Commission is aware that sometimes the way in which technical issues are 

expressed in an EFSA Conclusion on the peer review of the pesticide risk assessment of 

a given active substance may be misinterpreted and therefore undermine trust in the 

system. One such example is the subchapter on "Data gaps": data gaps are identified by 

EFSA whenever data which, according to the data requirements, should have been 

submitted is missing. 

In these cases, EFSA further qualifies the importance of the gap for the outcome of the 

risk assessment (in the narrative of the conclusion, in the chapter "issues which could 

not be finalised" or "critical areas of concern"). 

By contrast, some data gaps are of a more formal nature and without particular relevance 

for the outcome of the risk assessment.   

There are cases where the submission of a study "is not necessary owing to the nature of 

the product or its proposed uses, or it is not scientifically necessary".  This is recognised 

in point 1.5 of the data requirements
1
 which requests to submit an appropriate 

justification. This is the case for instance of naturally occurring substances with a low 

risk profile, such as pectin: applicants do not always submit studies on degradation but a 

justification why the study is missing, e.g. a statement that this is because the natural 

background of pectin in soil is expected to be higher than the additional input from the 

use of pectin as a pesticide.  

EFSA will record formal data gaps when no justification for not submitting the study is 

provided.  This does not necessarily mean that the studies were necessary.  

                                                 
1
  COMMISSION REGULATION (EU) No 283/2013 of 1 March 2013 setting out the data requirements for 

active substances, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the 

Council concerning the placing of plant protection products on the market, OJ L 93, 3.4.2013, p.1. 
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Many data gaps do also not concern all uses supported by the applicant, but only a few. 

Such data gaps can then be addressed by applicants when submitting applications for 

authorisation for such uses and by Member States when evaluating the applications. 

In summary, data gaps are considered by risk managers in the decision making phase. 

The Commission and EFSA are working on improving the way in which the outcome of 

the risk assessment is communicated through the EFSA conclusion. 

2. The SAM's High Level Group has been mandated to assess options for 

arbitration in case of diverging assessments by different competent authorities. In 

this regard, the biocidal products regulation has been mentioned as a possible 

positive example. Could you explain how arbitration is handled under the 

biocidal products regulation and how this is currently done for plant protection 

products? Are there other best practices that would be applicable to the PPP 

authorisation? In your opinion, would it make sense to extend arbitration also to 

scientific bodies other than competent authorities, particularly with a view to 

increase public trust in the soundness of the authorisation system?  

Regulation 178/2002 on General Food Law ('GFL Regulation')
2
, which establishes 

EFSA, sets out a specific procedure for addressing diverging scientific opinions in its 

Article 30. Accordingly, EFSA exercises vigilance to identify at an early stage any 

potential source of divergence between its scientific opinions and the scientific 

opinions issued by other bodies carrying out similar tasks i.e. EU Agency, Commission 

Scientific Committee or a national scientific body. Where EFSA identifies a potential 

source of divergence, it contacts the interested body to ensure that all relevant data and 

information are shared. When a substantive divergence is actually identified, EFSA 

and the interested body have to cooperate to solve the divergence or to publish a joint 

document clarifying the scientific issues and uncertainties about the data. Where the 

divergence concerns a national scientific body, discussions take place in the context of 

the Advisory Forum of EFSA (Article 27 of the GFL Regulation), composed of all 

national risk assessment counterparts of EFSA and chaired by the latter
3
. 

More specifically, for active substances used in plant protection products, diverging 

views amongst Member States competent authorities or between Member States and 

EFSA on the assessment of active substances are addressed during the peer-review 

process, resolved as far as possible, and where this is not possible they are recorded in 

the peer-review documentation (Peer Review Report, EFSA conclusion). Where such 

divergences touch upon crucial elements for decision-making, the Commission can 

mandate EFSA to further discuss the issue and advise on the way ahead. For example, 

in relation to the assessment of genotoxicity, a fundamental aspect of safety 

                                                 
2
  Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying 

down the general principles and requirements of food law, establishing the European Food Safety Authority 

and laying down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1).  
3
  As reported in the Commission Staff Working Document, 'The REFIT Evaluation of the General Food Law 

(Regulation(EC) No 178/2002), SWD(2018)38, overall, EFSA's scientific outputs and especially scientific 

opinions have been accepted in a consensual way by both the mainstream scientific community and the 

national risk assessment bodies.  Very few diverging opinions have emerged since the creation of EFSA and 

where this procedure has been applied, it has almost always delivered satisfactory conclusions. Indeed in 

the period 2003-2014, from a total of more than 4,500 EFSA scientific opinions, divergences of scientific 

opinions between EFSA and national assessment bodies have emerged only in 11 cases, seven of which 

were solved directly at the level of the Advisory Forum. Scientific divergences have only been confirmed in 

four cases, two of which concerned the same substance (for further information, see  

https://ec.europa.eu/food/sites/food/files/gfl_fitc_comm_staff_work_doc_2018_part1_en.pdf, p. 33).  
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assessments for all substances used in food and feed, following the emergence of 

divergent views between Member States and EFSA, the Commission mandated the 

Scientific Committee of EFSA to reconsider a number of key scientific aspects in this 

area. As a result of this mandate a scientific opinion was published to provide 

clarification and further guidance to risk assessors
4
. In other cases EFSA may itself  

mandate its Scientific Panels to look at specific issues - for example in 2012 EFSA 

asked its Panel on Plant Protection Products and their Residues (PPR Panel) to 

consider the developmental neurotoxicity potential of acetamiprid and imidacloprid. 

As regards divergences amongst Member States during the process for the 

authorisation of plant protection products, Regulation (EC) No 1107/2009 provides 

that all Member States of a zone shall be given the possibility to provide comments on 

the initial assessment of the zonal rapporteur. The legislation does not give the 

Commission a role in this process. Nevertheless, the Commission tries to facilitate the 

necessary discussion process between Member States by providing an IT infrastructure 

(an Interest Group on CIRCABC
5
) for exchanging documents during the discussion 

process within the zones and by hosting an Inter-Zonal Steering Group.  

The Biocidal Products Regulation foresees a similar peer-review process organised by 

the European Chemicals Agency (ECHA) for resolving disagreements during the 

assessment of active substances, and, in addition, provides for a two-step mechanism 

to resolve disagreements as regards the mutual recognition of product authorisations by 

Member States. The BPR foresees two such processes: mutual recognition in sequence 

(mutual recognition of an authorisation that has already been granted in one Member 

State) and mutual recognition in parallel (the examination of the authorisation 

application for a product not yet authorised takes place jointly by several Member 

States). If the Member States do not agree on mutual recognition, the matter is referred 

to the so-called 'Coordination Group of Member States' that seeks to reach a 

harmonised position across the Member States. If the Member States fail to reach an 

agreement within 60 days, the matter is referred to the Commission which shall adopt a 

decision. The Commission may ask ECHA for an opinion on the scientific or technical 

aspects of the matter. The experience with the referral procedure shows that almost 

always (i.e. > 90% of the cases) the diverging matters are resolved by the Coordination 

Group, without the need for a Commission decision. 

To resolve divergences of views between ECHA and other agencies, Article 95 of the 

REACH Regulation foresees that ECHA should identify early in the process "potential 

sources of conflict between its opinions and those of other bodies established under 

Community law, including Community Agencies, carrying out a similar task in 

relation to issues of common concern". In such cases, the Agency should contact the 

other body "in order to ensure that any relevant scientific or technical information is 

shared and to identify the scientific or technical points which are potentially 

contentious" and should try "to either to solve the conflict or submit a joint document 

to the Commission clarifying the scientific and/or technical points of conflict."  

                                                 
4
 https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.5113 

5
  CIRCABC (Communication and Information Resource Centre for Administrations, Businesses and 

Citizens) is an application used to create collaborative workspaces where communities of users can work 

together over the web and share information and resources. CIRCABC will replace CIRCA (Communication 

and Information Resource Centre for Administrations), an eGovernment application supporting the online 

collaborative activities of the European Union's public administrations. 

http://ec.europa.eu/idabc/en/document/7400/5644.html 
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Lastly, ECHA and EFSA have agreed a Memorandum of Understanding
6
 to ensure 

cooperation on issues of common interest including hazard and risk assessment, 

ensuring coherence in opinions prepared by the agencies, risk communication and IT 

practices and capacity building. The Memorandum also includes a common 

approach on managing conflicts of opinion and refers to existing Rules of Procedure 

that establish a mechanism for prevention of possible divergences of opinion. 

 

3. In the debate on the bee safety of neonicotinoids there has been an argument 

about the validity of the so-called "bee guidance document". Several 

stakeholders claimed that due to flaws in that guidance document the risk 

assessment was not reliable. However, the risk manager as well as politicians 

have to base their decisions on the scientific assessment of competent authorities 

as they are usually not qualified to judge the scientific quality themselves. Do 

you have recommendations on how to deal with disputed guidance documents 

in the future? Would some kind of an arbitration system be a possible solution 

here as well?   

Proper and independent risk management is not possible without a very good 

understanding for the scientific background on which risks are assessed. The 

separation of risk management and risk assessment is a separation of responsibilities 

to avoid conflicts of interest. It is not, however, a separation along technical 

qualifications. 

The discussions between risk assessors and risk managers about the bee guidance 

document have mostly not been about the scientific part for the risk assessment (only 

a limited number of stakeholders were concerned about that), but about agreeing 

appropriate protection goals and the feasibility of the steps to be taken in the higher 

tiers
7
 of the risk assessment. 

The standard EFSA procedure for developing guidance documents foresees steps of 

consultation of experts and of the general public. It is of utmost importance that all 

relevant groups are aware of these consultations and are willing to contribute in 

time, in order to allow EFSA to consider their comments.  

For instance, the guidance document for the implementation of the endocrine 

disruptors criteria
8
 has been subject to several consultations: Member States and 

stakeholder experts were consulted twice (April-May 2017 and July-August 2017), a 

public consultation took place between December 2017 and January 2018 with about 

2,000 comments received, a workshop with Member States and stakeholders on the 

guidance applicability (case-studies) took place in February 2018, and risk assessors 

and risk managers from the Biocidal Products and Plant Protection Products sectors 

were consulted in April and May 2018), respectively. 

                                                 
6
  https://www.efsa.europa.eu/sites/default/files/assets/mouecha.pdf  

7
  A tiered risk assessment is done in several phases (tiers). In the first phase (tier), the screening-level 

assessment, basic tools (e.g. simple exposure calculations, default values, conservative assumptions) are 

used to conduct the assessment. Based on the results of the screening-level assessment the need for further 

refined risk assessment is considered. Higher tier assessments are based on a greater degree of realism and 

use more realistic exposure estimates, taking into account additional data to refine default worst case 

assumptions (e.g. results from field trials). 
8
   http://www.efsa.europa.eu/en/efsajournal/pub/5311 
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The risk assessments – and the guidance used as basis for the risk assessments - need 

to provide all the accurate and precise evidence for the relevant risk management 

decisions that need to be done in a regulatory context. Because science is complex 

and often evolving, guidance documents need to evolve to remain fit for taking risk 

management decisions in the respective regulatory context.  

Keeping guidance documents updated to science and “fit” for good regulatory 

decisions is not an easy task, in particular because the protection goals may vary 

depending on regions, particular circumstances, etc. As a consequence, these 

protection goals need to be further clarified by risk managers, in consultation with 

risk assessors, so that risk assessors know what the needs of risk managers are and 

can design fit-for-purpose guidance documents. This process of defining protection 

goals is important as the protection goals of an agro-ecosystem, an industry area, and 

a nature conservation area, or the situation in different geographical areas, are 

different and therefore the benchmarks for the corresponding risk assessments will 

vary.  

The Commission intends to intensify the work on defining and agreeing specific 

protection goals for guidance documents in the area of pesticide use in the near 

future, in consultation with the risk assessors, the risk managers in the relevant 

Regulatory Committee, and all stakeholder groups.  

 

4. Regulation 1107/2009 specifies different maximum approval periods (first 

approval, renewal of approval, candidates for substitution, low-risk substances 

etc.) rather than clearly defining approval periods. This gives room for 

manoeuver to the risk manager. On the other hand the political decision on the 

approval period can also lead to confusion about the safety of a substance and 

undermine trust in the scientific assessment, if the risk manager decides for a 

shorter period than allowed according to the risk assessment classification. Would 

you say that the current system of maximum approval periods is fit for purpose, 

would you recommend any changes, particularly with a view to public 

perception?  

Providing different maximum approval periods for different groups of active 

substances (staggered according to the risk-profile established during their assessment, 

i.e. 15 years for low-risk substances, 10 years for normal active substances, 7 years for 

substances identified as candidates for substitution) is a useful tool, as it combines the 

periodic re-evaluation (and update) of active substance dossiers with an incentive for 

producers to invest in the development of innovative substances of lower risk.  

An active substance shall be approved as a candidate for substitution pursuant to 

Article 24 of Regulation 1107/2009 when its hazard profile compares unfavourably to 

those of other substances having similar functions. A comparative assessment shall be 

performed by Member States when evaluating an application for authorisation for a 

plant protection product containing an active substance approved as a candidate for 

substitution. 

Furthermore, for a limited number of substances the Commission decided for a shorter 

approval period instead of the standard periods on a case-by-case basis for special 

reasons identified during the assessment of the substance. 
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This approach strikes the right balance between predictability for the applicants and 

sufficient flexibility for risk managers to address special needs identified in the 

assessment of a substance.  

 

Questions to the Commission: 

 

Topic: Confirmatory information 
 

14. Could you explain why there is no significant decrease in the number of substances 

approved through the confirmatory information derogation, despite the request of 

the Ombudsman? 

The Commission has recently submitted a detailed report
9
 to the Ombudsman on how it 

applies the provisions on confirmatory data foreseen in Article 6 (f) and point 22 of 

Annex II to Regulation (EC) No 1107/2009.  

Article 6(f) allows to subject the approval of an active substance to the condition of 

"submission of further confirmatory information to Member States, the Commission and 

the European Food Safety Authority), where new requirements are established during 

the evaluation process or as a result of new scientific and technical knowledge". 

Furthermore, in exceptional cases, submission of confirmatory information may be also 

required in accordance with Annex II, point 2.2(b), in order to increase confidence in the 

decision to approve the substance. The report explains that the following three types of 

confirmatory information have been requested in approval or renewal Regulations:  

(a) Confirmation of the technical specification of the active substance: In some 

cases, the confirmatory information is needed to link the technical specification of 

an active substance, i.e. its precise composition as manufactured in the past and 

used for the application dossier to more recent specifications of the substance as 

manufactured for use in pesticides. The reason is to demonstrate that there is no 

significant difference that may impact the risk assessment. This situation occurs 

because there is a considerable time lapse between the preparation of the dossier, 

for which material generated in a pilot production may be used, and 

manufacturing of the substance at commercial scale starts only after the approval. 

This situation relates to the development of technical knowledge in the 

production process and to the need to increase confidence in the decision. 

(b) Developments regarding the classification of a substance in accordance with 

Regulation (EC) No 1272/2008: In some cases, a harmonised classification is 

adopted during the approval procedure, at a stage where the applicant is 

precluded from submitting new information. In cases where the classification 

does not lead to the fulfilment of the so-called cut-off criteria, a new classification 

may nevertheless trigger the requirement for additional data, for example 

additional studies on one or several metabolites of the substance. The request for 

confirmatory information follows in these cases from a new requirement 

established during the evaluation process and the Commission sets a clear 

deadline for the submission of the requested information.   

                                                 
9
 https://www.ombudsman.europa.eu/cases/correspondence.faces/en/93729/html.bookmark 
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(c) The request for confirmatory information may also relate to new data to be 

generated in accordance with new guidance which did not yet exist when the 

application was submitted or even not at the time of conclusion of the 

evaluation process. This is in accordance with Article 6(f) of Regulation (EC) 

No 1107/2009. It is about information that cannot yet be delivered at the moment 

of decision on approval or renewal of approval. If not requested under the 

confirmatory information procedure as a condition for the approval, the applicant 

would only need to provide such information in the context of the next renewal of 

the substance. The request for confirmatory information is thus a tool to obtain in 

a timely manner more data or studies that were not required at the time of 

submission of the application for approval or renewal of approval. A typical 

example is the request for information on the impact of water treatment processes 

on substances that may be formed in drinking water. Other requests related to the 

potential for endocrine disruption at a moment where neither concrete scientific 

criteria nor guidance were available so that the regulators could not specify the 

studies or tests to be performed – in such cases the deadline for submission of the 

confirmatory information is linked to the date of availability of an appropriate 

guidance document. 

The Commission informed the Ombudsman that a total of 65 Regulations on approval or 

renewal of approval were adopted, to which the conditions set out in Regulation 

1107/2009 applied in full, of which 24 contained requests for confirmatory information. 

Out of these 24 requests for confirmatory information, 8 concerned technical 

specifications. A number of additional decisions on approvals or renewal of approvals 

adopted since the Regulation became applicable, were based on dossiers still submitted 

under Directive 91/414/EEC. In accordance with the transitional measures set out in 

Article 80 of Regulation 1107/2009, decisions on the approval of these substances had 

to be taken in accordance with the provisions of the earlier Directive. Under that 

Directive the concept of confirmatory data was already used, but the situations in which 

confirmatory data could be asked for was not framed in the legislation, as it is now.  

 

15. In 2013, the European Ombudsman was faced with the complaint on the 

derogations to approve pesticides even when the EFSA has not concluded that they 

are safe to use and when important data gaps still exist. These derogations have 

allowed for bans and discontinuation of use of numerous pesticides to be avoided, 

and have gradually become a standard procedure in DG SANTE. In 2016, the EC 

agreed on the conclusions by Ombudsman to change these practices. However, the 

Commission has not implemented the changes agreed in 2016 and thus is not able 

to demonstrate that the confirmatory data procedure is being used restrictively and 

that oversight of Member States' use of pesticides is improved. What are your 

justifications and explanations for not dealing with the problem?  

The Commission considers that it applies the provisions on confirmatory data in 

accordance with the rules foreseen in Regulation 1107/2009 and has given a clear and 

detailed account on the use of confirmatory data requests under the Regulation to the 

Ombudsman in a report submitted in February 2018 (see also response to question 14). 

The NGO who complained to the Ombudsman in 2013 informed the Commission that it 

is dissatisfied by that report. The Commission has responded in May 2018 directly to the 

NGO concerned, providing further explanations and clarifications on all points raised by 

the NGO. 
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20. Can the Commission confirm how it and its relevant regulatory agencies have 

implemented proposals arising from decisions made by the Ombudsman that apply 

in the approval of an active substance under Regulation (EC) 1107/2009, in 

particular the decision regarding the Commission's use of the confirmatory data 

procedure dated 18 February 2016?   

The Commission has recently submitted a detailed report to the Ombudsman on how it 

applies the provisions on confirmatory data foreseen in Article 6 (f) and point 2.2 of 

Annex II to Regulation (EC) No 1107/2009 – see the response to question 14 for further 

details. As set out in the report to the Ombudsman, EFSA is always involved in the 

assessment of the confirmatory information submitted by the applicant and conducts a 

peer review when necessary. A decision on whether a full peer review is warranted is 

taken by the Commission on a case-by-case basis following consultation of EFSA and 

Member States. 

21. Does the Commission foresee any changes to the EU’s pesticide authorisation 

process that will limit use of the confirmatory data procedure?  

The Commission will continue to respect its commitment to recur to the request of 

confirmatory information in a restrictive manner as provided by the Regulation. 

29. Why is the Commission using the “confirmatory information” procedure (article 6) 

for approvals, in cases where the legal conditions for this derogation are not 

applicable (“where new requirements are established during the evaluation process 

or as a result of new scientific and technical knowledge”)?  

The Commission considers that it fully respects the conditions set out in Regulation 

(EC) No 1107/2009 as set out in the response to question 14.  

30. Examples of pesticides with carcinogenic metabolites, approved by Commission, 

are Thifensulfuron, Mesotrion, Metsulfuron, Iprovalixarb, among others. Can the 

Commission confirm use of confirmatory procedure in such cases?  

Confirmatory information was requested in the Regulations renewing the approval of the 

substances iprovalicarb, thifensulfuron-methyl, iodosulfuron, mesotrione, metsulfuron-

methyl, and Lambda-cyhalothrin in order to assess the potential hazardous properties of 

one or more of their metabolites. This became necessary as EFSA identified during the 

peer-review process potential hazardous properties of the active substance which were 

not known to the applicant before – and that were not even identified by the rapporteur 

Member State in the draft assessment report - and which triggered the need for 

generating additional information about some metabolites. This clearly falls under the 

scope of confirmatory information as set out in Regulation (EC) No 1107/2009.  

Additionally, for some of the substances mentioned and for other cases, the metabolites 

for which additional data were requested are not expected to be present in groundwater 

or in crops (or expected to lead to exposure of humans and/or animals from other 

sources) in all pertinent use scenarios. Rather, the decision to request additional 

information was taken as a prudent measure to ensure that there was an EU harmonised 

conclusion on the relevance of metabolites to allow for consistent and harmonised 

evaluations of plant protection products by Member States. For example, in the case of 

iprovalicarb, the metabolite PMPA was confirmed to be relevant due to its acute toxicity 

but also had an incomplete dataset on genotoxicity. According to Regulation 1107/2009, 

a relevant metabolites shall not occur at levels above 0.1 μg/L in groundwater. The 

EFSA Conclusion indicated that the metabolite may occur above this threshold in 
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groundwater present in soils with a low clay content but it is still possible to use the 

substance (e.g. on other types of soil) such that groundwater contamination does not 

occur and this is reflected in the approval conditions which specify that Member States 

must pay particular attention to protection of groundwater if the substance is authorised 

in regions with low clay content in soil. Nevertheless, further data on genotoxicity was 

requested as confirmatory data to complete the assessment of this metabolite. Following 

the assessment of the submitted confirmatory information by the rapporteur Member 

State and a review by EFSA and other Member States, EFSA published a Technical 

Report which concluded that PMPA is unlikely to be genotoxic. The confirmatory 

information thus indeed confirmed that the approval criteria were fulfilled for the active 

substance.  

31. Why does the Commission allow carcinogenic substances (in these cases pesticide 

metabolites) on the market, awaiting “confirmatory data”, whereas the Regulation 

bans these, with only certain narrow exceptions where human exposure can be 

ensured to be negligible (the product is used in closed systems or in other 

conditions excluding contact with humans and where residues of the active 

substance, safener or synergist concerned on food and feed do not exceed the 

default value set in accordance with point (b) of Article 18(1) of Regulation (EC) 

No 396/2005).   

The cut-off criteria in Regulation 1107/2009 apply to active substances and not to 

metabolites. 

Metabolites must be fully assessed on a case by case basis depending on where they are 

predicted to occur and taking into account the level of exposure as well as their intrinsic 

properties. Information must be provided by applicants to determine their 

(eco)toxicological relevance. Metabolites that have a genotoxic or carcinogenic potential 

or are toxic for reproduction are relevant metabolites and according to Regulation 

1107/2009 cannot be present above 0.1 μg/L in groundwater following use of a plant 

protection product. In such cases the approval or authorisation would not be possible. If 

present in crops or if operators or workers would be exposed to them, a full risk 

assessment must be undertaken to establish whether there would be any possible impact 

on human health – however, the Regulation does not contain the same rule for 

metabolites that are carcinogenic or toxic for reproduction as for active substances with 

such hazardous properties, i.e. that the active substances cannot be approved unless there 

is negligible exposure to them.  

As explained in detail in the report to the Ombudsman (see response to question 14), 

confirmatory information was requested in situations where the suggestion that a stricter 

classification applies only appeared during the peer-review process or in the EFSA 

conclusions, i.e. no such classification existed prior to dossier submission and not even 

the rapporteur Member State considered it necessary. This is in particular relevant for 

the assessment of the toxicity of metabolites if EFSA concludes that the parent 

compound should be classified in a certain manner, so that the classification leads to 

"new" requirements which could not be foreseen by the applicant and are therefore one 

of the cases for requiring confirmatory information. For example an EFSA suggestion 

for classification of an active substance as carcinogenic category 2 may trigger these 

impacts. 
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Topic: Extension of approvals 

16. How does the Commission justify the fact that for almost every pesticide the 

current 10 years approval period is extended? And how does DG SANTE justify 

the extension for “hazard” pesticides (Flumioxazin 2,5 years; Linuron 4 years; 

propiconazole 4,5 years; Iprodion 5 years) while the contact of these substances 

with humans should be excluded according to Regulation 1107/2009?  

25. The 10 year approval period for an active substance can be extended by technical 

extension, taking the total period to over the 15 years limit given in Article 14 (2) of 

1107/2009  (e.g. up to 16,5 years for Pymetrozine, Diquat). How many renewal 

decisions are preceded by technical extension of approval based on Article 17? 

How does the Commission justify these technical extensions? What are the primary 

reasons for these Article 17 extensions? What does the Commission do to ensure 

decisions are taken on time?  

28. How does the Commission justify the extension for substances classified as 

“hazardous” (e.g. Flumioxazin 2,5 yrs, Linuron 4 yrs, Propiconazole 4,5 yrs, 

Iprodion 5 yrs) and how does it ensure that this extension is subject to “excluding 

contact with humans” (negligible exposure) according to Annex II of Regulation 

1107/2009?   

The three questions are closely related and are treated jointly. As explained by the 

Commission in its answer 35 to the questions sent prior to the meeting of the PEST 

Committee on 12 April, the process for reviewing the approval of an active substance 

according to Regulation (EC) No 1107/2009 should take three years. First, the applicant 

has to submit an application for renewal three years before the expiry of approval. The 

full dossier, containing all the studies and tests must be submitted 2.5 years before the 

expiry of approval to the rapporteur Member State (RMS). The RMS has 12 months to 

evaluate the substance, finalise the draft renewal assessment report and submit it to 

EFSA. EFSA then has 11 months in total to produce the conclusion on the peer review. 

The Commission should within 6 months from the publication of the EFSA Conclusion 

present a review report and a draft Regulation on the renewal or non-renewal of 

approval of the active substance to the Member States in the Standing Committee of 

Plants, Animals, Food and Feed for a vote.  

However, Article 17 of Regulation (EC) No 1107/2009 states unequivocally that "where 

for reasons beyond the control of the applicant it appears that the approval is likely to 

expire before a decision has been taken on renewal, a decision shall be adopted in 

accordance with the regulatory procedure referred to in Article 79(3), postponing the 

expiry of the approval period for that applicant for a period sufficient to examine the 

application." 

In the light of this provision and in order to ensure legal certainty, the decision-making 

has to be finalised before expiry of the approval of an active substance. Approvals 

cannot be left to expire when, for reasons beyond the control of the applicant, a decision 

on the renewal or non-renewal cannot be taken by the Commission before expiry of the 

approval of an active substance. Consequently, in such cases, the Commission is obliged 

to extend the approval periods for active substances until the renewal process is 

finalised. 

Experience has shown that for practically all active substances, the evaluation of 

applications for renewal of approval is rarely or never concluded within the time period 
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foreseen by the Regulation. The Commission is concerned about these delays in the 

various steps for the evaluation of the dossiers submitted for the renewal of approval of 

active substances, which, are in general for reasons beyond the control of the applicant 

and, therefore, lead to the need to extend the approval of substances.  

Delays occur mainly during the assessment by the RMS, but also during the EFSA peer 

review, or during the risk-management process. Each active substance is different and 

the evaluation processes for substances are delayed for different reasons. Member States 

report that increasingly complex assessments, the need for re-assessment of old studies, 

the size of the dossiers, resources, the alignment with the classification and labelling 

process under the CLP Regulation, and the absence of guidance for Article 4(7) and 

negligible exposure (this was the case for flumioxazin and pymetrozine) all contribute to 

delays of the evaluation process. The Commission has repeatedly reminded Member 

States in the Standing Committee of their obligations to respect the deadlines foreseen in 

Regulation (EC) No 1107/2009 for the evaluation of application dossiers. In addition, in 

February 2017, the Commission sent a letter to all Member States in delay with their 

evaluations, asking them to justify the delays and comply with the deadlines.  

It should be noted that in the transition period from the earlier Directive 91/414/EEC to 

Regulation (EC) No 1107/2009, i.e., between 2009 and 2011, the Commission granted 

extensions of approvals for substances expiring before June 2014 in order to balance the 

workload for the evaluating authorities, but most importantly in order for the applicant 

to generate data to comply with the new data requirements that were eventually adopted 

in 2013. This was the case for flumioxazin, linuron, propiconazole, iprodione, diquat 

and pymetrozine. The new data requirements reflected the update in scientific and 

technical knowledge and provided for a more in-depth assessment of the active 

substances. Furthermore, Implementing Regulation 844/2012 setting out the provisions 

necessary for the implementation of the renewal procedure for active substances had to 

be adopted before the renewal process could start. The Commission considered that the 

benefits of awaiting the new data requirements and entering into force of the new 

renewal procedure and the resulting improved basis for evaluation of the safety of the 

substances outweighed the drawbacks of postponing the evaluation by a limited amount 

of time. 

Where, during the evaluation of an application, Member States consider that additional 

information is required, they can request additional information and 'stop the clock' for 

the evaluation. Although for renewals of approval, recourse to this procedure can in 

theory not extend the period for examination and finalisation of the draft Assessment 

Report, in reality it does (this was the case for iprodione, propiconazole, linuron, diquat, 

pymetrozine). For the assessment of approvals of new active substances the timeline for 

producing the draft Assessment Report can be extended by 6 months. EFSA can also use 

a stop-the-clock procedure "where it considers that additional information from the 

applicant is necessary". This may cause a slight delay of the finalisation of the EFSA 

conclusion (this was the case for iprodione, propiconazole, diquat, pymetrozine and 

linuron). 

In the decision-making phase, it has sometimes proved to be difficult for a decision to be 

taken shortly after the presentation of the draft review report and the draft Regulation 

(usually presented to the standing Committee within 6 months from the date of 

publication of the EFSA Conclusion). As the Commission shall endeavour to find 

solutions which command the widest possible support within the Committee – as require 
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by Article 3(4), 2
nd

 subparagraph of Regulation (EC) No 182/2011
10

, for difficult cases 

multiple rounds of discussions in the Standing Committee were sometimes required and, 

therefore, more time was needed in order to finalise the decision-making process (this 

was the case for pymetrozine and diquat). 

 

 

27. Regulation 1107/2009 prohibits the use of active substances that are classified as 

carcinogenic, mutagenic or toxic for reproduction (Category 1A or 1B). However, 

the herbicides Flumioxazin and Glufosinate, both classified as toxic for 

reproduction (Cat. 1B), are still approved for use in the EU. How does DG SANTE 

explain this?  

Active substances approved under the earlier Directive 91/414/EEC were deemed to 

have been approved under Regulation 1107/2009. The transitional provisions in the 

Regulation also set out that for those substances, including flumioxazin and glufosinate, 

the new approval criteria, including the "cut-off criteria" would be applicable at the time 

of renewal of the active substance - this intention of the co-legislators is explicitly 

reflected in Recital 10
11

 of Regulation 1107/2009. As regards the specific case of 

flumioxazin, the decision-making process concerning the renewal of the approval of the 

substance is ongoing with a decision expected later in 2018 (as also outlined in the 

answer to question 16). As regards glufosinate, the applicant has withdrawn the 

application for renewal of approval of the active substance and the approval will expire 

on 31 July 2018.   

11. Why are there delays between the assessment of EFSA and a decision at 

Commission level?  

According to Regulation (EC) 1107/2009 and its implementing Regulations (844/2012 

and 1141/2010) the Commission shall within 6 months after receiving the EFSA 

conclusion on the peer review of an active substance, present a draft review/renewal 

report and a draft Regulation to the Standing Committee on Plants, Animals, Food and 

Feed. The Commission is obliged to undertake a number of steps before it can present 

the draft review/renewal report and the draft Regulation to the Standing Committee, 

including a thorough analysis of the EFSA conclusion, the assessment report prepared 

by the Rapporteur Member State, consideration of other legitimate factors (where 

relevant), preparing the draft review/renewal report and allowing the applicant to submit 

comments, as well as preparing the draft Regulation and notifying it to the WTO under 

the TBT agreement.   

Additional delays between the assessment of EFSA and a decision at Commission level 

may occur once the renewal/review report reaches the Standing Committee on Plants, 

Animals, Food and Feed and discussions with Member States start. These delays do not 

occur in all cases but for complex / sensitive cases multiple rounds of discussions in the 

Standing Committee are required before the decision-making process can be finalised. 

                                                 
10

 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying 

down the rules and general principles concerning mechanisms for control by Member States of the  

Commission’s exercise of implementing powers, (OJ L 55, 28.2.2011, p. 13–18). 
11

 […] In order to achieve the same level of protection in all Member States, the decision on acceptability or non-

acceptability of such substances should be taken at Community level on the basis of harmonised criteria. These 

criteria should be applied for the first approval of an active substance under this Regulation. For active 

substances already approved, the criteria should be applied at the time of renewal or review of their approval. 
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Topic: elements taken into account in the decision making 
 

5. There are many concerns about glyphosate next to carcinogenicity, for example, 

concerns about the loss of farmland biodiversity, water contamination, soil health, 

dependence of farmers on few big corporations, superweeds etc. In your view, does 

the current legal framework for pesticides in the EU allow for the consideration of 

these broader societal issues in the authorization process?  

Should the legislation be improved so that these broader concerns can be taken 

into account (see Prof. Dr. Hensel’s statement in the session of 15 May that 

glyphosate is a proxy for bigger societal issues). Is the current framework focusing 

too narrow on safety issues (and right now even only on carcinogenicity), therefore 

placing too much responsibility on a scientific agency (EFSA)?  

A comprehensive assessment of the potential hazard and risks of active substances and 

of the plant protection products that contain such substances forms an important element 

of the EU regulatory system for pesticides. Overall, the EU legislation on pesticides is 

broader than the Regulation on placing on the market of plant protection products 

(Regulation (EC) No 1107/2009), and other legal instruments apply as well. 

The overall objective of Regulation 1107/2009 is to ensure a high level of protection of 

both human and animal health and the environment and to improve the functioning of 

the internal market through the harmonisation of the rules on the placing on the market 

of plant protection products, while improving agricultural production. This means that a 

safety assessment for human health but also for animals and other non-target organisms 

and the environment, including different compartments such as groundwater, must be 

conducted. A broad and comprehensive range of scientific aspects is considered in the 

risk assessment including in addition to considerations relevant for human health, for 

example, impacts on water quality and the impact on non-target species. Carcinogenicity 

is therefore not the only focus. The legislation makes it clear that safety must be 

demonstrated for a broad range of criteria before substances and products are placed on 

the market.   

Furthermore, under the Directive on Sustainable Use of Pesticides (SUD – Directive 

128/2009/EC) Member States have developed National Action Plans which set 

objectives and targets to reduce the risks and impacts of pesticide use to humans and the 

environment, requiring the use of integrated pest management (IPM) and alternative 

approaches to pesticides (see also Commission's report to the European Parliament and 

the Council 587/2017
12

). Among other measures, the SUD obliges Member States to 

prohibit or minimise the use of pesticides in areas used by the general public (e.g. parks, 

playgrounds) and protected areas as defined under the Water Framework Directive or 

the Habitats Directive (e.g. Natura 2000 areas).  

Additional rules on pesticide use have been adopted in the context of other legislation. 

For example, guidance issued to implement the current Habitats Directive
13

 

recommends that no pesticides are applied in Natura 2000 areas. Under the current 

Common Agricultural Policy (CAP), the use of pesticides is banned in productive 

“ecological focus areas”. Further, the new CAP-proposal published on 1 June 2018 

                                                 
12

  https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_sup_report-overview_en.pdf 
13

 Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats and of wild fauna and 

flora; OJ L 206, 22.7.1992, p. 7–50 
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provides that Member States consider in their strategic plans a more sustainable use of 

pesticides, aiming to further reduce exposure to them. Member States will be evaluated 

as regards achieving this objective. 

6. The Commission as risk manager is, according to current EU law including case 

law of the CJEU (e.g. Case T-177/13 Test BioTech), not obliged to follow the EFSA 

opinion. As a politically accountable institution the Commission has discretion to 

consider minority opinions, but also consider other legitimate factors. Has the 

Commission done that in the process of authorizing glyphosate, and if so, which 

factors were considered and how?  

The Commission proposed to renew the approval of glyphosate based on the extensive 

scientific and technical knowledge available, including the opinion by the European 

Chemicals Agency (ECHA) received on 15 June confirming that there is no justification 

to classify glyphosate as a carcinogen
14

. The criteria for approval as laid down in the EU 

legislation on pesticides were clearly satisfied and no concerns were raised in the EFSA 

Conclusion that precluded the renewal of approval. 

In accordance with Article 13 of Regulation 1107/2009, the Commission took additional 

legitimate factors into account when setting the new period of approval. While a large 

amount of information on the active substance glyphosate already exists, additional 

information on glyphosate is being published at an exceptionally high rate compared to 

other active substances. Therefore possibilities of rapid future developments in science 

and technology had to be taken into account when deciding on the length of the approval 

period of glyphosate, also bearing in mind the fact that glyphosate is the most widely 

used herbicide in the Union.  

Moreover, there had been considerable debate on glyphosate in the public sphere. The 

European Parliament also adopted several Resolutions on the matter and the 

Commission paid close attention to the European Citizens' Initiative
15

, calling 

specifically for a ban of glyphosate in one of its three aims. Therefore, the Commission 

proposed to set the new period of approval of glyphosate at 5 years instead of the 

maximum period of 15 years.   

7. Why does the Commission insist that it is obliged to follow EFSA’s lead in the 

authorization procedure?  

Regulation (EC) 1107/2009 and its subsidiary legislation require that the scientific 

conclusions of EFSA are taken into account in decision making. EFSA was created to 

take on the role as an independent scientific point of reference in risk assessment and 

under the General Food Law it is stated that the opinions of EFSA are relevant to inform 

risk management decisions.  With regards to pesticide substances EFSA coordinates the 

peer review and therefore its Conclusions are the result of a comprehensive process that 

ensures full consideration of different scientific views and opinions and a thorough 

scrutiny of the assessment undertaken by the Rapporteur Member State. Therefore, the 

EFSA Conclusions provide the most objective basis for informing the Commission 

decisions. Nevertheless, the Commission agrees that it is not obliged to follow EFSA's 

views and can also diverge from the EFSA Conclusion if there are objective reasons to 

do so, and taking into account other legitimate factors and risk management 

considerations.  

                                                 
14

  https://echa.europa.eu/-/echa-s-opinion-on-classification-of-glyphosate-published 
15

 http://ec.europa.eu/citizens-initiative/public/initiatives/successful/details/2017/000002  
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8. Is the Commission the right institution to consider other legitimate factors, and as 

such to take into account broader societal issues regarding pesticides as mentioned 

above?  

The Commission's role is to implement correctly the legislation concerning plant 

protection products that has been adopted by the European Parliament and the Council.  

Article 13 of this legislation specifically refers to other legitimate factors as a basis for a 

Regulation on the approval/renewal or non-approval/non-renewal of an active substance. 

It should be recalled that the decision-making process is a shared responsibility between 

the Commission and the Member States, who examine and vote on the Commission's 

proposed decisions in the Standing Committee on Plants, Animals, Food and Feed. In 

this role they also scrutinise the Commission's considerations of other legitimate factors. 

In addition, the European Parliament has already adopted several Resolutions related to 

the decision-making on active substances (for example glyphosate and bentazone).  

10. Is the Commission politically pressured to take a decision?  

The Commission has a legal obligation to take decisions on applications for an 

approval/renewal of approval of an active substance under Regulation (EC) 1107/2009.  

Failure to do so could lead to Court proceedings launched by applicants.  

22. Notwithstanding EFSA’s scientific risk assessment, what other elements does the 

Commission take into account when coming forward with an authorisation or non-

authorisation proposal for an active substance?  

As stated in response to question 7, the EFSA Conclusion on an active substance forms 

the core basis for decision-making since it is the result of the comprehensive scientific 

evaluation and peer-review process. However, in addition to the EFSA Conclusion and 

its background documents, the Commission also considers the assessment report as 

prepared by the rapporteur Member State and co-rapporteur Member State, comments 

received by the applicant (on both the EFSA Conclusion and the draft review/renewal 

report) and also any other comments and correspondence submitted by other interested 

parties e.g. NGOs, growers associations, MEPs, citizens.  

The Commission consults and discusses all draft proposals concerning approval or non-

approval of active substances both internally amongst different services and with 

Member States. The comments and views of Member States also play a role in 

developing a final proposal and indeed decisions are the shared responsibility of the 

Commission and the Member States.  

Topic: guidance documents 

34. In accordance with its mandate, EFSA regularly updates its guidance documents. 

Please can you explain the process for updating guidance documents used by 

EFSA, and why there may be delays or other obstacles in this process? According 

to the Commission, what could be done to overcome these delays/obstacles? For 

example, where in the process is the updated guidance on soil organisms, and when 

can it be expected to be adopted? How about the guidance on bees, which has 

already been applied in the EFSA review of the three neonicotinoids? According to 

the Commission, are there other examples of updated guidance which are still 

waiting to be officially adopted? If so, what are they? 
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In its response to question 38 sent prior to the meeting of the PEST Committee on 12 

April 2018, EFSA explained how guidance documents are drawn up and updated and in 

its response to question 58 of that same batch of questions and in its response to 

question 14 of the batch of questions sent to the Authority prior to the 7 June meeting of 

the PEST Committee, it addressed the update of the guidance on soil organisms.  

EFSA has published a number of scientific opinions in the area of environmental risk 

assessment, compiling the state of science for different groups of organisms (non-target 

plants, non-target arthropods, soil organisms). These scientific opinions will serve as a 

starting point to update the corresponding guidance documents, from which some were 

developed before the creation of EFSA. EFSA has stressed in these opinions that 

protection goals need to be further defined by risk managers, and is waiting for input of 

the Commission in this aspect. 

As already explained in the response to question 3, the Commission intends to intensify 

the work on defining protection goals in the area of pesticide use in the near future, in 

consultation with risk assessors, risk managers, and stakeholders. The Commission 

considers this process of defining protection goals important because the protection 

goals of an agroecosystem, an industry area, and a conservation area, or the situation in 

different geographical areas, are different and therefore the corresponding risk 

assessments will vary. Furthermore, the protection goals set in legislation often need to 

be further clarified by risk managers, in consultation with risk assessors, so that risk 

assessors know what the needs of risk managers are and can design fit-for-purpose 

guidance documents.  

EFSA is also working on guidance documents which are related to the assessment of 

potential risks to humans, including operators (who apply pesticides), workers (who 

enter fields treated with pesticides), bystanders (people standing close to an area where 

pesticides are applied), and residents (people living close to areas where pesticides are 

applied). The guidance for bystanders and residents also includes assessing the risks to 

children. An update of this guidance document has been mandated to EFSA recently.  

Further developments in the area are a guidance document on dermal absorption, which 

feeds into the assessment of exposure mentioned above. As regards consumers, guidance 

on residues and metabolites has been also recently developed by EFSA. 

The Bee Guidance Document (Bee GD) was criticised by industry and some Member 

States, who consider that the approach used is too strict because of the protection goals 

chosen and the complexity in the higher tiers of the assessment. Many efforts were made 

to find a compromise, including a workshop and the definition of a stepwise 

implementation plan discussed with Member States experts (mostly risk managers but 

some risk assessors were present as well).The Commission remains determined to get 

the Bee GD endorsed as recently reaffirmed in the EU Pollinators Initiative
16

.  

Another guidance document waiting to be adopted is the EFSA guidance document on 

the residue definition for the assessment of the risk to consumers from residues in food 

(i.e. what the residue of a pesticide is if present on a food stuff) of 2017. Member States 

expressed strong concerns about the implementation of the Guidance Document and the 

additional resources needed. Industry also commented on the need of a transitional 

period. The Commission held a discussion in the Standing Committee and the majority 

of Member States agreed to better identify the impact of the guidance document before 

                                                 
16

  COM/2018/395 final, available at : https://eur-lex.europa.eu/legal-

content/EN/TXT/?qid=1528213737113&uri=CELEX:52018DC0395 . 
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implementing it and requested training from EFSA in order to be able to implement the 

more complex definition. 

35. Guidance documents used by EFSA in pesticide risk assessments have to be 

approved by EU Member State representatives gathered in the SCoPAFF (“note-

taking”). A recent report for the European Parliament’s Research Service (EPRS) 

states that “this arrangement – guidelines voted by risk managers – is unique to the 

pesticides regulatory regime” (Bozzini, 2018, p. II-33). Is the Commission aware of 

any other areas in which EFSA guidance documents need to be approved by EU 

Member States? Why would the process be different for pesticides than other food 

safety related matters?  

Although Article 77 of Regulation 1107/2009 indeed foresees that the Commission may 

– "in accordance with the advisory procedure referred to in Article 79(2), adopt or 

amend technical and other guidance documents such as explanatory notes or guidance 

documents on the content of the application concerning micro-organisms, pheromones 

and biological products, for the implementation of this Regulation",  , in practice 

guidance documents for risk assessment are not voted on, as implied by the report, but 

they are developed by EFSA (risk assessors) and after publication taken note of by 

consensus by the Member States in the Standing Committee on Plants, Animals, Food 

and Feed (risk managers). The Commission, Member States, and EFSA discuss and 

agree on an implementation date for the guidance document and add a reference so that 

the document can be more easily searched also through the Commission website. This is 

a direct continuation from the practice under the earlier Directive 91/414/EEC. It 

ensures that any new guidance document is applied by all Member States and EFSA 

from the same point in time and gives a clear indication to applicants as from which 

time dossier submissions will have to comply with the new standard.  

However, it is indeed correct that such an approach is unique in the Pesticides 

Regulation, whereas in other areas, the development and adoption of scientific guidance 

documents is overseen by the relevant Agency which consults risk managers before 

finalising the guidance. This is the case for example for ECHA for REACH, CLP and 

the Biocidal Products Regulation
17

. 

Lately, efforts have been made in the context of the pesticides Regulation to consult risk 

managers before EFSA finalises a guidance document. This is the case with the last 

guidance document developed by EFSA and ECHA (implementation of endocrine 

disruptor criteria), where a formal consultation of risk managers was done before the 

guidance was finalised by the agencies on 7 June 2018. 

Topic: Parliament Resolution on glyphosate 

36. In its Resolution of 13 April 2016, the European Parliament stated the 

following: “whereas the draft implementing regulation does not, however, contain 

any legally binding risk mitigation measures, despite a high long-term risk found 

for almost all uses of glyphosate for non-target terrestrial vertebrates, including 

mammals and birds;”. The Commission failed to respond to this position in its 

formal response to the EP Resolution of 20 July 2016. Could the Commission 

justify why it did not adopt any restrictions/legally binding risk mitigation 

                                                 
17
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measures as part of the approval decision, despite the high environmental risks 

found by EFSA? 

The response of the Commission to the specific points mentioned in Recital R of the 

above-mentioned European Parliament's Resolution was subsumed in its response to 

Point 1 of the Resolution, and in particular in the following paragraph: 

"[…] Regulation (EC) No 1107/2009 provides for renewal of the approval of an 

active substance if the approval criteria are satisfied (Article 14(1)). The 

Commission considers that it is implementing the regulatory framework agreed by 

the co-legislators, and insofar is not exceeding its implementing powers." 

In fact, the risk for non-target terrestrial vertebrates, including mammals and birds, 

was not identified as a critical concern in the EFSA Conclusion, because the 

assessment concluded for at least one of the representative uses that the risk was 

expected to be low. In line with Article 4(5) of Regulation 1107/2009, the approval 

criteria for an active substance shall be deemed to be satisfied where it has been 

established that at least one representative use fulfils those criteria. Refinements in 

the assessment of the other representative uses can be addressed by Member States 

in the context of the procedure for product authorisation. 

Recognising that EFSA could not exclude a risk for non-target terrestrial vertebrates 

for some, but importantly not all, of the representative uses, the Commission adopted 

a specific provision in the approval conditions for glyphosate that Member States, 

when granting authorisations for glyphosate-containing plant protection products, 

must pay particular attention to the risk to terrestrial vertebrates. 

As a consequence, Member States must assess the risks to terrestrial vertebrates 

when evaluating applications for authorisations for plant protection products at 

national level, based on suitable information that must be made available by 

applicants. Member States can only grant authorisations if the refinement of the 

assessment, e.g. through suitable higher-tier studies, allows to conclude a low risk 

for terrestrial vertebrates under the environmental circumstances prevailing on their 

territory. 

37. In its Resolution of 13 April 2016, the European Parliament stated the following: 

“whereas use of the non-selective herbicide glyphosate kills not only unwanted weeds, 

but all plants, as well as algae, bacteria and fungi, thereby having an unacceptable 

impact on biodiversity and the ecosystem; whereas as such, glyphosate fails to comply 

with point (e)(iii) of Article 4(3) of Regulation (EC) No 1107/2009”. The Commission 

failed to respond to this position in its formal response to the EP Resolution of 20 

July 2016. Could the Commission justify why it considers that glyphosate complies 

with the approval criterion in point (e)(iii) of Article 4(3) of Regulation 1107/2009? 

The response of the Commission to the specific points mentioned in Recital R of the 

European Parliament's Resolution was subsumed in its response to Point 1 of the 

Resolution, and in particular in the following paragraph: 

"[…] Regulation (EC) No 1107/2009 provides for renewal of the approval of an 

active substance if the approval criteria are satisfied (Article 14(1)). The 

Commission considers that it is implementing the regulatory framework agreed by 

the co-legislators, and insofar is not exceeding its implementing powers." 
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The assessment of the impact on biodiversity and the ecosystem of extensively used 

herbicides including but not limited to glyphosate was discussed at one of the 

meetings of Member States experts organised by EFSA in the context of the peer-

review. Such an assessment requires consideration of indirect effects on non-target 

organisms via trophic interaction, which is dependent on the specific landscape 

setting, including the availability of alternative food habitats for farmland species 

and the spatial and temporal intensity of use of herbicidal or insecticidal plant 

protection products at this landscape. While, following their exchange of views, the 

experts considered this as an important risk management issue, it was not identified 

as a critical area of concern in the EFSA Conclusion. 

It must be noted that indirect effects on non-target organisms via trophic interaction 

are inherently and inevitably linked with the intended effects of herbicides, i.e. 

eliminating other plants competing with the crop to be protected, and are not specific 

to glyphosate. Moreover, the efficacious application of non-chemical alternatives to 

herbicide use, such as mechanical weeding, ultimately leads to the same effects. 

Nevertheless, recognising that risk assessors considered this as an important risk 

management issue, the Commission adopted, as part of the Regulation renewing the 

approval of glyphosate in 2017 a specific provision in the approval conditions for 

glyphosate that Member States, when granting authorisations for glyphosate-

containing plant protection products, must pay particular attention to the risk to 

diversity and abundance of non-target terrestrial arthropods and vertebrates via 

trophic interactions. 

As a consequence, Member States must assess the risks to diversity and abundance 

of non-target terrestrial arthropods and vertebrates via trophic interactions when 

evaluating applications for authorisations for plant protection products at national 

level, based on suitable information that must be made available by applicants. 

Based on the results of their assessments, when found necessary, Member States 

must then impose mandatory risk mitigation measures (such as obligation to keep 

vegetated buffer strips/no-spray zones, limitation to treatment of alternate rows only 

in orchards and vineyards) in the authorisation conditions that reflect the realities 

and possibilities under the environmental circumstances prevailing on their territory. 

 

Topic: Application of the cut-off criteria 

26. According to Regulation 1107/2009, an active substance, safener or synergists shall 

only be approved if it is not, or has not to be, classified as CMR 1A or 1B, subject 

to two possible narrow derogations. How many substances have not been approved 

based on these criteria since the date of application of 1107/2009? How many have 

been approved subject to a derogation?  

Several decisions have been taken not approving active substances that are classified or 

are proposed to be classified as carcinogenic, mutagenic or toxic for reproduction 

(CMR) category 1A or 1B. 

 Amitrole: EFSA considered that the substance should be classified as toxic for 

reproduction category 1B (R1B) 

 Linuron: harmonised classification as toxic for reproduction category 1B (R1B) 
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 Iprodione: EFSA considered that the substance should be classified as carcinogenic 

category 1B (C1B) 

In other cases applications for renewal have not been submitted for substances with such 

hazard classification e.g. warfarin (classified as toxic for reproduction category 1A). In 

those cases the approval of the substance expired without any prolongation.  

There has not yet been any approval or renewal or approval under the provisions of 

negligible exposure or in accordance with the derogation in Article 4.7 (serious danger 

to plant health) to the Regulation. 

 

Topic: Independence of EFSA 

12. What is your opinion on the fact that experts in EFSA working groups can work on 

projects which may place them in a position of conflict of interest? Public 

confidence in EFSA is undermined by many controversial cases, including issues 

with pesticides’ authorisation procedure.  

EFSA has a well refined policy on independence, which was revised in 2017. Experts of 

the Scientific Panels / Committees as well as those of Working Groups, all participants 

to pesticides peer-review meetings or to meetings where EFSA’s scientific outputs are 

developed need to make a declaration of interest. All declarations are screened to 

identify potential conflict. EFSA publishes all annual declaration of interests on its 

website. For further information on this issue, the Commission would like to refer to the 

response by EFSA to question 45 sent prior to the meeting of the PEST Committee on 

12 April.  

  

18. Could the Commission elaborate the consequences for the independence of the risk 

assessment if EFSA would be exclusively responsible for both commissioning 

required studies for the authorisation procedure and for carrying out the risk 

assessment? Could that lead to a higher direct exposure of EFSA to the applicant 

as well as to a less stringent peer-review of the assessment of the application?  

The Commission would like to refer to the response to question 64 sent by the PEST 

Committee prior to the meeting on 12 April. 

 

 

 

Topic: levels of risks accepted 

13. When approving active substances, in many cases the Commission does not verify 

that the necessary precaution is taken and the restrictions or instructions, 

envisaged by the Commission's approvals of use of active substances, are complied 

with. Could you elaborate on this? How can you justify the practice of approving 

the safe use of an active substance before getting all of the data necessary to 

support that decision?  

The comprehensive evaluation of an active substance identifies any potential risks and 

concerns that may arise from use of the active substance and of at least one formulated 
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products and also identifies any data gaps relevant for the representative uses assessed. 

Occasionally indications of possible uncertainties beyond the uses assessed and for other 

product formulations may also be identified during the scientific evaluation (e.g. for 

uses in certain soil types, given the properties of the substance, there could be different 

impacts on groundwater).  

The Commission carefully considers the EFSA conclusions and in case where a concern 

is identified but where this is not relevant for all uses assessed or where it is necessary to 

include risk mitigation measures to ensure safe use, the approval conditions highlight the 

issue. For example, in case a risk to aquatic organisms was identified for use on one 

crop but not others the approval conditions would include an obligation for Member 

States to pay particular attention to the risk to aquatic organisms when considering 

applications for product authorisations. The purpose of including such conditions in the 

approval is to signal specific areas to Member States that are particularly important to be 

examined to ensure that plant protection products containing the substance do not pose 

any harmful effects on human and animal health and the environment.   

As set out in the Regulation, the authorisation of plant protection products is the 

responsibility of Member States in line with the principle of subsidiarity. Member States 

must carry out assessments taking into account the agronomic, climatic and 

environmental conditions relevant for their territories and taking into account any 

restrictions or conditions of use that are imposed in the approval of the active substance 

concerned.  

With regards to data gaps, as also explained in the response to the first question, in many 

cases data gaps identified are only relevant for a specific use, formulation or under 

certain conditions. These gaps can be filled by applicants before submitting applications 

for product authorisation (i.e. post approval). For example there may be the need for 

further residues trials in tomatoes but the residues package for uses on apples, grapes 

and maize were acceptable. In other cases, depending on the type of data gap, a 

requirement to submit confirmatory information may be included in the approval at EU 

level – please refer to the response to question 14 for further details as to when use of 

confirmatory information may be employed.  If a data gap is such that it impacts all uses 

and does not enable to conclude that the approval criteria are satisfied, then EFSA 

identifies a critical area of concern and the Commission does not propose to approve the 

substance unless a particular restriction can be imposed as a condition to ensure that the 

identified risk or concern can be mitigated.  

The Commission does not have the resources to inspect the compliance of individual 

national authorisations with the terms of the EU approval Regulations. Instead, the 

Commission follows a more strategic approach by performing a survey and audits in 

order to verify the functioning of the national system of authorisations of plant 

protection products (PPPs) in Member States. Furthermore, the Commission is working 

on developing an EU database to record information on authorisations, the Plant 

Protection Products Application Management System (PPPAMS). This will enable all 

stakeholders, not only the Commission, to have better access to authorisations so that if 

there is a need to follow up any particular element related to a substance approval this 

can be achieved more easily.     

 

17. Can the Commissioner explain how decisions are taken by his services on the 

evaluation of active substances and the fact that the Commission sometimes 

departs from EFSA opinions on the dangerousness of certain pesticides, in 
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particular for aquatic organisms (cases of bendivindiflupyr and Oxyfluorfen) or 

for birds (case of Epoxiconazole)?  

When taking decisions on active substances (first time approvals or renewals of 

approval), the Commission applies the criteria established by Regulation (EC) 

1107/2009. It is important to recall that Member States represented in the Standing 

Committee on Plants, Animals, Food and Feed play a crucial role in these processes. 

The decision-making is a joint responsibility of the Commission and Member States 

acting as risk managers.  

After receiving an EFSA conclusion, the Commission invites the applicant to comment 

on it. Then the Commission analyses the EFSA conclusion including its background 

documents, the draft/renewal assessment report of the RMS, and comments from the 

applicant and drafts a renewal/review report in which it indicates whether the substance 

can be expected to meet the approval criteria or not, and in case approval is proposed 

indicates any conditions or restrictions that are necessary.  The Commission then sends 

the draft renewal/review report to the applicant for comments and makes available to 

Member States the draft renewal/review report and draft Regulation and the comments 

from the applicant on this report, so that a discussion between risk managers can take 

place at the Standing Committee. Based on comments received from Member States – in 

particular also on whether they consider that the approval criteria in the Regulation can 

be met (and under which conditions) - the Commission may amend the draft documents 

(Regulation and/or renewal/review report) and submits the renewal/non-

renewal/approval/non approval draft Regulation to an interservice consultation so that 

all relevant services of the Commission can submit their comments. Thereafter the 

Commission finalises the draft Regulation and submits it to the Standing Committee for 

a vote.  

In the cases of benzovindiflupyr, oxyfluorfen and epoxiconazole, considering the results 

of the risk assessment for each substance and following discussions with Member States,  

their approval/renewal of approval was granted/maintained with restrictions and 

accompanied with the obligation for Member States to apply mitigation measures 

identified as appropriate to reduce the level of risks.   

    

 

Risk to environment: 

32. From several pesticides, EFSA conclusions found high risks for aquatic organisms 

(bendivindiflupyr), high risk for herbivourous mammals (Picolinafen), high risk 

for aquatic organisms (L-cyhalothrin), high risk for aquatic organisms 

(Oxyfluorfen), a high risk for birds (Epoxiconazole), a high risk for herbivorous 

mammals (Flumetralin) etc. The Commission, however, considered in its “Review 

report” on the approval, that the risks are acceptable, without providing any 

further data or scientific argumentation. Has there been any decision where a 

substance has not been approved due to unacceptable risk to the environment? 

Under what conditions would the Commission consider a risk unacceptable? Does 

the Commission have any consistent criteria, or is the decision made at its 

discretion?   

In cases where the comprehensive scientific evaluation conducted by the RMS and 

EFSA indicates risks (according to the established risk assessment methodology and 

protection goals) that cannot be resolved or mitigated through further refinement of the 
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assessment or appropriate mitigation measures, the Commission proposes not to renew 

the approval. As explained in the response to question 17, the Commission discusses its 

initial assessment with the Member States in the Standing Committee on Plants, 

Animals, Food and Feed, who might bring forward further information as regards 

possible risk mitigation measures or refinement of the risk assessment that were not 

taken into account by EFSA.  

The Commission confirms that substances have not been approved due to unacceptable 

risk to the environment. For example, the approval of isoproturon was not renewed due 

to the expected contamination of groundwater by relevant metabolites of the active 

substance and the substance beta-cypermethrin was not approved due to risks to aquatic 

organisms, bees and non-target arthropods.  

For benzovindiflupyr, oxyfluorfen and epoxiconazole, please refer to the response to 

question 17. 

In the case of lambda-cyhalothrin, the EFSA conclusions published in March 2015 

identified a high risk to aquatic organisms based on the interpretation of the dataset 

carried out by the rapporteur Member State Sweden but Member States considered that 

mitigation measures at national level were possible and the approval of lambda-

cyhalothrin was eventually renewed for 7 years as a candidate for substitution.  

In the case of flumetralin and picolinafen it was considered that further refinement 

options and provision of higher tier data could be considered by Member States when 

carrying out assessments of applications for authorisation of plant protection products. 

 

On Member State risk management: 

38. According to Article 6 of Regulation 1107/2009, the approval of an active substance 

may be subject to conditions and restrictions. Such restrictions at the level of the 

approval have been adopted inter alia for glufosinate, a total herbicide like 

glyphosate, as well as in the context of the approval decisions of three 

neonicotinoids. However, for glyphosate, the Commission refused to take such 

measures at the level of the active substance, and instead passed risk management 

decisions on to Member States in the context of glyphosate-based product 

authorisations. Why did the Commission decide to adopt restrictions at the level of 

the active substances for e.g. glufosinate and three neonicotinoids, but not for 

glyphosate? In light of the various high risks found for glyphosate, does the 

Commission consider it appropriate to pass on the responsibility for risk mitigation 

measures to Member States? Does the Commission control the implementation of 

such risk mitigation measures in any way?  

Regulation (EC) No 1107/2009 provides that an approval may be subject to conditions 

or restrictions. In determining whether such measures are required, the Commission 

considers the outcome of the scientific evaluation of the active substance conducted by 

the Member States and EFSA. In cases where the assessment highlights a potential risk 

for all uses examined, a particular use restriction may be considered appropriate if the 

assessment shows that such a measure leads to a safe use being demonstrated (in cases 

where there are no options available to ensure safe use a non-approval would be 

proposed).  
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This was the case for glufosinate and the neonicotinoids where the risk to mammals and 

non-target arthropods and to bees, respectively, could only be managed by imposing a 

restriction of use at EU level since there was no evidence to demonstrate a safe use 

without the particular restriction. For glufosinate a restriction to the rate of application 

was added to the approval (maximum rate of 750 g per hectare per application with a 

maximum of two applications per year) whilst for the neonicotinoid substances a 

restriction to use in permanent glasshouses for the full life cycle of the crop was 

imposed. In other cases, there may be concerns identified for some particular uses or 

under certain conditions of use (e.g. when used in certain soil types or at a particular 

stage of crop growth) but not for all uses in all parts of the EU. In these cases, and in 

line with the principle of subsidiarity, it is considered appropriate that Member States 

can assess each product taking into account the agronomic, climatic and environmental 

conditions relevant for their territories. In fact, it may be that a given product can be 

authorised in one Member State but not in another due to the specific agricultural 

practices or environmental conditions (e.g. soil type, rainfall).  

For glyphosate no unacceptable risks were identified for consumers, for operators 

(taking into account easily acceptable personal protective equipment for hand held 

application such as gloves), workers, bystanders or residents nor for groundwater. In 

relation to non-target organisms no risks were identified for at least one representative 

use taking into account use of mitigation measures in the case of non-target terrestrial 

plants. In the case of herbivorous mammals and insectivorous birds a data gap was 

identified to further address the risk for some uses but a critical concern was not 

identified by EFSA because the assessment concluded that for at least one of the 

representative uses the risk was expected to be low. Therefore it was not appropriate to 

set any EU level restrictions in the approval condition, while, however, obliging 

Member States to pay particular attention to assessing these potential risks when 

evaluating applications for authorisation of plant protection products.    

With regards to the question about leaving the responsibility for deciding risk mitigation 

measures to the Member States, it must be recalled that the representative use(s) of an 

active substance assessed at EU level during the procedure for the approval of an active 

substance may be different to the uses for which companies eventually apply in the 

Member States. For example, the representative use of a substance may be on maize but 

the authorisation in a Member State could be for potatoes. And even for the same crop, 

use conditions can be very different as the agricultural practices, climatic, soil and 

meteorological conditions may differ considerably between Member States: e.g. grapes 

can be produced from vertically growing (Germany, France), horizontally growing 

(Portugal, Austria) or creeping (Greece, Canary Islands) vines. The risk mitigation 

measures which will be imposed by the Member State as a result of its assessment are 

thus specific to the uses envisaged at national level. 

In addition, the technical risk mitigation measures available in different regions of 

Europe differ widely depending on the level of technology available to farmers and their 

capacities for investment. For example, in Germany the authorities can impose the use 

of specific nozzles which will significantly reduce spray drift instead of taking recourse 

to non-spray buffer zones. However, this kind of specific nozzles may not be available 

in other Member States, where buffer zones would be adequate risk mitigation 

measures. It is therefore not appropriate to limit mitigation measures in an EU approval 

of an active substance as this would prevent the use of additional methods and 

techniques, including new innovative technology that may be developed after the time of 

an EU assessment. 
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The last part of the question has already been replied to under question 13.  

 

Topic: Article 21 – early review 

On calls for re-evaluation: 

33. It usually takes a long time before the adverse effects of a pesticide are fully 

established, after it had initially been found reasonably safe (e.g. neonicotinoids). 

What criteria are used by the Commission when asking EFSA to re-evaluate 

whether an approved active substance still meets the approval criteria (Articles 21, 

69 of Regulation 1107/2009)? Please also provide an explanation of the internal 

procedures followed within the Commission and the objective criteria applied in 

this process. What, if any, external stakeholders are involved in the process?  In 

how many cases have the approval conditions been amended based on Article 21 or 

69 of Regulation 1107/2009?  

The Commission regularly receives information from different stakeholders, including 

applicants and NGOs, that active substances may no longer fulfil the criteria for 

approval set in Regulation (EC) No 1107/2009. Whenever the Commission receives 

substantial information it requests EFSA to verify the merits from a scientific point of 

view. In addition, that information is shared with experts from Member States and 

referred to the Standing Committee on Plants, Animals, Food and Feed for further 

discussion. 

In a number of cases the Commission has used the provisions of Article 21 to restrict 

existing approvals as information became available indicating that the substance may no 

longer fulfil the approval criteria of the Regulation for some or all uses. This was 

recently the case for clothianidin, imidacloprid, thiamethoxam, fipronil, diflubenzuron 

and chlorpyriphos. In all the aforementioned cases the process was either triggered by 

new elements identified by EFSA or on the initiative of the Commission based on 

information received from stakeholders.  

 

Topic: REFIT + GFL proposal 

19. The Commission is close to completing its evaluation and fitness check on 

Regulation (EC) No 1107/2009 and Regulation (EC) No 396/2005, to ensure that 

both pieces of legislation remain fit for purpose. This assessment includes a three-

month open public consultation which closed in February 2018. Can the 

Commission now inform the PEST committee about its preliminary findings? In 

particular, can the Commission confirm whether any new measures, both 

legislative and non-legislative, will be considered and if so, when can we expect 

these proposals to be published?  

As explained in the answers submitted to the Commission prior to the 12 April meeting 

of the PEST Committee, the public consultation opened on 13 November 2017 and 

closed on 12 February 2018. 9879 responses were submitted, including 32 duplicates 

that were removed, resulting in 9847 responses that will be subject to analysis. A factual 

summary report is available online on the Commission's website
18

 . 

                                                 
18

 https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_refit_eval_factual-sum-report-opc.pdf  
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The public consultation is one part of the data collection for an external study 

commissioned by DG Health and Food Safety in order to collect evidence for supporting 

the REFIT evaluation of the EU legislation on plant protection products and pesticide 

residues. The external study is expected to be finalised in the summer of 2018. The 

Commission services will take into consideration the outcome of the study and all the 

positions expressed during the consultations but also the report from the PEST 

Committee, the report from the European Parliament Research Service prepared for the 

ENVI Committee and the Parliament's own-initiative report that it being prepared, as 

well as the findings of the Commission's audits in the Member States and the opinion of 

Scientific Advice Mechanism (SAM), and then draft a Staff Working Document 

summarising the findings of the evaluation which is expected to be finalised in the first 

half of 2019. 

It is premature to identify specific measures before the finalisation of the evaluation 

which will provide a solid evidence-base for an appropriate course of action, other than 

the specific amendments to the General Food Law
19

, in relation to the transparency and 

sustainability of the EU risk assessment in the food chain, that the Commission 

proposed on 11 April 2018 

 

24. Can the Commission explain how the conclusions drawn in the roadmap and open 

consultation have been considered in the preparation of the General Food Law 

proposal? These include, but are not limited to, provisions granting earlier access 

to industry studies in the risk assessment process, new guidance on what 

information from industry studies can be claimed as confidential, the introduction 

of a verification process on the quality of industry studies as regards compliance 

with relevant standards, and further involvement of Member State authorities in 

EFSA’s activities.  

The following key messages arising from the different consultations were taken into 

account when preparing the Commission's proposal: 

 The earlier the access to industry studies in the risk assessment process, the 

greater its impact on transparency. 

 Safeguarding confidentiality and intellectual property rights is fundamental in 

order to avoid hampering innovation and competitiveness. 

 Details on what information from industry studies can be claimed as confidential 

need to be clear, and the related claims must be thoroughly assessed. 

 Need for proportionate verification processes on the quality of industry studies as 

regards compliance with relevant standards. 

 Potential value of EFSA's pre-submission advice to industry applicants while 

fully respecting the independence of scientific processes. 

 Capacity for more public resources to finance studies on food safety. 

 Need to tackle potential negative impacts of consultations on studies submitted 

on the length of the assessment processes. Need to ensure the protection of 

confidential data and personal data.  

 Risk communication on food safety can be further strengthened by improving 

coordination and involving relevant stakeholders.   

                                                 
19

 https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1523604766591&uri=COM:2018:179:FIN  
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 Further involvement of Member States authorities in EFSA's activities must 

continue to ensure the separation between risk assessment and risk management. 

 Scientific independence and excellence of experts are cornerstones of the EU 

risk assessment system. 

 Adequate incentives are needed in order to ensure that EFSA obtains the 

expertise it needs from Member States.  

The results of all consultation activities are summarised in the synopsis report and the 

explanatory memorandum to the proposal.
20

 

 

Topic: Low risk substances 

9. In light of (1) the nearly unanimously adopted European Parliament Resolution 

2016/2903 of 15 February 2017 calling for fast-track market access for low-risk 

biological active substances and products, (2) the AGRIFISH Council Conclusions 

on Integrated Pest Management of June 2016 and (3) the Scientific Advice 

Mechanism High Level Group recommendations of April 2018, how does the 

European Commission plan to address the unintentional implications of 

Ombudsman O’Reilly’s February 2016 call for preventing the presence of data 

gaps and a need for confirmatory data when applied to low-risk biological 

pesticides, when these data gaps are in fact created by the inappropriateness of the 

data requirements and regulatory process? 

Indeed, these gaps occur largely because the data requirements and regulatory 

process are designed for chemical plant protection products (PPPs) assessment and 

management and are ill-fitting for low-risk biological PPPs. The shortcomings of 

the PPPs legislation and data requirements have been confirmed for micro-

organisms as a criticism by stakeholders and competent authorities at EU and MS 

level in the “Draft Study supporting the REFIT Evaluation on plant protection 

products and pesticides regulation” report prepared for DG SANTE in the review 

of Regulations (EC) No 1107/2009 and 396/2005. How does the European 

Commission plan to insulate these low-risk biological PPPs from escalating 

requirements for chemical PPPs and bring them to the market more quickly as 

called for by all the above parties, and thus how does it plan to support the 

innovative SMEs developing biological low-risk pesticides?  

Data gaps found in the assessment of potentially low risk biological pesticides are not 

necessarily created by inappropriateness of data requirements and the regulatory 

process. There are already specific data requirements for micro-organisms adopted at 

EU level that include requirements for highly-topical and important issues such as 

pathogenicity, infectivity, toxins production and antimicrobial resistance,  however, 

these are not always fully addressed in the dossiers submitted.  Nevertheless, the 

Commission recognises the need to review the data requirements for such active 

substances to adapt them to scientific progress. The Commission has initiated 

discussions at expert level with Member States, EFSA and stakeholders on the future 

review of data requirements for micro-organisms, in particular considering the progress 

in genetic methodologies testing.  

                                                 
20

 https://ec.europa.eu/food/sites/food/files/gfl_transparency_comm_proposal_synopsis_20180410_en.pdf 
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Furthermore, the Scientific Advice Mechanism High Level Group recommendations 

include a consideration on biological control agents "which should not automatically be 

classed as "low-risk" and call to secure and strengthen the scientific knowledge and 

capacity in risk assessment to keep pace with the increasing shift to biological control.  

The Commission has been and is continuously working, also at OECD level, to 

elaborate comprehensive guidance for the specific assessment of biological active 

substances to achieve both, a simplification of the process and a high level of protection 

(e.g. Guidance on Botanical active substances used in plant protection products
21

, on 

Semiochemical active substances and plant protection products
22

).  

In addition, in order to accelerate procedures to bring low-risk products on the market, 

the Commission has worked with Member States to identify short and long term actions 

to be put in place to achieve such target. A plan including 40 actions
23

 was endorsed by 

the AGRI-FISH Council of June 2016. Among the actions which were identified to 

facilitate the entry into the market of such products: the allocation of focused resources, 

provision of advice in dossier preparation, pre-submission meetings and reduction of 

fees, but also the submission of high quality and complete dossiers by applicants. In 

January 2018 the Commission Services finalised a progress report
24

 which recognises 

that certain improvements have been made but that not all actions included in that 

focused plan have been fully addressed.  All actions identified for the Commission are 

either in progress, close to finalisation or finalised. In particular, updated criteria to 

identify low-risk active substances have been adopted in August 2017
25

, a Commission 

Communication concerning a list of potentially low-risk active substances is currently 

under translation and will be adopted soon, the guidance on zonal evaluation
26

 has been 

amended to include a harmonised procedure for low-risk plant protection products in 

view of future increased workload resulting from higher number of low-risk active 

substances approved, and work is ongoing for guidance documents on the 

implementation of the new low risk criteria and on secondary metabolites. An expert 

working group on basic substances has been reconvened and a new revision of the 

working document regarding procedure for application is under development. The 

ongoing REFIT evaluation of the pesticides legislation will also examine the functioning 

of the provisions on low-risk substances, and whether they are meeting their objectives.  

To support innovative SMEs to develop biological low-risk products, the Commission 

has identified relevant areas of research already under the FP7 and Horizon 2020 

programmes and several projects have already or could be financially supported, the 

most recent ones being: BIOCOMES (9 million Euros), "Integrated health approaches 

and alternatives to pesticide use" (15 million Euros), "Stepping up Integrated pest 

management" (5 millions).  The SME instrument and fast track innovation under the 

European Innovation Council Pilot of Horizon 2020 to support measures for bottom-up 

innovations can also be used.   

Furthermore, under the European Innovation Partnership (EIP) support with funding 

opportunities is ensured to the implementation of policy measures at national and 

                                                 
21

  http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2017)6&doclanguage=en  
22

  https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_app-proc_guide_doss_semiochemicals-

201605.pdf 
23

 http://data.consilium.europa.eu/doc/document/ST-10041-2016-ADD-1/en/pdf 
24

 https://ec.europa.eu/food/sites/food/files/safety/docs/adv-grp_plenary_20180427_pres_09a.pdf  
25

  Commission Regulation (EU) 2017/1432 concerning the placing of plant protection products on the market 

as regards the criteria for the approval of low-risk active substances. OJ L 205, 8.8.2017, p. 59 
26

 https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_app-proc_guide_mut-rec_en.pdf 
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regional level to strengthen interactive innovative formats such as thematic networks 

and close the research and innovation divide. Through the Enterprise Europe Network 

and Intellectual property rights helpdesk, small companies can also get advice for 

business opportunities.  

 

 

Topic: other miscellaneous matters: 

23. Can the Commission explain the difference between ECHA’s process for the 

classification of active substances and the EFSA risk assessment for plant 

protection active substances?  

As explained by ECHA and EFSA in theirs responses to the questions in the context of 

the meeting of the PEST Committee on 7 June 2018, both agencies work within the 

remit of the mandates given to them by their establishing Regulations, namely 

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 

December 2006 concerning the registration, Evaluation, Authorisation and Restriction of 

Chemicals (REACH) and establishing a European Chemicals Agency, and Regulation 

(EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 

laying down the general principles and requirements of food law, establishing the 

European Food Safety Authority and laying down procedures in matters of food safety.   

ECHA and in particular its Risk Assessment Committee (RAC) is in charge of the 

process of harmonised classification and labelling (CLH) of substances. Regulation (EC) 

No 1272/2008 (the CLP Regulation) regulates the way in which substances are 

classified and labelled in the EU, i.e. based on their intrinsic hazardous properties, e.g. 

toxic substances, flammable substances, carcinogenic substances, etc.  

EFSA on the other hand is responsible for the risk assessment of pesticide active 

substances. The risk assessment needs to take into account the hazardous properties of 

the substance as well as exposure to the substances. Hence hazard identification is also 

relevant for EFSA's work and the hazard identification is conducted according to the 

criteria in the CLP Regulation.  

 

39. The aforementioned report for the European Parliament’s Research Service 

(EPRS) states that “it is generally recognised that the number of active substances 

that are available is substantially decreasing” (Bozzini, 2018, p. II-27). However, a 

draft study supporting the REFIT evaluation of the EU PPP legislation, which was 

leaked to Politico, states that “the total number of available active substances did 

not significantly change since the entry into force of Regulation 1107/2009”. 

Information provided to the PEST Committee by ECPA appears to support this 

analysis. ECPA said that, further to applications submitted since June 2011, the 

EU approved 12 new active substances whereas 2 were not approved; it also 

renewed the approvals of 32 active substances whereas 8 approvals were not 

renewed. Could you give an overview of the number of active substances available 

in the EU each year since Regulation 1107/2009 came into force in June 2011? In 

addition, could you give an overview of how many decisions were taken to approve 

/ renew EU approvals as opposed to not approve / not renew EU approvals of active 

substances?  
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The number of active substances approved for each year since 2011 are reported in the 

table below: 

 

Approved substances 

Year Actives Basics TOTAL 

2011 427   427 

2012 432   432 

2013 443   443 

2014 464 3 467 

2015 474 9 483 

2016 478 12 490 

2017 476 18 494 

2018 474 19 493 

 

It is correct that the overall number of active (and basic) substances approved has 

remained relatively stable since 2015. From 2011 to 2015, the overall number increased, 

primarily due to the approval of a considerable number of new active substances for 

which applications had still been submitted under the earlier Directive 91/414/EEC, as 

already mentioned in the response to question 1 that the PEST Committee sent prior to 

its meeting on 12 April 2018.  

 

The table below presents a detailed overview of the number of Decisions taken by the 

Commission to approve / renew the approval or not to approve / not renew the approval 

of active substances or basic substances.  

 

One single decision may relate to more than one active substance (e.g. the active 

substance 'copper compounds' comprises 5 distinct chemical substances).  

 

The 14 non-approval Decisions include decisions not to renew an approval after an 

evaluation but also some substances for which no application for renewal of approval 

was submitted as, in such cases, the Commission initially adopted decisions to withdraw 

the approval of the substances.  In recent years however, the practice changed: no non-

renewal decisions were adopted and the approval of the substance expired at the date set 

in the earlier approval decision.  
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40. In relation to a question on Diquat, DG SANTE told the PEST Committee 

earlier that it needed to follow procedures to be able to stand up its decisions in 

Court. DG SANTE emphasised that it often “harvested” legal challenges when it 

restricted or banned the use of active substances. Could you elaborate on the 

Commission’s track record in Court? How often are restrictions, non-approvals or 

non-renewals contested? And how often does the industry win these cases?  
 

The Commission draws attention to the fact that the Court is not only seized against 

Implementing Regulations that do not approve / not renew the approval of active 

substances but also where the approval conditions are restricted following a review or 

following the evaluation of confirmatory data that were required in the earlier approval.  

Furthermore, there are also cases brought by industry against the inclusion of active 

substances in the list of candidates for substitution
27

. Action, by industry, is also brought 

against EFSA decisions, for example regarding the disclosure of information in its 

conclusion.  In accordance with the Court rules the Commission can request to be 

granted leave to intervene on behalf of EFSA
28

. 

The table below provides a detailed overview of the Court cases inquired about in this 

question. As regards the question on the success rate, it is too early to provide a 

response, as most of the cases are still pending and it is not possible to confirm a 

                                                 
27

  Cases T-296/15 and T-310/15: Request by companies to annul the listing of copper compounds and 

metalaxyl as candidates for substitution in Regulation 2015/408. The Court of Justice rejected the appeals 

brought and declared the actions inadmissible. 
28

  T-621/17: Taminco and Arysta vs EFSA: Active substance thiram -  Action for the annulment of the 

decision of the European Food Safety Authority of 18 July 2017, notified to the applicants on 20 July 2017, 

on the assessment of the confidentiality claims made in relation to the application for renewal of the 

approval process  - regarding a classification of thiram in accordance with Regulation 1272/2008 on 

classification and labelling of chemicals 

T-725/15: Chemtura vs EFSA: Active substance diflubenzuron: annul the European Food Safety Authority 

(‘EFSA’) Decision of 10 December 2015 concerning the publication of certain parts of the EFSA 

Conclusion on the Peer Review on the review of the approval of the active substance diflubenzuron 

regarding the metabolite PCA in respect of which the applicant claimed confidentiality 

Decisions taken in the Standing Committee 

  Approvals 

Non-

approvals Renewals 

Non-

renewals Withdrawals 

Basic 

approvals 

Basic non-

approvals 

2011 5 4 7         

2012 11 1           

2013 39 2     2     

2014 12   1   1 3   

2015 11 1 11   2 6 5 

2016 7 1 6 4   3 2 

2017 5 4 15 3 3 6 3 

2018 1 1 8 1   1   

TOTAL 91 14 48 8 8 19 10 
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"trend": the Commission's Decisions stood in the two cases lodged in 2013 concerning 

the restrictions for three neonicotinoids, as well as the inclusion of copper compounds 

and metalaxyl in the list of candidates for substitution lodged in 2015 (the latter being 

inadmissible). One case was withdrawn by industry. The Commission lost the fipronil 

case, brought in 2013, recently (17 May 2018) – for the part pertaining to the review of 

the approval conditions for fipronil.  

Procedural rights (including the right to be heard, the right of defence, the right 

regarding the protection of legitimate expectations) are core arguments used by the 

industry when challenging Commission regulations (see the neonicotinoid cases) and 

warrant that the Commission ensures full procedural compliance,  to lower the risk of 

losing in Court or to be exposed to financial damages claims. 

Stakeholders other than from the industry have also lodged Court proceedings against 

Commission Decisions approving or renewing the approval of active substances: 2 cases 

were brought in 2018 against the Commission Implementing Regulation renewing the 

approval of glyphosate (Brussels Capital Region and an Italian NGO). The approval of 

sulfoxaflor was challenged in 2015 (PAN) but the action was declared inadmissible by 

the Court.  

NGOs also bring cases against confidentiality decisions of EFSA and the Commission 

under the Access to Document rules as well as cases against the refusal to carry out an 

internal review under the Aarhus Convention. 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

2018 T-393/18 Mellifera e.V. 

vs. 

Commission 

Internal Review 

Aarhus 

Regulation: 

Glyphosate 

Annul Commission decision to not carry 

out an internal review of Commission 

Implementing Regulation (EU) No 

2017/2324 on the renewal of approval of 

the active substance glyphosate 

Pending 

2018 C-115/18 

(suspended until 

a judgment is 

rendered in case 

C-616/17 which 

concerns nearly 

identical issues) 

n/a 

 

Reference for 

preliminary 

ruling 

n/a (indirect: 

Glyphosate – 

national criminal 

proceedings 

against 

individuals 

destroying 

glyphosate 

containing 

products in 

stores) 

Validity of Regulation (EC) No 

1107/2009 in the light of the 

precautionary principle 

Pending 

2018 T-25/18 Pesticide 

Action 

Network 

Europe (PAN 

Europe) 

vs 

Commission 

n/a Annul Commission decision C(2017) 

7604 final of 9 November 2017, partially 

refusing to grant the applicant access to 

documents relating to the drafting of 

Delegated Regulations on scientific 

criteria for the assessment of endocrine 

disrupting substances 

Pending 

2018 T-178/18 Région de 

Bruxelles-

Capitale v 

Commission 

Glyphosate Annul Commission Implementing 

Regulation (EU) 2017/2324 renewing the 

approval of the active substance 

glyphosate 

Pending 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

2018 T-125/18 Associazione 

- GranoSalus 

vs 

Commission 

Glyphosate Annul Commission Implementing 

Regulation (EU) 2017/2324 renewing the 

approval of the active substance 

glyphosate 

Pending 

2018 Case T-67/18 PROBELTE 

S.A.  vs 

Commission 

8-

hydroxyquinoline 

Annul Commission Implementing 

Regulation 2017/2065 confirming the 

conditions of approval of the active 

substance 8-hydroxyquinoline, as set out 

in Implementing Regulation 540/2011 

and modifying Implementing Regulation  

2015/408 as regards the inclusion of the 

active substance 8-hydroxyquinoline in 

the list of candidates for substitution 

 

(The applicant had applied for an 

amendment of the approval  - to lift the 

restrictions to greenhouse applications) 

 

Pending 

2017 C-616/17 n/a: 

Reference for 

preliminary 

ruling 

n/a (indirect: 

Glyphosate – 

national criminal 

proceedings 

against 

individuals 

destroying 

glyphosate 

containing 

products in  

stores) 

Validity of Regulation (EC) No 

1107/2009 in the light of the 

precautionary principle 

Pending 

2017 T-719/17 DuPont & 

FMC vs 

flupyrsulfuron-

methyl 

Annul Commission Implementing 

Regulation  2017/1496 of concerning the 

The main application is 

still pending. 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

Commission non-renewal of approval of the active 

substance DPX KE 459 (flupyrsulfuron-

methyl) 

 

The application for 

interim measures was 

rejected by Order of 

President of the General 

Court on 22 June 2018. 

2017 T-476/17 Arysta vs 

Commission 

diflubenzuron  Annul Commission Implementing 

Regulation 2017/855 as regards the 

conditions of approval of the active 

substance diflubenzuron  (restriction to  

greenhouse uses) – based on the 

assessment of confirmatory information 

required in the earlier approval 

The main application is 

still pending.  

The application for 

interim measures was 

rejected by Order of 

President of the General 

Court on 22 June 2018. 

2017 T-12/17 Mellifera e.V. 

vs 

Commission 

Internal review 

(Aarhus 

Convention)  - 

glyphosate 

Annul Commission Decision Ares (2016) 

6306335 of 8 November 2016 

order the Commission to adopt a new 

decision on the merits of the applicant’s 

request for internal review of 

Implementing Regulation (EU) 

2016/1056 on the extension of 

authorisation for glyphosate 

Pending 

2016 T-476/16  Adama vs 

Commission 

isoproturon Annul Commission Implementing 

Regulation 2016/872 concerning the non-

renewal of approval of the active 

substance isoproturon 

No decision - Action 

withdrawn by the 

applicant 

2015 T-746/15 BIOFA vs 

Commission 

sodium hydrogen 

carbonate 

Annul Commission Implementing 

Regulation (EU) 2015/2069 approving 

the basic substance sodium hydrogen 

carbonate 

 

Note: the annulment was not about 

Article 4 approval criteria but regarding 

Action dismissed as 

inadmissible (Order of 

the General Court of 9 

November 2016) 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

the use of data for approving sodium 

hydrogen carbonate as a basic substance  

2015 T-600/15 Pesticide 

Action 

Network 

Europe (PAN 

Europe) and 

Others 

 

vs 

 

Commission 

sulfoxaflor  

Action for annulment of Implementing 

Regulation No 2015/1295, approving the 

active substance sulfoxaflor 

Action was dismissed as 

inadmissible – Order of 

the General Court of 28 

September 2016 

2015  

T-310/15 

 

Appeal C-384/16 

P 

European 

Union Copper 

Task Force vs 

Commission 

copper 

compounds 

Partial annulment of Commission 

Implementing Regulation (EU) 2015/408 

establishing a list of candidates for 

substitution – for copper compounds 

The Appeal brought by 

the Taskforce was 

dismissed. 

(Judgment of the Court 

of 13 March 2018) 

 

The application was 

judged inadmissible 

(Article 263 (4) TFEU)  

 

2015 T-296/15 and 

appeal 

C-244/16 P 

Industrias 

Químicas del 

Vallés vs 

Commission 

metalaxyl  Partial annulment of Commission 

Implementing Regulation (EU) 2015/408 

establishing a list of candidates for 

substitution – for metalaxyl 

The Appeal brought by 

the company was 

dismissed. 

(Judgment of the Court 

of 13 March 2018)  

The application was 

judged inadmissible 

(Article 263 (4) TFEU)  

2014 C-442/14 n/a: reference Several plant National Court case (NL) – Bayer Judgment of the Court 23 
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37 

 

YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

 for 

preliminary 

ruling 

protection and 

biocidal products 

CropScience SA-NV Stichting De 

Bijenstichtig vs College voor de toelating 

van gewasbeschermingsmiddelen en 

biociden:  

Interpretation of Directive 2003/4/EC of 

the European Parliament and of the 

Council of 28 January 2003 on public 

access to environmental information – 

concept of emissions into the 

environment; overriding public interest: 

Underlying national case - request  to  the 

Netherlands authority  responsible  for  

authorising  the  marketing  of  plant  

protection  products  and biocidal  

products  (the  College  voor  de  

toelating  van  

gewasbeschermingsmiddelen  en  

biociden, CTB) for disclosure of 84 

documents concerning marketing 

authorisations issued by that authority for  

certain  plant  protection  products  and  

biocides. 

 

November 2016 

 

Wide interpretation of 

the expression 

"information on 

emissions into the 

environment" by the 

Court 

2013 T-671/13 

 

 

Pesticide 

Action 

Network 

Europe (PAN 

Europe) (and 

Syndicat 

agricole 

Confédération 

clothianidin, 

thiamethoxam 

and imidacloprid 

Annul the Commission decision of 9 

October 2013 in which the Commission 

declared inadmissible the request for 

internal review of Implementing 

Regulation (EU) No 485/2013 of 24 May 

2013 amending Implementing Regulation 

(EU) No 540/2011, as regards the 

conditions of approval of the active 

Action withdrawn in 

2015 by the applicant 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

paysanne vs 

Commission 

substances clothianidin, thiamethoxam 

and imidacloprid 

2013 T-578/13 Luxembourg 

Pamol 

(Cyprus) and 

Luxembourg 

Industries vs 

Commission 

Potassium 

Phosphonates 

 

(case still 

governed by 

Directive 

91/414/EC) 

Annulment of EFSA Decision of 8 

October 2013 concerning the publication 

of certain parts of the Peer Review 

Report and Final Addendum on 

Potassium Phosphonates in respect of 

which the Applicants claimed 

confidentiality pursuant to Council 

Directive 91/414/EEC1 and Commission 

Regulation (EU) No 188/2011 

Judgment of the General 

Court of 3 June 2015: 

Action dismissed as 

inadmissible 

2013 T-584/13 BASF AGRO 

vs 

Commission 

fipronil Annul Commission Implementing 

Regulation 781/2013 amending the 

conditions of approval for  fipronil and 

the sale and use of treated seeds 

Judgment of the General 

Court of 17 May 2018: 

 

 Commission 

decision partially 

annulled 

(amendment of 

conditions of 

approval of the 

active substance) 

 

 Action on sale 

and use of treated 

seeds dismissed 

(inadmissible) 

2013 Joined casesT-

429/13 and T-

451/13 

Bayer 

CropScience 

and Syngenta 

Crop 

neonicotinoids Annul Commission Implementing 

Regulation 485/2013 amending the 

conditions of approval for imidacloprid, 

chlothianidin and thiametoxam 

Judgment of the General 

Court of 17 May 2018: 

 

The action was 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

protection vs 

Commission 

(neonicotinoids) and the sale and use of 

treated seeds 

dismissed. 

2011 T-545/11 

 

Appeal 

C-673/13 P 

 

T-545/11 RENV 

 

 

Stichting 

Greenpeace 

Nederland 

and PAN 

Europe vs 

Commission 

Access to 

documents  - 

glyphosate 

Declare that the Commission's decision 

of 10 August 2011 is in violation of the 

Aarhus Convention on Access to 

Information, Public Participation in 

Decision-making and Access to Justice in 

Environmental Matters, Regulation (EC) 

No 1049/20012 and Regulation (EC) No 

1367/2006 

 

(see also C-442/14 on substance) 

Judgment of 23 

November 2016 on the 

Commission's appeal: 

 

Judgment of the General 

Court of 8 June 2013 was 

set aside and case 

referred back to the 

General Court where the 

case is still pending 

(hearing took place in 

March 2018).  

 

The criteria developed in 

the appeal judgment have 

now to be applied to the 

specific situation 

underlying the case. 

 

2011 T-362/11 

 

Stichting 

Greenpeace 

Nederland,  

 

Pesticide 

Action 

Network 

Europe (PAN 

Europe) vs 

Commission 

Glyphosate (still 

under Directive 

91/414 regime) 

Action for annulment of the 

Commission’s decision of 6 May 2011, 

refusing to grant the applicants full 

access to certain documents concerning 

the first authorisation to place the active 

substance glyphosate on the market under 

Council Directive 91/414/EEC of 15 July 

1991 concerning the placing of plant 

protection products on the market 

Case withdrawn in 2012 

by the applicant 
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YEAR REFERENCE Parties Active Substance SUBJECT Pending/outcome 

2011 T-232/11 

 

Stichting 

Greenpeace 

Nederland,  

 

Pesticide 

Action 

Network 

Europe (PAN 

Europe) vs 

Commission 

glyphosate Internal review and access to documents Case withdrawn in 2015 

by the applicant. 
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41. Are the interpretations, assessments and Klimisch ratings of the published studies 

on genotoxicity, described in the chapter "B.6.4.8 Published data (released since 

2000)", meant to be the interpretations, assessments and Klimisch ratings of the 

RMS? order to require a better separation of applicant vs RMS opinions?  

The Commission assumes that the questions is referring to the Renewal Assessment 

Report for glyphosate and answers the question on that basis. It is the understanding of 

the Commission that the Klimisch evaluations for each study come from the rapporteur 

Member States, following the guidance of EFSA with regards to evaluating data. The 

general introduction to Section B.6.4.8 i.e. B.6.4.8.1 and 6.4.8.2 describes the review of 

published data since 2000 and the way in which data has been systematically considered 

in the section and incorporated into the review. The section must be considered in its 

entirety to understand how the review of the articles at the end of the section fit into the 

overall assessment. The final paragraph of section '6.4.8.11- Genotoxicity weight of 

evidence' states "Scientific publications contrary to these regulatory reviews should be 

evaluated using a weight of evidence approach with consideration for reliability of the 

assay used and data quality presented" and the relevant studies are then detailed with 

abstracts (clearly indicated as coming directly from the articles) and the Klimisch 

evaluation which in this context is clearly coming from the rapporteur Member State and 

flows from the weight of evidence assessment. 

 

 

42. The description and evaluation of the published studies on the genotoxicity of 

glyphosate, described in Volume 3, Annex B, Chapter B.6.4.8 "Published data 

(released since 2000)" of the Renewal Assessment Report (RAR) for glyphosate, is 

remarkably similar to the literature review presented by the GTF in its application 

dossier under Section IIA 5.10.4 "Literature Review of Genotoxicity Publications". 

In fact, the description and evaluation of the studies appears to be identical 

between the RAR and the application dossier. There appears to be no difference 

between the opinions of the RMS and the applicants. DG SANTE has issued a 

“Template to be used for Assessment Reports”. This document includes “general 

guidance on the content of Volume 3 - Annex B” saying that: “For each individual 

study, comments and conclusions of the RMS should be clearly identified and 

separated from the conclusions of the study author or applicant. It should be 

clearly indicated whether the RMS’s conclusion deviates from the conclusion of the 

applicant or the study author.” Would DG SANTE argue that the presentation of 

the published studies in Chapter B.6.4.8 of the RAR for glyphosate is in line with 

its “Template to be used for Assessment Reports”? Does DG SANTE consider to 

adapt its Template in order to require a better separation of applicant vs RMS 

opinions?  

The Template for Assessment Reports is designed to ensure consistency in how 

evaluations are presented but Member States are not obliged to follow the templates. 

The guidance as quoted in the question should be followed as a default, but if there are 

specific reasons for Member States to use a different approach and this is explained 

clearly then such an approach can also be used.  

Moreover, according to the Commission template and guidance, a distinction is made 

between the assessment of the studies and articles identified in the literature search. 
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42 

 

Studies and articles considered irrelevant or unreliable do not require study-by-study 

consideration whereas those considered relevant and reliable should be integrated in the 

Assessment Report and assessed in the standard way:  i.e., for each study, the applicant's 

and rapporteur Member States' views are described and then results are integrated into 

the risk assessment.     

For glyphosate, the rapporteur Member State carried out an overall assessment of the 

data and used a weight of evidence approach taking into account information on each 

endpoint for genotoxicity (gene mutation, chromosome effects, DNA damage and other 

endpoints) and also looked at studies on human and environmental effects as well as 

other elements related to genotoxicity, including for the major metabolite AMPA and for 

POE tallowamine (one of the coformulants used in formulations). Certain studies that 

were considered relevant were individually reported in the weight of evidence section 

(B.6.4.8.11) with the Klimisch scores being given by the RMS (See also the reply to 

question 41). Therefore, the Commission considers that the assessment is in line with the 

template.  

Nevertheless, the Commission considers it important that assessments are transparent 

and will therefore consider whether the existing guidance and template should be 

updated, in particular to differentiate clearly what comes from an applicant and what 

comes from the rapporteur Member State. 
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PEST COMMITTEE MEETING OF 19 JUNE 2018

PUBLIC HEARING

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
COMMISSION APPROVAL OF ACTIVE SUBSTANCES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 19 June, an exchange of views will take
place to give Members an insight into the approval of active substances by the European
Commission.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

Questions to all experts:

1. In recent political and public debates, the presence of "data gaps" identified by EFSA
have caused discussions about the validity of Commission approvals. However, data
gaps do not necessarily mean that authorisation procedures cannot be positively
concluded. Do you have recommendations on how to deal with data gaps in political and
public communication so that they do not undermine the trust in the approval system?

The European Ombudsman dealt with the issue of data gaps in the context of her
inquiry in case 12/2013/MDC. More specifically, the Ombudsman looked into
situations in which the Commission approves an active substance via the
confirmatory data procedure.

The Ombudsman appreciates that from a scientific viewpoint it may be possible to
distinguish between data gaps which are material for the assessment of the safety of
a chemical substance and data gaps which are not material.

In the context of her inquiry, the Ombudsman expressed the view that the
Commission should approve active substances and request confirmatory data only
exceptionally and where there is no risk that its approval could be flawed.

In this respect, it is noteworthy that, based on a follow-up report submitted by the
Commission in February 2018, the confirmatory data examined by the Commission
in respect of the ten active substances examined in the context of the Ombudsman’s
inquiry led to the conclusion that further restrictive measures were necessary to
guarantee the safe use of two out of ten substances under review.

2. The SAM's High Level Group has been mandated to assess options for arbitration in
case of diverging assessments by different competent authorities. In this regard, the
biocidal products regulation has been mentioned as a possible positive example. Could
you explain how arbitration is handled under the biocidal products regulation and how
this is currently done for plant protection products? Are there other best practices that
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would be applicable to the PPP authorisation? In your opinion, would it make sense to
extend arbitration also to scientific bodies other than competent authorities, particularly
with a view to increase public trust in the soundness of the authorisation system?

3. In the debate on the bee safety of neonicotinoids there has been an argument about the
validity of the so-called "bee guidance document". Several stakeholders claimed that
due to flaws in that guidance document the risk assessment was not reliable. However,
the risk manager as well as politicians have to base their decisions on the scientific
assessment of competent authorities as they are usually not qualified to judge the
scientific quality themselves. Do you have recommendations on how to deal with
disputed guidance documents in the future? Would some kind of an arbitration system
be a possible solution here as well?

4. Regulation 1107/2009 specifies different maximum approval periods (first approval,
renewal of approval, candidates for substitution, low-risk substances etc.) rather than
clearly defining approval periods. This gives room for manoeuver to the risk manager.
On the other hand the political decision on the approval period can also lead to
confusion about the safety of a substance and undermine trust in the scientific
assessment, if the risk manager decides for a shorter period than allowed according to
the risk assessment classification. Would you say that the current system of maximum
approval periods is fit for purpose, would you recommend any changes, particularly
with a view to public perception?

Questions to the European Commission:

5. There are many concerns about glyphosate next to carcinogenicity, for example,
concerns about the loss of farmland biodiversity, water contamination, soil health,
dependence of farmers on few big corporations, superweeds etc. In your view, does the
current legal framework for pesticides in the EU allow for the consideration of these
broader societal issues in the authorization process?

Should the legislation be improved so that these broader concerns can be taken into
account (see Prof. Dr. Hensel’s statement in the session of 15 May that glyphosate is a
proxy for bigger societal issues). Is the current framework focusing too narrow on safety
issues (and right now even only on carcinogenicity), therefore placing too much
responsibility on a scientific agency (EFSA)?

6. The Commission as risk manager is, according to current EU law including case law of
the CJEU (e.g. Case T-177/13 Test BioTech), not obliged to follow the EFSA opinion.
As a politically accountable institution the Commission has discretion to consider
minority opinions, but also consider other legitimate factors. Has the Commission done
that in the process of authorizing glyphosate, and if so, which factors were considered
and how?

7. Why does the Commission insist that it is obliged to follow EFSA’s lead in the
authorization procedure?

8. Is the Commission the right institution to consider other legitimate factors, and as such
to take into account broader societal issues regarding pesticides as mentioned above?

Page 327 of 754



9. In light of (1) the nearly unanimously adopted European Parliament Resolution
2016/2903 of 15 February 2017 calling for fast-track market access for low-risk
biological active substances and products, (2) the AGRIFISH Council Conclusions on
Integrated Pest Management of June 2016 and (3) the Scientific Advice Mechanism
High Level Group recommendations of April 2018, how does the European Commission
plan to address the unintentional implications of Ombudsman O’Reilly’s February 2016
call for preventing the presence of data gaps and a need for confirmatory data when
applied to low-risk biological pesticides, when these data gaps are in fact created by the
inappropriateness of the data requirements and regulatory process?

Indeed, these gaps occur largely because the data requirements and regulatory process
are designed for chemical plant protection products (PPPs) assessment and management
and are ill-fitting for low-risk biological PPPs. The shortcomings of the PPPs legislation
and data requirements have been confirmed for micro-organisms as a criticism by
stakeholders and competent authorities at EU and MS level in the “Draft Study
supporting the REFIT Evaluation on plant protection products and pesticides regulation”
report prepared for DG SANTE in the review of Regulations (EC) No 1107/2009 and
396/2005. How does the European Commission plan to insulate these low-risk
biological PPPs from escalating requirements for chemical PPPs and bring them to the
market more quickly as called for by all the above parties, and thus how does it plan to
support the innovative SMEs developing biological low-risk pesticides?

10. Is the Commission politically pressured to take a decision?

11. Why are there delays between the assessment of EFSA and a decision at Commission
level?

12. What is your opinion on the fact that experts in EFSA working groups can work on
projects which may place them in a position of conflict of interest? Public confidence in
EFSA is undermined by many controversial cases, including issues with pesticides’
authorisation procedure.

13. When approving active substances, in many cases the Commission does not verify that
the necessary precaution is taken and the restrictions or instructions, envisaged by the
Commission's approvals of use of active substances, are complied with. Could you
elaborate on this? How can you justify the practice of approving the safe use of an active
substance before getting all of the data necessary to support that decision?

14. Could you explain why there is no significant decrease in the number of substances
approved through the confirmatory information derogation, despite the request of the
Ombudsman?

15. In 2013, the European Ombudsman was faced with the complaint on the derogations to
approve pesticides even when the EFSA has not concluded that they are safe to use and
when important data gaps still exist. These derogations have allowed for bans and
discontinuation of use of numerous pesticides to be avoided, and have gradually become
a standard procedure in DG SANTE. In 2016, the EC agreed on the conclusions by
Ombudsman to change these practices. However, the Commission has not implemented
the changes agreed in 2016 and thus is not able to demonstrate that the confirmatory
data procedure is being used restrictively and that oversight of Member States' use of
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pesticides is improved. What are your justifications and explanations for not dealing
with the problem?

16. How does the Commission justify the fact that for almost every pesticide the current 10
years approval period is extended? And how does DG SANTE justify the extension for
“hazard” pesticides (Flumioxazin 2,5 years; Linuron 4 years; propiconazole 4,5 years;
Iprodion 5 years) while the contact of these substances with humans should be excluded
according to Regulation 1107/2009?

17. Can the Commissioner explain how decisions are taken by his services on the evaluation
of active substances and the fact that the Commission sometimes departs from EFSA
opinions on the dangerousness of certain pesticides, in particular for aquatic organisms
(cases of bendivindiflupyr and Oxyfluorfen) or for birds (case of Epoxiconazole)?

18. Could the Commission elaborate the consequences for the independence of the risk
assessment if EFSA would be exclusively responsible for both commissioning required
studies for the authorisation procedure and for carrying out the risk assessment? Could
that lead to a higher direct exposure of EFSA to the applicant as well as to a less
stringent peer-review of the assessment of the application?

19. The Commission is close to completing its evaluation and fitness check on Regulation
(EC) No 1107/2009 and Regulation (EC) No 396/2005, to ensure that both pieces of
legislation remain fit for purpose. This assessment includes a three-month open public
consultation which closed in February 2018. Can the Commission now inform the PEST
committee about its preliminary findings? In particular, can the Commission confirm
whether any new measures, both legislative and non-legislative, will be considered and
if so, when can we expect these proposals to be published?

20. Can the Commission confirm how it and its relevant regulatory agencies have
implemented proposals arising from decisions made by the Ombudsman that apply in
the approval of an active substance under Regulation (EC) 1107/2009, in particular the
decision regarding the Commission's use of the confirmatory data procedure dated 18
February 2016?

21. Does the Commission foresee any changes to the EU’s pesticide authorisation process
that will limit use of the confirmatory data procedure?

22. Notwithstanding EFSA’s scientific risk assessment, what other elements does the
Commission take into account when coming forward with an authorisation or non-
authorisation proposal for an active substance?

23. Can the Commission explain the difference between ECHA’s process for the
classification of active substances and the EFSA risk assessment for plant protection
active substances?

24. Can the Commission explain how the conclusions drawn in the roadmap and open
consultation have been considered in the preparation of the General Food Law proposal?
These include, but are not limited to, provisions granting earlier access to industry
studies in the risk assessment process, new guidance on what information from industry
studies can be claimed as confidential, the introduction of a verification process on the
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quality of industry studies as regards compliance with relevant standards, and further
involvement of Member State authorities in EFSA’s activities.

On technical extensions:

25. The 10 year approval period for an active substance can be extended by technical
extension, taking the total period to over the 15 years limit given in Article 14 (2) of
1107/2009  (e.g. up to 16,5 years for Pymetrozine, Diquat). How many renewal
decisions are preceded by technical extension of approval based on Article 17? How
does the Commission justify these technical extensions? What are the primary reasons
for these Article 17 extensions? What does the Commission do to ensure decisions are
taken on time?

26. According to Regulation 1107/2009, an active substance, safener or synergists shall only
be approved if it is not, or has not to be, classified as CMR 1A or 1B, subject to two
possible narrow derogations. How many substances have not been approved based on
these criteria since the date of application of 1107/2009? How many have been approved
subject to a derogation?

27. Regulation 1107/2009 prohibits the use of active substances that are classified as
carcinogenic, mutagenic or toxic for reproduction (Category 1A or 1B). However, the
herbicides Flumioxazin and Glufosinate, both classified as toxic for reproduction (Cat.
1B), are still approved for use in the EU. How does DG SANTE explain this?

28. How does the Commission justify the extension for substances classified as “hazardous”
(e.g. Flumioxazin 2,5 yrs, Linuron 4 yrs, Propiconazole 4,5 yrs, Iprodion 5 yrs) and how
does it ensure that this extension is subject to “excluding contact with humans”
(negligable exposure) according to Annex II of Regulation 1107/2009?

On confirmatory procedure:

29. Why is the Commission using the “confirmatory information” procedure (article 6) for
approvals, in cases where the legal conditions for this derogation are not applicable
(“where new requirements are established during the evaluation process or as a result of
new scientific and technical knowledge”).

30. Examples of pesticides with carcinogenic metabolites, approved by Commission, are
Thifensulfuron, Mesotrion, Metsulfuron, Iprovalixarb, among others. Can the
Commission confirm use of confirmatory procedure in such cases?

31. Why does the Commission allow carcinogenic substances (in these cases pesticide
metabolites) on the market, awaiting “confirmatory data”, whereas the Regulation bans
these, with only certain narrow exceptions where human exposure can be ensured to be
negligible (the product is used in closed systems or in other conditions excluding contact
with humans and where residues of the active substance, safener or synergist concerned
on food and feed do not exceed the default value set in accordance with point (b) of
Article 18(1) of Regulation (EC) No 396/2005).

On unacceptable risk to environment:

32. From several pesticides, EFSA conclusions found high risks for aquatic organisms
(bendivindiflupyr), high risk for herbivourous mammals (Picolinafen), high risk for
aquatic organisms (L-cyhalothrin), high risk for aquatic organisms (Oxyfluorfen), a high
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risk for birds (Epoxiconazole), a high risk for herbivorous mammals (Flumetralin) etc.
The Commission, however, considered in its “Review report” on the approval, that the
risks are acceptable, without providing any further data or scientific argumentation. Has
there been any decision where a substance has not been approved due to unacceptable
risk to the environment? Under what conditions would the Commission consider a risk
unacceptable? Does the Commission have any consistent criteria, or is the decision
made at its discretion?

On calls for re-evaluation:

33. It usually takes a long time before the adverse effects of a pesticide are fully established,
after it had initially been found reasonably safe (e.g. neonicotinoids). What criteria are
used by the Commission when asking EFSA to re-evaluate whether an approved active
substance still meets the approval criteria (Articles 21, 69 of Regulation 1107/2009)?
Please also provide an explanation of the internal procedures followed within the
Commission and the objective criteria applied in this process. What, if any, external
stakeholders are involved in the process?  In how many cases have the approval
conditions been amended based on Article 21 or 69 of Regulation 1107/2009?

On guidance documents:

34. In accordance with its mandate, EFSA regularly updates its guidance documents. Please
can you explain the process for updating guidance documents used by EFSA, and why
there may be delays or other obstacles in this process? According to the Commission,
what could be done to overcome these delays/obstacles? For example, where in the
process is the updated guidance on soil organisms, and when can it be expected to be
adopted? How about the guidance on bees, which has already been applied in the EFSA
review of the three neonicotinoids? According to the Commission, are there other
examples of updated guidance which are still waiting to be officially adopted? If so,
what are they?

35. Guidance documents used by EFSA in pesticide risk assessments have to be approved
by EU Member State representatives gathered in the SCoPAFF (“note-taking”). A recent
report for the European Parliament’s Research Service (EPRS) states that “this
arrangement – guidelines voted by risk managers – is unique to the pesticides regulatory
regime” (Bozzini, 2018, p. II-33). Is the Commission aware of any other areas in which
EFSA guidance documents need to be approved by EU Member States? Why would the
process be different for pesticides than other food safety related matters?

On response to the Parliament Resolution:

36. In its Resolution of 13 April 2016, the European Parliament stated the following:
“whereas the draft implementing regulation does not, however, contain any legally
binding risk mitigation measures, despite a high long-term risk found for almost all uses
of glyphosate for non-target terrestrial vertebrates, including mammals and birds;”. The
Commission failed to respond to this position in its formal response to the EP
Resolution of 20 July 2016. Could the Commission justify why it did not adopt any
restrictions/legally binding risk mitigation measures as part of the approval decision,
despite the high environmental risks found by EFSA?
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37. In its Resolution of 13 April 2016, the European Parliament stated the following:
“whereas use of the non-selective herbicide glyphosate kills not only unwanted weeds,
but all plants, as well as algae, bacteria and fungi, thereby having an unacceptable
impact on biodiversity and the ecosystem; whereas as such, glyphosate fails to comply
with point (e)(iii) of Article 4(3) of Regulation (EC) No 1107/2009”. The Commission
failed to respond to this position in its formal response to the EP Resolution of 20 July
2016. Could the Commission justify why it considers that glyphosate complies with the
approval criterion in point (e)(iii) of Article 4(3) of Regulation 1107/2009?

On Member State risk management:

38. According to Article 6 of Regulation 1107/2009, the approval of an active substance
may be subject to conditions and restrictions. Such restrictions at the level of the
approval have been adopted inter alia for glufosinate, a total herbicide like glyphosate,
as well as in the context of the approval decisions of three neonicotinoids. However, for
glyphosate, the Commission refused to take such measures at the level of the active
substance, and instead passed risk management decisions on to Member States in the
context of glyphosate-based product authorisations. Why did the Commission decide to
adopt restrictions at the level of the active substances for e.g. glufosinate and three
neonicotinoids, but not for glyphosate? In light of the various high risks found for
glyphosate, does the Commission consider it appropriate to pass on the responsibility for
risk mitigation measures to Member States? Does the Commission control the
implementation of such risk mitigation measures in any way?

On other miscellaneous matters:

39. The aforementioned report for the European Parliament’s Research Service (EPRS)
states that “it is generally recognised that the number of active substances that are
available is substantially decreasing” (Bozzini, 2018, p. II-27). However, a draft study
supporting the REFIT evaluation of the EU PPP legislation, which was leaked to
Politico, states that “the total number of available active substances did not significantly
change since the entry into force of Regulation 1107/2009”. Information provided to the
PEST Committee by ECPA appears to support this analysis. ECPA said that, further to
applications submitted since June 2011, the EU approved 12 new active substances
whereas 2 were not approved; it also renewed the approvals of 32 active substances
whereas 8 approvals were not renewed. Could you give an overview of the number of
active substances available in the EU each year since Regulation 1107/2009 came into
force in June 2011? In addition, could you give an overview of how many decisions
were taken to approve / renew EU approvals as opposed to not approve / not renew EU
approvals of active substances?

40. In relation to a question on Diquat, DG SANTE told the PEST Committee earlier that it
needed to follow procedures to be able to stand up its decisions in Court. DG SANTE
emphasised that it often “harvested” legal challenges when it restricted or banned the
use of active substances. Could you elaborate on the Commission’s track record in
Court? How often are restrictions, non-approvals or non-renewals contested? And how
often does the industry win these cases?

41. Are the interpretations, assessments and Klimisch ratings of the published studies on
genotoxicity, described in the chapter "B.6.4.8 Published data (released since 2000)",
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meant to be the interpretations, assessments and Klimisch ratings of the RMS?order to
require a better separation of applicant vs RMS opinions?

42. The description and evaluation of the published studies on the genotoxicity of
glyphosate, described in Volume 3, Annex B, Chapter B.6.4.8 "Published data (released
since 2000)" of the Renewal Assessment Report (RAR) for glyphosate, is remarkably
similar to the literature review presented by the GTF in its application dossier under
Section IIA 5.10.4 "Literature Review of Genotoxicity Publications". In fact, the
description and evaluation of the studies appears to be identical between the RAR and
the application dossier. There appears to be no difference between the opinions of the
RMS and the applicants. DG SANTE has issued a “Template to be used for Assessment
Reports”. This document includes “general guidance on the content of Volume 3 -
Annex B” saying that: “For each individual study, comments and conclusions of the
RMS should be clearly identified and separated from the conclusions of the study author
or applicant. It should be clearly indicated whether the RMS’s conclusion deviates from
the conclusion of the applicant or the study author.” Would DG SANTE argue that the
presentation of the published studies in Chapter B.6.4.8 of the RAR for glyphosate is in
line with its “Template to be used for Assessment Reports”? Does DG SANTE consider
to adapt its Template in order to require a better separation of applicant vs RMS
opinions?

Questions to the OECD:

43. Could you explain the concept of Good Laboratory Practice (GLP) and the GLP
Guidelines? Particularly, how is GLP certified, who can apply for a GLP certification,
how is the compliance with the principles of GLP audited?

44. How important is compliance with the OECD Principles of Good Laboratory Practice
(GLP) when ensuring that studies are of sufficient scientific quality for consideration
within the approval process?

45. Can you explain how the OECD works together with the Commission to ensure that the
EU’s testing protocols are fully aligned with its test guidelines?

46. Could you explain to what extend the authorisation procedure for PPPs under
Regulation 1107/2009 follows available relevant OECD guidance? Compared to other
international authorisation procedures, how would you evaluate the performance of the
European authorisation system, particularly with a view to scientific soundness of risk
assessments as well as of authorisations granted?

Questions to the Ombudsman:

47. What is your opinion on the fact that the Commission did not implement the changes,
agreed two years ago, to the derogations from the pesticide approval procedures and the
confirmatory data procedure?

The Ombudsman has not assessed the report in detail but recognizes that two out
of the ten substances, subject to her inquiry and approved via the confirmatory
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data procedure, are now subject to Commission amendments to the conditions of
approval. After having received all the relevant data the Commission decided that
taking risk mitigating measures is appropriate.

The Ombudsman is aware that PAN Europe has written to the Commission (DG
SANTE) about its assessment1. She can easily envisage that, if PAN Europe are
dissatisfied with the Commission’s reply, it will make a new complaint to the
Ombudsman. It would not be prudent for the Ombudsman to comment on this
question in detail, since doing so would mean that she is prejudging the case.

48. What is your opinion on the changes in the General Food Law recently proposed by the
EC? Does the proposal address all problems with authorization and placing on the
market of PPPs?

The Ombudsman has not taken any official position on this issue. (The
Ombudsman’s role is to uncover and address maladministration in the
administrative work of the EU institutions and bodies in the context of her
inquiries. She does not assess legislative proposals, in the abstract.)

49. In your investigation following the complaint of Pesticide Action Network Europe, did
you find that Commission uses the procedure of ‘confirmatory information’ according to
Article 6(f) of 1107/2009 restrictively and in exceptional cases? (i.e. only in duly
justified cases strictly corresponding to the conditions specified by the legislation and
where there is no risk that the conclusion on the safety of the active substance could be
flawed). Were the decisions underpinned by the precautionary principle, as the
regulation requires?

This question refers to the Ombudsman’s first set of proposals in case
12/2013/MDC concerning the confirmatory data procedure. In the context of her
inquiry in this case, the Ombudsman examined the Commission’s practice based
on the Commission’s approval of ten active substances only. In fact, each of the ten
substances in question had been approved under an earlier regulatory regime
(Directive 91/414) rather than under Regulation 1107/2009 which did not come
into effect until June 20111.

The Ombudsman did not reach any general conclusions as to whether the
Commission “uses the procedure of ‘confirmatory information’ ... restrictively and
in exceptional cases” or in accordance with the precautionary principle, as
expressed in the question.

However, the Ombudsman found that the Commission approved all ten active
substances in spite of the fact that EFSA had found that there were important data
gaps or even “areas of concern”. Simultaneously, the Commission requested
confirmatory data.

The Ombudsman found the Commission’s approach (and possible practice)
worrying and invited it to use the confirmatory data procedure restrictively and to
always seek to obtain any missing information before approving the substance in
question. The Ombudsman referred to the precautionary principle.

1 https://www.pan-europe.info/press-releases/2018/04/eu-commission-bins-conclusions-ombudsman
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In February 2018, the Commission sent a follow-up report to the Ombudsman, in
which it informs the Ombudsman that it has now completed its assessment of the
confirmatory data in the case of the ten substances. The report has been published
on the Ombudsman’s website, as requested by the Commission.

The Ombudsman has not taken any official position on the report (for the reasons
outlined in the reply to Question 47 above). Nevertheless, the information on the
two substances demonstrates why it is important that the confirmatory data
procedure be used in exceptional cases only - where there is no risk that the risk
assessment could be flawed.

Regarding malathion in particular, the active substance was approved in 2010 and
EFSA identified both data gaps and an area of concern concerning insectivorous
birds. The Commission approved the substance in spite of that and, after obtaining
further data, the Commission has now decided that the substance in fact warrants
risk mitigating measures to protect birds. However, because of the relevant
notification procedure in the WTO, it is not clear how long it is going to take before
these measures can be imposed and applied throughout the EU.

50. Did you find cases where the Commission asked for additional information relevant to
the data requirement of a pesticide active substance, after granting its approvals? Are
pesticide active substances with incomplete dossiers granted approvals? How many?

The Commission approved all ten substances concerned in case 12/2013/MDC and
simultaneously requested confirmatory data. The Ombudsman’s inquiry was
limited to those ten substances.

51. According to you, when the confirmatory information is received, is it assessed by DG
SANTE as thoroughly as any other data in the original dossier?

The Ombudsman has not inquired into this issue as such, since it did not form part
of an Ombudsman inquiry. In the course of her specific inquiry, the Commission
informed the Ombudsman that “the confirmatory information is assessed under the
same high standards as any other data in the original dossier” (see the
Ombudsman’s decision in case 12/2013/MDC, paragraph 34). The complainant
disagreed. It argued that, whereas “for every pesticide involved in the resubmission
procedure, the Commission mandated EFSA to provide an opinion on the scientific
basis of the information, ... for the confirmatory information there was no mandate
for an EFSA opinion and no opinion published ... and therefore no evaluation of the
scientific basis of the confirmatory information submitted by the applicant." The
complainant contended that there was no independent peer review by EFSA and
that, therefore, the Commission does not apply the same level of scrutiny. Overall,
the Ombudsman invited the Commission to consider whether, from now on, all
confirmatory information should systematically be subject to an EFSA peer review
and whether the Guidance document should be amended accordingly2.

2 In its report, the Commission stated as follows: “... the confirmatory information is submitted by the
applicant to the Rapporteur Member State (RMS) responsible for the substance. When the assessment is
concluded by the RMS, a commenting period of six weeks is initiated for other Member States, EFSA and the
applicant.
...
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52. In your opinion, is there a concern that some of the pesticide active ingredients that have
been approved (or their metabolites) may cause adverse effects on human, animals or
the environment as they have not been fully assessed?

In its report of February 2018, the Commission informed the Ombudsman that it
had completed its assessment of the confirmatory information and that two
substances warranted further risk mitigating measures. In the Ombudsman’s
understanding, this implies that these two substances may have had adverse effects
on human or animal health, the groundwater or the environment because they
were approved at a time when there was insufficient information. As regards
malathion, it is clear from the Commission’s report that, as of February 2018, the
restrictive measures had not yet been implemented because of the relevant
notification procedure in the WTO.

53. According to you, how can EFSA address public concerns that it relies too much on data
provided by applicants for authorisations when carrying out the risk assessment of their
substances?

The Ombudsman does not have an official position on this and has not received any
complaints on this matter in the past. However, the Ombudsman does work
together with EFSA and other agencies in order to identify potential general areas
of public concern and reputational damage. The Ombudsman organised an event
in 2017 on “EU agencies - How to manage the risk of reputational damage” which
the executive director of EFSA attended.

54. According to you, what can EFSA do to guarantee the independence of its staff and the
experts on which it relies to carry out its work in the context of risk assessments?

The European Ombudsman has had a constructive relationship with EFSA and
contributed to the improvements of EFSA’s policy on independence both through
complaints and through regular dialogue. Following suggestions and
recommendations by the Ombudsman made in the context of complaint handling,
EFSA made changes to its policy on independence to include rules in case of
seamless transition from EFSA to the public sector (Case 775/2010/ANA), the
meticulous screening of Declarations of Interest (Case 622/2012/ANA) and the
definition of interests of experts that should be considered relevant (Case
316/2013/(ANA)SID). It is through regular and constructive dialogue with EFSA
that the latter decided to revise its definition of “conflict of interest” in the latest
edition of its Policy on Independence to reflect the Ombudsman’s suggestions.

The outcome of the consultation is in the form of a technical report including a reporting table where EFSA
provides its assessment. This process can be considered a fast-track peer review. On the basis of the reporting
table, the Commission may decide to further mandate EFSA to conduct a full or focused peer review and to
provide its conclusions on specific points. In many cases EFSA actually suggests itself whether a full or
focused peer review is needed. In these cases the Commission mandates EFSA to provide a risk assessment
and prepare conclusions. The process is fully transparent and all technical reports and conclusions are
published on the EFSA website.
In conclusion, the Commission confirms that EFSA is always involved in the assessment of the confirmatory
information submitted by the applicant and conducts a peer review when necessary. A decision, whether a full
peer review is warranted or whether a focused peer review is sufficient to address the issue at stake, is taken
by the Commission on a case by case basis following consultation of EFSA and Member States.”
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55. According to you, is EFSA's risk assessment process sufficiently transparent?

The Ombudsman is not able to take a position on this without having inquired into
the matter in detail, but positively notes that EFSA has launched the ‘Open EFSA’
initiative which aims to provide full transparency on all levels of risk assessment.
The Ombudsman supports this initiative.

56. According to you, is EFSA doing enough to engage with the public and relevant
stakeholders?

The Ombudsman is not able to answer this question in detail at this stage do to an
ongoing inquiry. Without prejudice to the conclusion of the ongoing case, the
Ombudsman takes the view that, in general terms, EFSA’s engagement with both
the public and stakeholders is satisfactory.

57. According to you, how could EFSA do more to ensure that the often complex
assessments it carries out can be understood by the public, given the direct relevance for
public health?

The Ombudsman has not conducted any inquiry specific to this topic but is of the
opinion that EFSA could be encouraged to publish simplified, easily
understandable versions of its assessments.

58. Is the Ombudsman satisfied with the conduct and follow up actions taken in connection
with any cases, either outstanding or resolved, involving the Commission and the
relevant regulatory agencies as regards EU pesticides approvals?

Please refer to Question 47.

Questions to Prof. Dr. Violette Geissen:

59. Please explain how active substances/pesticides are evaluated for their impacts on soil
health/organisms? How could this evaluation be improved?

60. The EFSA conclusion says that glyphosate and its metabolite AMPA cause low risk for
earthworms. Would you agree with this conclusion?

61. Please explain how the possible health and environmental impacts of active
substances/pesticides being carried by the wind from crops are evaluated in the current
process? How could this evaluation be improved?

62. In your research, you have found that 42% of the soils examined contained AMPA
residues, whereas glyphosate was present in 21%. Do you consider that these residue
levels are cause for concern? What are the possible impacts for the environment? What
are the possible impacts for health?

63. Your study has shown that 45% of agricultural land in Europe contains glyphosate and
AMPA, the most stable degradation product of glyphosate. The presence and
concentrations of AMPA were higher than that of glyphosate, with some measurements
as high as 2 mg per kilogram of soil. (There is no official standard for soil. For drinking
water the standard is a maximum of 0.1µg per litre.)  According to you: “This leads to
the conclusion that the European Commission also needs to set standards for glyphosate
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and AMPA in soil and surface water as quickly as possible. The potential negative
effects on soil biodiversity, aquatic life and people after being exposed to these
substances are manifold. Considering the high levels of traces of glyphosate we found in
soil across Europe, it is not prudent to extend the approval of glyphosate.” Would it
technically/scientifically be possible to create such standards and control and apply
those?

64. According to DG SANTE, the levels of glyphosate and AMPA in soils, which you
found in your research, had been “considered during the EU review of glyphosate”.
Moreover, “the risk assessment carried out for soil microorganisms, as reported in the
EFSA Conclusion, was based on  levels considerably higher than the maximum value
reported in the study by JRC and Wageningen University” (see minutes of SCoPAFF
meeting of 27 October 2017). Do you agree with that statement? Do you consider that
the data would have changed the outcome of EFSA’s exposure assessment?

65. In autumn 2017, you stated that “Considering the high levels of traces of glyphosate we
found in soil across Europe, it is not prudent to extend the approval of glyphosate.”
Why?

66. Following the results of your research, do you consider that the use of glyphosate-based
products is adequately regulated in Europe?

67. What would you propose to regulators to improve environmental risk assessment of
pesticides?

68. What other improvements or changes do you think should be made to the current
evaluation/authorisation procedures (for both active substances and product
formulations)?

69. As legislators, we often hear that farmers loose too much productivity and cannot
produce efficiently without pesticides and especially glyphosate. What would be your
reply to that statement?

70. Your study highlights a comparison between safe levels for drinking water and possible
concentrations found in surface water. Can you explain the difference in the conclusions
reached by your study and those reached by the WHO, who have reported in their
Guidelines for Drinking Water Quality that “establishing a formal guideline value for
glyphosate and aminomethylphosphonic acid (AMPA) is not deemed necessary”?
Furthermore, do you agree that residue levels are matters that can be addressed
independent of any active substance approval process, through measures controlling the
use of products within which active substances are found?

71. During the PEST committee hearing on 15 May 2018, the Julius Kühn-Institute (JKI)
drew attention to the negative environmental consequences of an overuse of copper
sulfate in organic agriculture. Can you tell us what alternatives are available in
conventional and organic agriculture in order to replace copper-based fungicides?

72. What do you consider to be the major challenges in the discovery and use of low-risk
substances and biological agents for crop protection?
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PEST COMMITTEE MEETING OF 19 JUNE 2018

PUBLIC HEARING

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
COMMISSION APPROVAL OF ACTIVE SUBSTANCES

PREPARATORY QUESTIONS

Responses by Bob Diderich, OECD

In the context of the PEST Committee meeting of 19 June, an exchange of views will take
place to give Members an insight into the approval of active substances by the European
Commission.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

Questions to the OECD:

1. Could you explain the concept of Good Laboratory Practice (GLP) and the GLP
Guidelines? Particularly, how is GLP certified, who can apply for a GLP certification,
how is the compliance with the principles of GLP audited?

The OECD Principles of Good Laboratory Practice (GLP) are a managerial quality
control system covering the organisational process and the conditions under which
non-clinical health and environmental studies are planned, performed, monitored,
recorded, reported and retained (or archived).   The Principles are followed by test
facilities carrying out studies to be submitted to government agencies for the purposes
of assessing the health and environmental safety of chemicals and chemical products.
The Principles define the responsibilities of test facility management, study director,
study personnel and quality assurance personnel that are operating within a GLP
system, and minimum standards concerning the suitability of facilities and equipment
to perform studies, the need for standard operating procedures, documentation of raw
data, study reports, the archiving of records, etc.

OECD countries in which non-clinical health and environmental safety testing is
carried out according to the OECD Principles of GLP have established national GLP
Compliance Monitoring Programmes (CMP) with responsibilities for monitoring GLP
compliance of test facilities within their territories.  GLP compliance is verified by
CMPs through inspections of GLP test facilities, and audits of GLP studies.  A test
facility which has been subject to periodic inspections by a CMP, and found to be
operating in compliance with the Principles of GLP, is recognised as a GLP compliant
test facility.  In most countries, facilities that wish to become recognised as GLP
compliant can apply to the national CMP. The CMP then conducts an inspection to
determine if the test facility complies with the OECD Principles of GLP.  In other
countries, CMPs can inspect any test facility claiming to conduct studies according to
GLP.

Any test facility implementing the Principles of GLP can apply to be recognised as
GLP compliant.
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The OECD Mutual Acceptance of Data (MAD) system is a multilateral agreement
which allows participating countries (including non-member economies) to share the
results of various non-clinical tests done on chemicals. Under MAD, a non-clinical
chemical safety study developed using OECD Test Guidelines and OECD Principles of
Good Laboratory Practice (GLP) in one Member country or non-Member full adherent,
must be accepted for assessment purposes in all member and adhering countries. This is
the concept of “tested once, accepted for assessment everywhere.”

To enhance mutual confidence among participating OECD member countries and non-
member economies, each National CMP that is part of the MAD system must be
periodically evaluated by a team of inspectors from other countries in MAD.  This
ensures that inspections and study audits are performed according to a consistent
standard across all countries adhering to MAD.

2. How important is compliance with the OECD Principles of Good Laboratory Practice
(GLP) when ensuring that studies are of sufficient scientific quality for consideration
within the approval process?

When a test facility complies with the Principles of GLP, governments have confidence
that the studies generated at that facility will be of high quality.  And, should questions
arise once a government receives a study, the government knows that the traceability
standards built into the GLP approach (e.g., recordkeeping, archiving, etc.), will allow
inspectors to audit the results of the study long after it has been completed.

GLP, in and of itself, does not guarantee the scientific validity of a test study; rather, it
ensures that the study was carried out as prescribed by a particular test method.
However, governments can be assured of the scientific validity of a study if it was based
on an OECD test method (i.e., Test Guideline).  These Guidelines are a collection of the
most relevant internationally agreed testing methods used by governments, industry and
independent laboratories to assess the safety of chemical products. During the
development of OECD Test Guidelines, the methods are subjected to a rigorous
validation phase to establish the reliability and relevance of a particular test method. To
be judged reliable, the test results must be reproducible within and among laboratories
when performed using the same standardised protocol. The test method must also be
relevant – it has to correctly measure or predict the (biological) effect of interest, and it
has to meet a regulatory need. The validation reports are made public.

3. Can you explain how the OECD works together with the Commission to ensure that the
EU’s testing protocols are fully aligned with its test guidelines?

The OECD does not monitor whether EU’s testing protocols are fully aligned with
OECD Test Guidelines. To the best of our knowledge they are. Test results only benefit
from Mutual Acceptance of Data if they are generated in accordance with GLP and
OECD Test Guidelines. So any major deviations from the OECD Test Guideline would
jeopardise the benefits from this system. So there is a clear disincentive to deviate from
OECD Test Guidelines.

4. Could you explain to what extend the authorisation procedure for PPPs under
Regulation 1107/2009 follows available relevant OECD guidance? Compared to other
international authorisation procedures, how would you evaluate the performance of the
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European authorisation system, particularly with a view to scientific soundness of risk
assessments as well as of authorisations granted?

In response to requests from governments, OECD’s Pesticides Programme has
developed a number of guidance documents and reporting formats that promote the
harmonisation of assessment approaches that support PPP authorisation, in order to
facilitate work-sharing amongst governments on common pesticides.  However, as such
guidance is not mandatory, OECD does not monitor the extent to which member
governments adhere to them, but rather responds to issues raised by governments (e.g.,
responding to concerns about new emerging technologies).
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PEST COMMITTEE MEETING OF 19 JUNE 2018

PUBLIC HEARING

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
COMMISSION APPROVAL OF ACTIVE SUBSTANCES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 19 June, an exchange of views will take
place to give Members an insight into the approval of active substances by the European
Commission.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

Questions to all experts:

1. In recent political and public debates, the presence of "data gaps" identified by EFSA
have caused discussions about the validity of Commission approvals. However, data
gaps do not necessarily mean that authorisation procedures cannot be positively
concluded. Do you have recommendations on how to deal with data gaps in political and
public communication so that they do not undermine the trust in the approval system?

Du to my expertise, I will focus here on the procedures related to the effect of pesticides
on soil organisms, and potential off site effects. There are severe data gaps with respect
to

- Ecotoxicological tests for soil organisms: the short term effects of a single active
substance and/or pesticide formulation are tested on a limited amount of 5
species/groups out of more than 1 million species of organisms occurring in soils.
Silva et al. (2018) detected in an European survey (testing less than 20% of the
active substances currently approved for the EU markets) more than 160 different
mixtures of pesticide residues in agricultural soils, with 83% of the samples
containing pesticide residues. Related short and long term risk on soil organisms and
community structure changes are unclear and not assessed, including shifts in the
ratio between pathogens and beneficial organisms.

- Pesticide residues attached to soil particles and transported by wind and water
erosion will lead to off-site effects. In case of wind erosion this might lead to direct
human exposure, especially if pesticides are attached to the long relevant dust
fractions. This potential pesticide transport pathway is not accounted for in the
EFSA risk assessment procedure.

- Decay in soils is only tested for single compounds, not for mixtures or formulations.

Adapting the test procedures to assess the short and long term effects of residue
mixtures and formulations on the entire soil organism community (by DNA sequencing,
metagenomics), and assessing the particulate transport of residues by wind erosion as an
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important off site pathway in regions prone to wind erosion could help to minimize
existing data gaps. This could lead to better insights in overarching effects of repeated
and long-term use of pesticides on soil life, transport pathways of these compounds, and
improved risk assessment for people and the environment. This is crucial to gain trust
from the public about the approval system and safety of these products.

2. The SAM's High Level Group has been mandated to assess options for arbitration in
case of diverging assessments by different competent authorities. In this regard, the
biocidal products regulation has been mentioned as a possible positive example. Could
you explain how arbitration is handled under the biocidal products regulation and how
this is currently done for plant protection products? Are there other best practices that
would be applicable to the PPP authorisation? In your opinion, would it make sense to
extend arbitration also to scientific bodies other than competent authorities, particularly
with a view to increase public trust in the soundness of the authorisation system?

3. In the debate on the bee safety of neonicotinoids there has been an argument about the
validity of the so-called "bee guidance document". Several stakeholders claimed that
due to flaws in that guidance document the risk assessment was not reliable. However,
the risk manager as well as politicians have to base their decisions on the scientific
assessment of competent authorities as they are usually not qualified to judge the
scientific quality themselves. Do you have recommendations on how to deal with
disputed guidance documents in the future? Would some kind of an arbitration system
be a possible solution here as well?

To answer questions 2 and 3, I focus here on potential best practices and solutions:

I recommend that a certain number of independent scientific organisations conduct risk
assessment tests based on state-of-the-art scientific knowledge and expertise, and financed
through public money streams to guarantee independency from PPP producers. To arrange
such, PPP producers should make available the required financial resources to the respective
governmental institutions to enable this independent review and assessment of new PPPs by
qualified scientific organisations.

In case of diverging assessments, the lowest value for risk assessment indices for
environmental and/or human health should be selected for regulation purposes, in
accordance with the precautionary principal. This simplifies the regulation and makes it
much stronger: only PPPs are approved that evidently do not cause harm to the environment
and humans. It can be expected that such a procedure will increase public trust in the
authorization system.

4. Regulation 1107/2009 specifies different maximum approval periods (first approval,
renewal of approval, candidates for substitution, low-risk substances etc.) rather than
clearly defining approval periods. This gives room for manoeuver to the risk manager.
On the other hand the political decision on the approval period can also lead to
confusion about the safety of a substance and undermine trust in the scientific
assessment, if the risk manager decides for a shorter period than allowed according to
the risk assessment classification. Would you say that the current system of maximum
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approval periods is fit for purpose, would you recommend any changes, particularly
with a view to public perception?

In addition to the existing monitoring programs for water and food, monitoring systems for
mixtures of residues in soils and dust on European scale are required to detect PPP residues
in the environment after their approval.
Actually, residues in soils are only calculated by EFSA as predicted environmental
concentration (PEC), residues in dust are not at all assessed. The applied models for offsite
transport focus on runoff, rough estimation of and leaching to the ground water.
We recommend to restart approval procedure if PPP residues are exceeding the maximal
tolerable value in more than 10% of the analysed food, soil, water, dust samples. It is
important to mention that maximal tolerable values for mixtures of residues still have to be
defined for food, soil and dust.

Questions to Prof. Dr. Violette Geissen:

5. Please explain how active substances/pesticides are evaluated for their impacts on soil
health/organisms? How could this evaluation be improved?

Reference or maximum levels in soils for no-longer approved and highly persistent and
obsolete PPP, such as DDTs, HCHs, atrazine and dieldrin, are included into the legislation
of some European countries. However, although a couple of these countries’ regulations
include admissible levels for unspecified “other pesticides”, thresholds for approved,
currently used active substances do not exist.
Concentrations/content of approved active substances in soil are interpreted based on their
predicted environmental concentrations (PECs). PEC values are calculated by fate models
(e.g., FOCUS-PEARL) and used in the review process of individual active substances. In
the European Food Safety Authority (EFSA) conclusion report of an approved active
substance, different PEC values are presented: the initial PEC of the active substance and of
its major metabolites (immediately after pesticide application), the short and long term
PECs (1–4 and 7–100 days after application, respectively), and, if applicable (substance or
metabolites DT90> 365 days; DT90–time to reach 90% residue degradation), the background
or plateau concentrations (after multi-year applications) as well as the PEC accumulated
(PEC initial + plateau concentrations). PECs are calculated for the main crops to which the
substance is applied, considering the highest application rates and the longest degradation
times of the substances or metabolites in the field.
Current pesticide risk assessment relies on the comparison of toxicity exposure ratios
(TERs) and trigger values. TERs are calculated for single residues by dividing
ecotoxicologically relevant concentrations for indicator organisms by the residue’s highest
PEC (PEC initial or PEC accumulated). The ecotoxicologically relevant concentration is the
LC50 (concentration resulting in the mortality of 50% of the exposed individuals), or the
NOEC (highest No Observed Effect Concentration), in the case of acute/short-term toxicity
or chronic/reproductive toxicity assessments, respectively. The in-soil indicator organisms
are the earthworms Eisenia fetida and E. andrei, the springtails Folsomia candida and F.
fimetaria, the mite Hypoaspis aculeifer, and nitrogen transformation microorganisms. TERs
lower than 10 or 5, the trigger values for, respectively, acute and chronic exposures of
earthworms and other soil macroorganisms, indicate an unacceptable risk for such
organisms. The risk for soil microorganisms is not based on TERs but on the percentage of
effect compared to a control; an effect above 25% after 100 days of exposure represents an
unacceptable risk.
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Despite the clear importance of PEC values on the risk assessment procedure, the validation
of PECs in soil with field data from pesticide monitoring programs is still missing.
Possibilities for the improvement of the evaluation:
Mixtures of active substances, their metabolites and formulations should be tested to the soil
biological community including DNA / RNA sequencing. This allows to estimate the real
effects on soil life and the ration pathogens/beneficial organisms which is very important for
soil health. NOEC should be based on these tests.
The evaluation should include as well long term effects (minimum 1 year) to test real
chronic effects on changes in soil biological communities.
Laboratory and field studies should be used for these tests under different climatic
conditions using different soil types. PPP are worldwide applied; therefore a realistic risk
assessment is required for different conditions.
Substances adsorbed to soil particles are transported by wind and water erosion in regions
prone to these threats. Field monitoring, including dust monitoring is necessary to address
the actual situation. Procedures for flume experiments (water erosion) and wind tunnel
experiments are needed and models should be developed to predict these off site effects on
field scale.

6. The EFSA conclusion says that glyphosate and its metabolite AMPA cause low risk for
earthworms. Would you agree with this conclusion?

The compost worms Eisenia fetida and E. andrei used for ecotoxicological tests (EFSA) are
not very sensitive for Glyphosate and AMPA on the short term (14 days, 56 days).

However, the surface casting activity of the vertically burrowing earthworms (Lumbricus
terrestris) almost ceased three weeks after glyphosate application. Furthermore,
reproduction was reduced by 56% within three months after herbicide application
(Berghausen et al. 2015). This example shows that the selection of the test species and the
time frame of testing are crucial aspects for a proper risk assessment. Please, note also, that
Lumbricus terrestris is evidently the most important earthworm species to keep soils healthy
and alive.

7. Please explain how the possible health and environmental impacts of active
substances/pesticides being carried by the wind from crops are evaluated in the current
process? How could this evaluation be improved

The aerial transport of residues from the fields of application is actually only assessed by
modelling the drift originating from spraying. Transport of residues attached to soil particles
by wind erosion is not at all assessed in the current procedure although it is shown that
glyphosate is primarily attached to the finest, long-relevant, soil fraction of PM<10 um?
(Bento et al. 2017).
National monitoring programs are needed to identify pesticide residues in soil dust
transported by wind erosion, in particular in regions prone to wind erosion. Based on results
gathered, predictive models can be developed. Wind tunnels can be used to test off site
transport of substances.

8. In your research, you have found that 42% of the soils examined contained AMPA
residues, whereas glyphosate was present in 21%. Do you consider that these residue levels
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are cause for concern? What are the possible impacts for the environment? What are the
possible impacts for health?

Glyphosate inhibits the shikimate pathway that is present not only in plants but also in fungi
and bacteria, rendering many taxa of microorganisms sensitive to glyphosate. However, not
all organisms with the shikimate pathway are sensitive to glyphosate, depending on the class
of EPSPS they produce: class I EPSPS is glyphosate sensitive and class II EPSPS is
glyphosate-tolerant. Consequently, differences in sensitivity among microorganisms affect
the microbial composition of various habitats harbouring glyphosate, including soil, plant
surfaces and animal intestinal tracts (van Bruggen et al. 2018).

Minor differences in sensitivity of soil and rhizosphere microorganisms to glyphosate may
result in important shifts in plant or animal pathogens. For example, the root pathogen
Fusarium sp. is comparatively insensitive to glyphosate. Thus, glyphosate application may
shift the balance in favour of pathogenic Fusarium spp. at the expense of antagonistic
microorganisms, resulting in an increase of root pathogens. Increased root rot caused by
pathogenic Fusarium spp. in glyphosate treated soil has been shown repeatedly, resulting in
more frequent use and higher applications of fungicides. Similarly, the human and animal
pathogen Staphylococcus aureus is insensitive to glyphosate and may become more
dominant in glyphosate treated soil. Thus, the presence of glyphosate in soil could change
the community compositions of bacteria and fungi, and in turn alter soil ecosystem
functions and plant and animal health (van Bruggen et al. 2018).

9. Your study has shown that 45% of agricultural land in Europe contains glyphosate and
AMPA, the most stable degradation product of glyphosate. The presence and
concentrations of AMPA were higher than that of glyphosate, with some measurements
as high as 2 mg per kilogram of soil. (There is no official standard for soil. For drinking
water the standard is a maximum of 0.1µg per litre.)  According to you: “This leads to
the conclusion that the European Commission also needs to set standards for glyphosate
and AMPA in soil and surface water as quickly as possible. The potential negative
effects on soil biodiversity, aquatic life and people after being exposed to these
substances are manifold. Considering the high levels of traces of glyphosate we found in
soil across Europe, it is not prudent to extend the approval of glyphosate.” Would it
technically/scientifically be possible to create such standards and control and apply
those?

Yes, it is possible to create such standards. In the recent years specific methods are
developed to detect rare microorganisms, shifts in microbial composition, and changes
in metabolic functions. These techniques of sequencing of extracted DNA or RNA
should be applied rigorously to assess the risk of (repeated) PPP applications on the soil
community structure, both on the short and long term. Based on this assessment,
maximal tolerable values for residues in soils can be determined, which in my opinion is
urgently required.

10. According to DG SANTE, the levels of glyphosate and AMPA in soils, which you
found in your research, had been “considered during the EU review of glyphosate”.
Moreover, “the risk assessment carried out for soil microorganisms, as reported in the
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EFSA Conclusion, was based  on  levels considerably higher than the maximum value
reported in the study by JRC and Wageningen University” (see minutes of SCoPAFF
meeting of 27 October 2017). Do you agree with that statement? Do you consider that
the data would have changed the outcome of EFSA’s exposure assessment?

In the actual procedure only 5 species (groups) of soil organisms are tested for single
active substances, nor for mixtures neither for formulations. The no observed
environmental concentrations (NOECs) used by EFSA do not represent real conditions
in soils, for instance the overarching effects of repeated PPP applications on community
shifts, the ratio between pathogens versus beneficial organisms, or the reduction of soil
biodiversity are not considered and assessed. The current EFSA approach is based on a
procedure developed long ago, and urgently needs revision to properly assess the
integrated effects of long-term use of PPPs on soil biota and communities.. To date,
DNA and RNA sequencing make it possible to unravel cause-effect relations between
PPPs applications and their cumulative effects upon the entire soil biological
community, especially with regard to complex pesticide residue mixtures, not accounted
for in current EFSA procedures or legislation...

11. In autumn 2017, you stated that “Considering the high levels of traces of glyphosate we
found in soil across Europe, it is not prudent to extend the approval of glyphosate.”
Why?

Based on the precautionary principal, we emphasise that there are strong and convincing
indications that glyphosate affects the soil biological community, and might cause
unknown risks for human exposure by inhalation by wind erosion. Since these risks are
not assessed by the actual regulation we follow the precautionary principal.

12. Following the results of your research, do you consider that the use of glyphosate-based
products is adequately regulated in Europe?

Unfortunately, the current regulations are not appropriate to estimate and./or assess the
integrated effects of repeated and long-term use of PPPs. To specify, we recently
investigated the same soil samples further to determine the residues of 74 other regularly
used PPPs. Results are rather shocking: 83% of our samples contained pesticide
residues, the majority (56%) contained mixtures of pesticide residues. Across our
samples, 166 different pesticide mixtures were detected, up to 13 different compounds
per sample. This clearly indicates that the use of glyphosate-based products is indeed not
adequately regulated, however, it is not limited to these particular products alone, our
results clearly show that this is the case for the entire spectrum of PPPs currently
available on the market in the European Union.  Without a proper procedure to assess
the effects of pesticide residue mixtures, which are the rule rather than the exception in
European agricultural soils, soil life might be unnecessary threatened and affected. I
strongly recommend to reflect on the unknown risk of these mixtures and recommend to
apply the precautionary principal in case of doubts and unknown risks. In addition, it
might be worthwhile to implement the Polluter Pays Principle to this particular work
field also.

What would you propose to regulators to improve environmental risk assessment of
pesticides?
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Actually, there are more than 2000 pesticides with 500 active substances approved on
the European market. For the soil environment I propose, as mentioned before (question
1), to adapt the test procedures in order to assess the short and long term effects of
residue mixtures and formulations on the soil organism community (DNA, RNA
sequencing). Furthermore, particulate transport of pesticide residues by wind and water
erosion deserves more adequate attention also.

In addition, PECs (predicted environmental concentrations) should be validated by field
data from regular monitoring.

Furthermore, specific organisms potentially sensitive to specific modes of action of the
PPPs could be included into the approval procedure.

Please find more details in the answer of question 5.

13. What other improvements or changes do you think should be made to the current
evaluation/authorisation procedures (for both active substances and product
formulations)?

I recommend the validation of the outcomes of the modelling data for off site transport
and the calculations of the PEC and include effects of mixtures of residues and
formulations on soil community structures into the assessment of NOECs. These tests
should be carried out by a certain number of independent organizations with public
money. The lowest risk value identified should be automatically be taken into
consideration for maximum tolerable value.

Maximum tolerable values for residue mixtures from banned and approved substances in
soils, dust and eroded sediment should be included into national – EU legislations. In
case of exceeding the maximal tolerable values remediation is required. Remediation
techniques on large scale should be developed by the PPP producing industry.

14. As legislators, we often hear that farmers loose too much productivity and cannot
produce efficiently without pesticides and especially glyphosate. What would be your
reply to that statement?

Farming practices in Europe is mainly based on high input and high yields, 30% of the
produced food however, is wasted. Drinking water companies have high costs to clean
the surface or groundwater from fertilizer and pesticide residues.

Actually, pesticide application is carried out as 60 years ago, spraying the whole field to
eliminate weeds or pests that occur in a specific spatial distribution. Nowadays,
advanced techniques as precision farming and robotica can be used for exact monitoring
e.g. by infrared and elimination of the weeds/pests in an early stage. This can be done
mechanically (weed control) with robotica or punctual spraying and not distributing
pesticides over the whole field. Furthermore, crop varieties resistant to pests and crop
diversification should be more taken into account to avoid pests. Governments could
easily establish programs to promote modern techniques of food production.
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Subsidies for farmers not applying herbicides and minimize insecticide and fungicide
application applying modern farming techniques and minimizing food waste will
accelerate the process of transforming EU farming systems to sustainable farming.

15. Your study highlights a comparison between safe levels for drinking water and possible
concentrations found in surface water. Can you explain the difference in the conclusions
reached by your study and those reached by the WHO, who have reported in their
Guidelines for Drinking Water Quality that “establishing a formal guideline value for
glyphosate and aminomethylphosphonic acid (AMPA) is not deemed necessary”?
Furthermore, do you agree that residue levels are matters that can be addressed
independent of any active substance approval process, through measures controlling the
use of products within which active substances are found?

Maximal tolerable values for mixtures of residues in soils are urgently required and as
well maximal loads for off site export. Controlling the use of PPP applications by
farmers is not feasible and the hotspots in some regions show that although the
application guidelines exist, farmers do not always follow the rules.

16. During the PEST committee hearing on 15 May 2018, the Julius Kühn-Institute (JKI)
drew attention to the negative environmental consequences of an overuse of copper
sulfate in organic agriculture. Can you tell us what alternatives are available in
conventional and organic agriculture in order to replace copper-based fungicides?

Due to my knowledge, actually there are no products on the market to replace copper-
based fungicides, however, there is a lot of research ongoing. The best alternative
actually is the use of pest resistant varieties and promote them.

17. What do you consider to be the major challenges in the discovery and use of low-risk
substances and biological agents for crop protection?

Crop protection is an integral concept consisting in crop diversification, cultivation of
resistant crop varieties, increasing soil health by avoiding soil threats, reasonable
fertilization, addition of organic amendments etc.  In this way a stabile state will be
reached in the whole cropping system and biological agents can be applied to support
crop protection. Early warning systems are very helpful to avoid pests.

In greenhouses biological agents are applied with great success already many years.
They can be as well successful developed and applied on open fields but this requires
means for development. However, their environmental and human health effects should
be tested following the same regulations as for other PPPs.
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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 28 May, a public hearing with five invited
parties on “EU authorisation procedure for pesticides - Authorisation of plant protection
products by Member States” will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered in writing
by 26 June 2018, 12.00 h.

ANSWERS FROM BELGIUM

For all experts:

1. According to the Myers et al statement of concern regarding concerns over use of
glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19,
regulators have not incorporated peer-reviewed and publicly available research on the
risks of glyphosate because it ‘often uses standards and procedures to assess quality
that are different from those codified in regulatory agency data requirements, which
largely focus on avoiding fraud.’

 In your view, are current regulations on the use of evidence in pesticides risk
assessments by EU agencies adequate?

First of all, the question lets understand that no open public literature at all was taken into
account during the renewal procedure of glyphosate, but this is certainly not the case. Only
public literature studies that do not meet certain quality standards were rejected.

Secondly, the issue of the use of open public literature in the EU evaluation of a.s. of PPP’s
is not restricted to glyphosate, and is not solved by the abovementioned statement cited by
Myers et al alone.

Most importantly, the identification, selection and inclusion of scientific papers is
performed taking into account the very strict EFSA guidance document
(https://www.efsa.europa.eu/en/efsajournal/pub/2092), and this is legally foreseen under
Reg. (EC) no 1107/2009.

Importantly, guidance is provided how to report the criteria to appraise the relevance for
the relevant data requirement. These include (but are not restricted to) :

i. Definition of test material (including its purity and impurity profile)

ii. Relevant test species (to the mammalian toxicological assessment - preferred species
are rodents - rats and mice, the dog is the preferred non-rodent species)
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iii. Number of animals per group sufficient to establish a statistical significance

iv. Several dose levels tested (at least 3), preferably including a negative control, to
establish a dose-response

v. Relevant route of administration in terms of risk assessment (oral, dermal or by
inhalation)

vi. Description of the observations, examinations, analysis performed, or necropsy

vii. It should be stressed that studies which may be helpful for the interpretation of other
studies present in the dossier, but do not exactly fit under a specific toxicological
endpoint can also be taken into account.

Thus, MS’s conclude that the regulation is perfectly adapted to take on board data from the
open scientific literature, since it provides tools which describe precisely under which
condition such studies may be relied upon for the (eco)toxicological safety assessment of
plant protection products. If existing literature is scientifically valid, then it should be
challenged with existing regulatory guideline studies performed under GLP (referred to
above as data requirements “which largely focus on avoiding fraud”). If there is a
consensus among scientists to acknowledge the veracity and correctness of these studies, a
higher weight may be laid on the outcome of these GLP studies by general principle.
However, during the evaluations, a weight of evidence (WoE) approach should be taken,
meaning that the impact of open literature data should still be considered on a case-by-case
basis.

The challenge in future will be to consider how and to what extend ‘new science’ could be
taken into account in the risk assessment. Perhaps a revision of the uniform principles
would be useful in that respect, in order to ensure a better legal basis for potentially
worrying effects identified in the open scientific literature.

 Do they allow for the consideration of all relevant information including for the
consideration of scientific uncertainty?

As highlighted under (vii) of abovementioned question, some studies may pertain
endpoints which are not directly addressed in the guideline studies. In that case, a scientific
evaluation is made in order to determine if the observed findings are adverse or not, and
whether or not they could be covered to some extend by the existing studies (some
modifications may not be particularly worrying if it is considered that they are part of a
physiological pathway of an apical endpoint already looked at in the guideline studies).

Very often, these studies provide complementary information, but are not considered
critical for the final human health or environmental risk assessment. In cases where the
open scientific literature reveals suspected adversity not or insufficiently covered by the
guideline studies, this is highlighted during the peer review, and when considered
sufficiently worrying by experts (including EFSA), identified uncertainty will be addressed
during a stop-of-the-clock procedure, or may be addressed by ‘confirmatory data’, if at
least the global WoE indicates a safe use and thus approval of the a.s..

On the other hand, certain endpoints, like very specific ones linked to emerging risks (for
example some neurotoxicity findings, endocrine effects, genomic findings, results obtained
with the ‘omics’ technology – all reflecting ‘new science’ issues) may be very difficult to
interpret in terms of impact or relevance. Belgium sees some room for further improvement
of the legislation in order to make sure that there is a better legal framework to take these
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effects into consideration.

In conclusion, current regulations in our opinion allow for the consideration of most
relevant information including scientific uncertainty; in some cases, interpretation may be
difficult and adaptation of the current regulation could be considered. Ultimately public
health and environmental protection can only be attained when there is a concerted effort to
assure that when executing a study both scientific validity and data quality standards are
fulfilled. Scientific validity is verified via “peer-review” of the methods; data integrity
verification however can never be done by “peer-review”. It is only possible by an “on-site
verification in the lab” of the raw data by “independent” inspectors (GLP). Therefore, the
names of all the test labs responsible for the pivotal study should be made available to
public. This will help to open a discussion on the integrity of the test-lab results on the
hand of the yearly monitoring authority reports. Each scientific study (also university
publications) intended for regulatory purposes should go apart from peer-review through a
data integrity verification process comparable to GLP. Results of those audits should be
published later as post-info to the publication.

2. Is the separation between the risk assessment of active substances and plant protection
products as currently established under Regulation 1107/2009 the best way to assess
risks of pesticides to public health and the environment?

This separation is only installed for practical reasons. It makes no sense to evaluate every
plant protection product containing a certain active substance, as the substance itself could
appear unacceptable. In that case, evaluation of the plant protection product would have
been useless. Furthermore, innovation makes that new plant protections products,
sometimes combining different or other active substances, become available after approval
of an active substance, and these need to be evaluated on their own at that time. It is not
possible to foresee during evaluation of an active substance all possible formulations that
will come on the market afterwards. The authorisation of plant protection products have to
cover all possible uses in all kinds of different crops. The agronomical practices could
differ from country to country. It is simply impossible to cover all possible uses of a plant
protection product on the European level and at the same time keep up with incoming
applications for additional uses.

 Should EU regulators including the risk assessors rather evaluate the safety of the
end products given that glyphosate-based herbicides are said to be ‘more potent, or
toxic, than glyphosate alone to a wide array of non-target organisms’ and that ‘risk
assessments that are based on studies quantifying the impacts of glyphosate alone
underestimate both toxicity and exposure, and thus risk.’?1

Exactly in order to take into account potential effects of co-formulants, all formulations
(hence also the glyphosate-based herbicides) are being examined fully (for the acute phase
effects in experimental systems) as a condition for the authorisation on national level. See
also Q16. As discussed under Q25, longer-term toxicity of co-formulants is covered by the
risk assessment conducted under other regulations (e.g. REACH). It should be remarked

1 Myers et al, Environmental Health (2016) 15:19.
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that MS’s have the possibility to request additional specific data concerning co-formulants
or even to request the use of alternative coformulants if it would be thought that the
existing ones would induce an unnecessary high toxicity. This is why Belgium supported
the substitution of the POEA as foreseen in the approval renewal for glyphosate, and why
the establishment of a negative list of co-formulants is foreseen under regulation
1107/2009.

3. What could be improved in the approval system of final plant protection products on
EU level and national level?

In general, the approval system is working very good. Improvements are always possible.

Improvements could be made in Regulations 1107/2009 and 596/2005 on the procedures.
Belgium has made some rather technical suggestions in the framework of the EU
Commission REFIT-exercise.

Harmonisation of risk mitigation measures is needed.

4. Do you consider the zonal system to be fit for purpose generally? What are its
advantages and shortcomings compared to a centralised EU authorisation system for
plant protection products? Do you have general recommendations on how to improve
the zonal system? Would you advocate for a centralised EU system instead?

Belgium considers the zonal system fit for purpose of evaluating the submitted studies.
This should happen only once, so could also happen on EU level with as result that one and
the same outcome should be used for the risk assessment of the plant protection product.
On the other hand, the authorisation should happen on national level, in order to take into
account the national conditions. See Q2. It is extremely complex to take into account all
possible uses of a plant protection product and the risk mitigation measures available on the
local level, and to describe this in an authorisation as application conditions.

5. How do you assess the level of harmonisation of methodologies, models and specific
application conditions between Member States of the respective zones? Where do you
think more harmonisation is needed, where is it necessary to maintain flexibility for
Member States?

Both at the level of a.s. and product safety evaluation, harmonisation is very important, and
the variation on the outcome by different evaluators on a same issue should theoretically be
minimal. However, there will always be a need for peer review, since evaluators may still
have different views on and interpretation of the rules. It should moreover be kept in mind
that guidances (ensuring at best harmonisation) are meant to reflect standard situations, and
that in some cases, expert judgment will overrule guidance. Logically, flexibility for MS’s
will be restricted to differences in agricultural conditions and practices, explaining different
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specificities between evaluation outcomes, risk mitigating measures, and risk
communication strategies. Due to an increasing tendency by Commission to appeal
subsidiarity (even for a.s. issues that must be addressed at EU level), it is possible that
flexible approaches will increase, though.

The level of harmonisation of methodologies and models is checked during the peer review
of evaluations of other member states or during mutual recognition procedures. In that
phase, the evaluation report of other member states is checked in order to see if European
(=harmonised) guidance has been correctly (= with the same and consequent interpretation)
applied. At the same time it is checked whether the national specific applications
conditions are covered by the assessment of the rapporteur. As rapporteur, all application
conditions in the zone should in principle be covered.

6. What provisions are in place to facilitate work sharing between Member States of each
zone? How can work sharing be improved? What has proven to be best practices?

Work sharing is built in in the current procedures, foreseeing only one rapporteur for an
active substance and only three rapporteurs (one per zone) for a plant protection product,
and by the obligatory mutual recognition procedure.

Work sharing can be improved by harmonisation of the assessment methodologies. For
this, workshops amongst the involved evaluators have proven to give the best results,
although at the same time revealing the need for further harmonisation. Workshops are now
being organised by Commission, EFSA and mostly Member States. Such organisations are
however a high burden for the member states. A structure supporting organisation of such
workshops could help making faster progress.

Work sharing can also be improved by harmonisation of national procedures. It is
extremely important that Member States follow the same procedures for implementation of
European restrictions, in order to avoid unfair differences for stakeholders. Member states
could agree to take up initiatives on behalf of the whole zone or the whole EU. Also does
the workload for renewals (art 43 of Regulation 1107/2009) need to be distributed amongst
member states. For this, concertation amongst Member States need to happen and
agreements to be made. Different structures are in place to facilitate this :

- The Post Approval Issues expert group

- Zonal steering groups and director’s consult groups

- Inter-zonal steering group

As for workshops, structural support of the organisation of these meetings could help. This
is why now a secretariat in the Central Zone is financed by contributions of the zonal
Member States. A yearly changing chairing member state is supported by this secretariat.

As an important remark, Belgium would like to ask for capacity raising at Commission
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services. Many improvements of procedures that could lead to more efficiency are now
simply not considered as Commission services have not enough capacity. Useful
adaptations of Regulation 1107/2009 and even by 1107/2009 legally foreseen actions for
Commission are nowadays not been taken up for these reasons.

Commission tries to overcome this issue by referring more and more issues to the member
state level, in this way avoiding a more efficient evaluation on EU level. A good example
of this are the so called “confirmatory information”. This is additional information required
for the active substance, as an outcome of the approval procedure on EU level. For the sake
of efficiency and transparency, these should be dealt with at EU level as well, but more and
more these are being referred to the member state level.

7. From your experience, how can the compliance with legal deadlines be improved?

Compliance with legal deadlines can be improved by establishing realistic deadlines, and
improving efficiency and flexibility in meeting them.

Regarding a.s. evaluation, a problem of capacity occurs in case of renewals, when a huge
number of a.s. are submitted approximately at the same moment. In such cases, some
pragmatic approach is desired, meaning that COM is in a position to extend expiry dates
when it appears that the re-consideration of a.s. dossiers appear more complex than initially
foreseen (for instance when complex issues as endocrine effects should be addressed, or
when massive amounts of open public literature have to be evaluated).

The procedures and deadlines should take into account the whole workload of evaluating
member states. The above mentioned pragmatic approach is a solution. Only in case of
urgent situations of adverse data, extension of the deadlines is seen as difficult to defend.

Also legal expectations of the applicants need to be taken into account. Extension of
deadlines for renewals is not problematic for applicants, as their products stay in the
meantime on the market. Un important inconvenience is however that new requirements or
scientific insights could lead during the renewal procedure to the need for additional data
while the possibility to submit such additional data is explicitly excluded by the legal
procedure (based on bad experiences in the past). However, this leads to unfair situations
for applicants not being able to defend their applications as much as they could.

Not meeting deadlines is problematic for new active substances or products as it hampers
market access. Member states should raise their capacities in order to overcome this
problem, and in the meantime only accept applications for which they can meet the legal
deadlines.

8. Beyond further harmonisation of methodologies, models and application conditions,
how can the functioning of mutual recognition be improved?
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Harmonization of methodologies is of course a key issue in the mutual recognition of the
evaluations carried out by other MS.  However, the completeness in the evaluation of the
different environmental risk situations and agronomic conditions of the zone by the
reference MS is also an important condition to avoid repeating the evaluations and, in the
worst case, refusing the mutual recognition.  Both the applicants and the MS should play
the game of the zonal evaluation correctly and avoid using the mutual recognition
according to art. 40 as a shortcut to the zonal procedure.  When some MS are not included
as concerned MS in the zonal evaluation procedure there should be a clear justification to
apply for a mutual recognition in these MS afterwards.

The respect of international standards such as EPPO guidelines and the use of recognised
risk evaluation models (e.g. FOCUS) is also a key issue in the mutual recognition of the
evaluations and of the proposed mitigation measures.

The mutual recognition of “me-too” authorizations delivered without a complete evaluation
by the reference (rapporteur) MS and referring to unprotected data of (a) reference
product(s) should be facultative and left to the appreciation of each MS.

Last but not least, a clear documentation of the role of the risk management in the
interpretation of the risk evaluation and in the delivery of the final authorization in the
reference MS is important for the mutual recognition in particular when the conditions of
authorization differ from the conclusions of the risk evaluation.

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/audits-
analysis/overview_reports/details.cfm?rep_id=108) which has found that some Member
States fully or partially re-evaluate applications although the majority of these
evaluations have the same or very similar outcomes, what can be done to avoid the
unnecessary duplications of evaluations?

It is useful to remark that, while 56% of the PPP applications are maybe identical to the
original zRMS evaluation, deviations were identified in 27% (with different risk mitigation
measures), 6% (with different gaps), 5% (with different classifications) and even with 6% of
refusal. Taking all together, 44% difference in outcome is substantial, and then the question
remains why it would be useless to revise authorisations if some MS consider that the
evaluation performed by other MS are insufficiently responsive to or protective for physical-
chemical properties, efficacy and selectivity, human health and environment.

See also answer to Q8 on mutual recognition

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 has
raised concerns about the protection of health and the environment. Could you explain
what has led to this increase?
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The loss of substantial number of a.s. in the absence of valid alternatives, in an agricultural
context which remains unchanged. The more active substances are being forbidden, the
more situations will occur in which plant production is at risk.

 Could you explain how compliance with the requirements of 1107/2009 and of its
article 53 in particular is ensured?

This is fully up to the appreciation of the member states, who can decide that the need for
sufficient protection of plant production justifies the use of a plant protection product that
has not been assessed according to the foreseen EU procedures. This does not necessarily
mean that the use of the concerned plant protection product leads to an “unacceptable risk”,
and hence not complies with the requirements of 1107/2009. It would however be perfectly
legal that a member states would accept such an “unacceptable risk”, if there would be no
other means to protect the national plant production.

This being said, it is the view of Belgium that member states should ensure as much as
possible that the “regular” authorisation requirements of 1107/2009 are being met when
granting authorisations under art. 53. In that way, additional data should be asked from the
producer. This is especially the case when we are dealing with a new active substance. Also
in case of a new plant protection product, the available data should be requested. In case of
use extensions of existing plant protection products already on the market, the data
available in the application dossier should be used at a maximum in order to evaluate the
use and to impose the risk mitigation measures in order to keep the risk to an level that is
considered as acceptable according to 1107/2009. This is the way Belgium applies art. 53.

The granted authorisations are notified to the Commission that checks if the legal
conditions are fulfilled. Further considerations are given in the DG Sanco Guidance
document on the matter.

 How do you assess the health and environmental impacts of the increased use of
emergency authorisations?

See above. As for “regular” applications, but based on the currently available data. The
increase of the use is not assessed, as this should be compared with the use of regular
authorisations which neither is assessed.

 Could you give concrete examples of emergency authorisations (both requested and
granted) and their reasons?

In attachment, an example of a granted and a refused application for emergency
authorisations are given, with all necessary justifications and evaluations. All
authorisations can be consulted on our website www.fytoweb.be

For all competent authorities:

11. Is it known what the total human exposure to glyphosate is?
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 Please name all possible sources of human exposure to glyphosate, such as for
example soil, air, water, food etc. Do Maximum Residue Levels exist for all these
sources? (if so for which, for which not and why?)

During the EU peer review, all possible sources of human exposure to glyphosate and their
impact on human health were evaluated at length. It is well known that the most likely
exposure route to glyphosate for the general population is via the diet (including drinking
water). Several exposure studies exist, and all of them, even those showing the highest
possible levels invariably indicate that the estimated systemic exposure (“body burden”) is
of low level of concern for human health. In conclusion, measured levels of glyphosate
indicate no concern and an acceptable risk. However, see also Q21 for a more exhaustive
answer

MRL’s are by convention restricted to all commodities entering the food chain. Upper limits
for certain compartments (ground water, surface water) exist, but driven by other regulations
or directives.

How is the compliance with MRLs being controlled?

The Belgian Food Safety Agency organises an annual sampling plan based on risk analysis.
This sampling plan is reported annually to efsa:
https://www.efsa.europa.eu/fr/efsajournal/pub/4791

Products with a higher probability of non-conformities are targeted.

 According to Myers et al the ‘risk of long term, incremental build-up of glyphosate
contamination in soil, surface water, and groundwater’2 is difficult to predict and
costly to monitor. Additionally, it is also found that there are profound gaps in
estimates of the total human exposure to glyphosate. Against this background, are
measurements being made in the EU of the total human exposure and are risk
assessors in the EU (including EFSA and national competent authorities) obliged to
consider it when assessing the risk posed by the use of glyphosate (both as substance
and as part of the end product) to human health?

The a.s. evaluation includes the thorough assessment of the fate in the environment, which
allows risk evaluators to identify predicted environmental concentrations in worse-case
situations. As highlighted in Q11 (first bullet), the statement that there are ‘profound gaps
in estimates of the total human exposure to glyphosate’ is not supported by the facts, since
pilot studies exist, allowing a proper estimation of systemic exposure to glyphosate via
different sources (see for instance references under Q21). In these cases, the potential
exposure was assessed, and no exhaustion of the dietary or occupational Reference doses
(RfD’s) was observed.

Like for any substance for which substantial exposure is expected (like glyphosate) or
(eco)toxicity would be particularly high (not as glyphosate), Belgium finds that it is correct
policy to further monitor the presence of glyphosate and metabolites in the relevant
commodities and compartments, and therefore Belgium supported the inclusion of these
substances in the HBM4U project, in order to further confirm in a more robust way the
existing evaluation based on pilot studies.

On the other hand, Belgium is opposed to the common misconception in toxicology that

2 See Myers et al, Concerns over use of glyphosate-based herbicides and risks associated with exposures: a
consensus statement, Environmental Health (2016) 15:19.
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‘exposure’ equals ‘risk’. If a consensus exists on the identification of safe doses in
toxicology, the establishment of reliable reference doses based upon the principle of dose-
response and the concept of thresholds, as well as the methods used in risk evaluation
based on both hazard and exposure, then clear conclusions on safe uses are possible.

If such a consensus view is not accepted, it is understandable that great public or even
certain scholars remain reluctant to the outcome of risk evaluation, and stick to the concept
that even low (and safe) doses may cause harm. However, this attitude makes each
constructive dialogue impossible, and Belgium does not adhere to such rebuttal for
scientific reasons.

In conclusion, risk assessors do consider exposure data and take such results very seriously
in the a.s. peer review. Available data indicate that the use of glyphosate as a PPP is
unlikely to lead to an unacceptable risk for the population and the environment (please
refer also to Q21).

It is of note that this rationale does of course not exclude any attempt to reduce the
environmental contamination of pesticide residues, and adhere to the ALARA-principle
(‘as low as reasonably achievable’).

12. Can you please explain the process of authorisation of the placing on the market of
plant production products at the national level?

Applications are evaluated according to European guidelines. Procedures described in the
Regulation 1107/2009 and relevant EU procedural guidance documents are respected.

Once the zonal rapporteur performed the evaluation for all concerned MSs, a commenting
period is foreseen after this evaluation. The applicant and concerned MSs have the
opportunity to provide comments on the evaluation. After this commenting period,
submission of additional studis is no longer allowed.

Based on the conclusion of the evaluation, a decision is taken taking into account the
prescriptions of Regulation 546/2011 concerning uniform principles for evaluation and
decision making for plant protection product. The decision (granting or not the
authorisation) is taken at national level.

In Belgium, the authorisation is granted by the Minister of Public Health, on advice of the
Authorisation Board. In this Board, all competent authorities, both federal and regional, are
represented. In practice, the authorisations are granted by the Service Plant Protection
Products and Fertilisers of the Federal Public Service Public Health, Food Chain Safety and
Environment, on behalf of the Minister. This same service organises the meetings of the
Authorisation Board, deals with the applications and provides for the assessment of the
application dossiers. Procedures and requirements are explained on www.fytoweb.be

See also Q2, Q12, Q23 and Q25.
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 To your knowledge, do national risk assessments of the safety of glyphosate-based
plant-protection-products (such as e.g. Monsanto’s Round Up) exist at present?

National risk assessments are available for most glyphosate-based plant protection
products, as far as the evaluation happened by Belgium and not by another MS.See also
Q2, Q12, Q23 and Q25.

 It has been explained, among others by the German BfR, that one of the differences
between the EU risk assessment of glyphosate and that of the IARC is that the latter
has evaluated not only the active substance, but glyphosate-based end products.
Given that national authorities in the EU are responsible for the authorisation of the
placing on the market of plant protection products, will national risk assessors
consider IARC’s findings on carcinogenicity? Should glyphosate-based products be
banned at the national level?

Plant protection products contain active substances and co-formulants. Potential
carcinogenicity of a plant protection product containing a non-carcinogenic active
substance as glyphosate could hence only be explained by carcinogenicity of the co-
formulants. However, carcinogenicity is not examined for plant protection products, this is
only examined on the level of the active substance, as for good reasons (see further) it is
not expected that the co-formulants would contribute to carcinogenicity.

The evaluation of glyphosate-based plant protection products should happen for the product
as it will be placed on the market. It is totally unclear for which composition the studies
considered by IARC were carried out, so it is impossible to tell for which products the
findings would be relevant.

Belgium is very much attached to a correct implementation of Reg. (EC) no 1107/2009.
Once an a.s. is well evaluated and approved at the EU-level, it is inappropriate, non-
transparent and counterproductive to re-iterate issues from the a.s. evaluation at
zonal/national level.

Belgium is well aware of the parallel evaluations on the long-term effects of glyphosate,
including those of IARC. Belgium however considers that all valid studies have been
considered during the evaluation, both on the a.s. and the products.  After having actively
participated in all phases of the peer-review, the authorities communicated in a clear and
transparent way the scientific rationale in matters of human health and carcinogenicity
evaluation to all stakeholders.

Belgium considers it misleading to state that the difference in outcome between IARC and
all other regulatory bodies would be caused by the non-consideration of “glyphosate-based
end products”.

Following considerations are made:

(i)There are no specific and valid findings in the existing studies indicating that co-
formulants would be carcinogenic for animals. This is actually the case for most co-
formulants, which are in principle reviewed under REACH. On the other hand, the EU
evaluation considered all studies, including these on products. The current state of the
evaluation indicates that either these product-related studies are not adequate to regulate
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a.s. matters (please also keep in mind that some non-EU formulations may be not
representative in the first place) or that they may not be relevant for scientific reasons.

(ii) Existing epidemiological studies (by definition based on estimations of exposure to
the product, not the a.s. alone) are until now not indicating that there would be an
increased risk of cancers in farmers or applicators, as compared to the general
population on a Weight of Evidence basis. While some exceedances are restricted to
case-control studies having limited power, the more robust cohort studies do not show
such findings, making the overall increased likelihood equivocal. Even IARC concluded
that there was only limited evidence for the carcinogenicity of glyphosate in human
observational studies.

(iii) It should be recognised that the most probable reason for the discrepancy between
IARC and others reside in the fact that IARC deliberately chose not to take into account
some non-published guideline studies, and that in addition, slight differences have been
identified in the statistical and scientific interpretation of the animal/human studies
relied upon by both groups.

While Belgium acknowledges that a scientific disagreement exists, it still collegially
adheres to the EU risk assessment of the a.s. (and for matters of PPP as regards
carcinogenicity). Belgium additionally considers that, from a general point of view, a.s.
evaluations belong to the EU Peer Review process and should thus be considered under this
procedure accordingly. Thus, national risk assessors consider it useless to re-assess IARC’s
findings on carcinogenicity

In conclusion, as long as the PPP evaluation indicates a safe use for the products under
zonal procedure, Belgium sees no reason to ban the use of glyphosate for reasons of human
health or environment. However, Belgium recognises that at higher policy level other
socio-economic concerns may be considered, and it remains possible to ban/restrict any
PPP at national/regional level for other reasons beyond safety ones. It is then high-level
responsibility to manage the practical, societal and legal consequences of such choices.

13. How does the mutual recognition in your zone work?

Mutual recognition is applied for by the applicant, be it during the zonal evaluation and
authorisation procedure (Belgium being concerned MS) or be it as a separate application.
In both cases, Belgium examines the evaluation of the zonal rapporteur or reference MS.

In general, the mutual recognition procedure according to art. 40 works smoothly in the
central zone.  However, recently this procedure tends to be used more and more by
applicants to shorten the delays in the final approval by the zRMS in the zonal evaluation
procedure. The quality and the completeness of the evaluations differs substantially
between the MS of the zone which often obliges to repeat the evaluation and require
additional information to the applicant to cover specific issues that have not been assessed
by the reference MS. In particular, international standards such as EPPO guidelines are not
always followed and standard (eco)toxicological risk assessment models are not always
used.

The availability of the dRR (draft registration report) on CIRCA BC is also a problem with
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some MS and when the evaluations are provided by the applicant it is not always evident
that they have been approved by the authorities of the reference MS.  Moreover, when
additional information on the evaluation is required from the authorities, the delays to
deliver that information can be quite long for some MS.

The mutual recognition of “me-too” authorizations delivered without a complete
evaluation by the reference MS and referring to unprotected data of (a) reference product(s)
is also problematic when the evaluation of the reference product is not available.

14. How many products have you approved through mutual recognition and how many did
you assess yourself?

In 2017, 23 authorization have been delivered according to art. 40 and 6 were refused.  All
these applications have been re-evaluated for the different sections of the risk assessment,
this means : the evaluation by the reference member state has been examined in order to
verify if standards are met. Hence, no applications were assessed ourselves.

15. For the latter, why did you conduct an own assessment for those products?

Not relevant, see Q14.

16. How do you analyse formulations?

The analysis of formulations in Belgium is done by an independent organisation (FASFC:
Federal Agency of the Safety of the Food Chain), which works closely together with the
competent authorities.

A list is provided of all formulations that are produced in Belgium, and the relevant
information from the dossier is given to FASFC. This relevant information contains
production location of the formulation, used sources of technical active substances and
their purities, analytical methods to determine the a.s. in the formulation and the
composition. FASFC checks whether the formulation is compliant with the information
from the authorisation dossier and with legal requirements.

The analysis of the formulation itself (determination of the content of the a.s.) is done by an
independent laboratory.

The FASCFS controls around 80 products on a yearly basis. In 2017, 7 products containing
glyphosate were analysed. All of them were conform.
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17. Proper protection of the agencies' independence is key to ensure the reliability of the
assessments. However, ever stricter rules on independence will likely result in
difficulties to recruit qualified staff for the agencies. What safeguards are in place in
your agency to achieve a fair balance between ensuring sufficient independence of the
agencies and ensuring that the staff is sufficiently familiar with and experienced in their
fields of expertise?

Experts are recruited on the basis of scholarship and when possible, experience in the field
of research and/or regulatory experience. In practice, the background of experts raises no
concerns as regards independency or conflict of interest. A continuing effort is invested in a
permanent education in their field of expertise, by organising seminars, allow the
attendance to congresses, stimulating the consult of relevant standard works (including
updates) and scientific literature. In addition, internal peer review is organised as much as
possible among experts of the same discipline to increase trust and gain confidence, and
common understanding in the way evaluations are conducted, in a spirit to “err on the safe
side”.

In Belgium, we have thus no reason to suspect a shortage or decline in expertise. The major
element to guarantee a necessary level of quality is making sure that sufficient time is
foreseen to perform the evaluations. A major safeguard against faulty or superficial
evaluations is focussing on the outcome (quality) and not merely on the output (quantity) of
deliverables.

In contrast to what has been continuously repeated, we are of the opinion that the presence
of a strong administration/agency, disconnected from financial or resource constraints and
agnostic of ideological considerations, where independent expertise, based upon continuity
and neutral attitudes, constitutes the main safeguard against biased and non-impartial
approaches driven by societal or industrial lobby-groups.

 What measures have proven to be best practices?

See above.

 Do you consider further improvements necessary and if so, how could the systems in
place be further strengthened without compromising your agencies ability to work?

See above.

Belgium is aware of the measures and proposals in the frame of the REFIT. We consider
that the regular update of acquired skills, and an internal improvement of quality standards
of evaluations are necessary, and these are currently under investigation to ensure a proper
functioning of the experts at both EU and zonal level.

18. The Commission aims to improve the transparency and risk communication to the
citizens with its proposal on the General Food Law. Does your agency currently work
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on programmes to improve the transparency of your evaluation processes and/or risk
communication?

The GFL is re-drafted under REFIT. Regarding the a.s. evaluation at the EU-level, the
work delivered by experts are already rendered transparent in the sense that sanitised draft
evaluation reports and accompanying evaluation documents are published on the EFSA
website and available to anyone. Under REFIT, this evolution will only be strengthened.
Thus, transparency is guaranteed by the EU procedures and EU legislation. In our opinion,
there is no need of further action at the national level for these deliverables.

On the other hand, when necessary, further clarifications may be provided via other
channels, in response to questions of stakeholders, or proactively on a case-by-case basis.
The federal health services hope that the same transparency will be also be established and
maintained at other Belgian policy levels.

Existing information on the Fytoweb website provides evidence of a continuous effort to
communicate to all interested parties. Publication of the national registration reports for
plant protection products is considered for the near future.

 Which measures do you consider appropriate to increase public trust in the
authorisation system for plant protection products?

As stated above, all possible measures legally foreseen today, are put in place to enhance
transparency of safety evaluations. Further efforts are needed to better communicate the
way approvals at EU-level are discussed and voted (at SCoPAFF level).

Further transparency could be achieved, for instance by rendering public the proprietary
study reports submitted by the industry. It is however also considered that an increased
transparency regarding such studies (also to be regulated at EU level) will only be efficient
if sufficiently contextualised by the authorities. Therefore, enough resources should be
foreseen to achieve this goal. The mere dumping of raw data (“fishbowl transparency”) is
likely to provoke confusion and misinterpretation by the general public (and even untrained
scientists) if these data are not adequately summarised and put into context. The existing
Peer Review Report including the DAR is the best tool to create such contextualisation
(“reasoned transparency”).

In order to increase transparency, publication of all Belgian national registration reports is
being considered and prepared for the near future.

 Are there any best practices from your country?

See above. The existent initiatives in order to communicate all aspects of risk assessment
and –management via stakeholder consultations and via the internet seem to be efficient, at
least judging upon responses and visitors counts on fytoweb.be.
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19. Art. 50 of the Regulation allows you to refuse or withdraw an authorisation of a PPP in
favour of an alternative.

 What proportion of all the demands of authorisations undergo the comparative
assessment?

Comparative assessment is required for PPP containing an active substance identified as a
candidate for substitution, for applications submitted after August 1st 2015.

Comparative assessment is a MS issue. Some MSs, amongst which Belgium, have
developed national guidelines in order to precise their national approach. The wording of
Regulation 1107/2009 allows for interpretation which needs to be explained to the
applicant.

Comparative assessment is required for new authorisations and new uses and during the
assessment of the renewal of authorisation following renewal of the approval of the active
substance identified as a CfS.

No comparative assessment was required during 2015.

In 2016, comparative assessment was performed for about 1% of applications for new
authorisations, new use or renewal of authorisations.

In 2017, comparative assessment was performed for about 10% of applications for new
authorisations, new use or renewal of authorisations.

For the first quarter of 2018, comparative assessment was performed for about 7% of
applications for new authorisations, new use or renewal of authorisations.

 How many refusals and how many withdrawals, did you have in the last 10 years?

None due to comparative assessment. Total figures, with refusals and withdrawals for other
reasons, are given below

Total
Refusals Withdrawals

2007 1 9
2008 3 1
2009 3 7
2010 10 29
2011 32 15
2012 8 2
2013 21 0
2014 31 0
2015 56 3
2016 41 71
2017 20 24
2018 5 0
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20. Mutual recognition in practice. How many products circulate in your own market, as a
result of the mutual recognition procedure?

Between 2012 and 2017, 222 authorizations have been delivered by mutual recognition
according to art. 40.

 From which countries the authorisation of the majority of products originates?

UK

 How many demands of mutual recognition authorisation from the same zone have
you refused?

During the same period, 38 applications have been refused.

 On what grounds?

Mainly for reasons of incompleteness of efficacy dossier (till 2017), unacceptable
environmental risks or incomplete risk assessment and in a few cases for toxicological
reasons.

21. In the study led by the Wageningen University “Distribution of glyphosate and
aminomethylphosphonic acid (AMPA) in agricultural topsoils of the European Union”
conducted in 11 EU countries, it is clear the link between human exposure to
glyphosate & AMPA through dust particules or drinking water resulting from water
erosion. Moreover it is also clear that the objectives of the Directive 2000/60 are
compromised.

 Do you perform any assessment on that issue when you authorise products
containing glyphosate?

Firstly, as stated above, the impact of environmental contamination of any pesticide,
suspected either to be responsible for a high exposure, or known to be particularly toxic,
should be subject to adequate environmental monitoring, for several reasons. In Belgium,
such a monitoring is a responsibility of regional authorities. Belgium favours for reasons of
human health the conduct of biomonitoring studies of glyphosate and its metabolite
(HBM4U).

Secondly, Belgium considers that such issues should not be dealt with at national/zonal
level alone. While agricultural practices for the use of glyphosate based herbicides are
probably quite comparable throughout the EU (at least per zone), it makes no sense to
pinpoint a Belgian situation. Our general opinion is that such issues are a.s. matter, and
should thus be assessed at the EU level, including a final peer review hosted by EFSA and
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the EU COM.

Thirdly, taking into account abovementioned considerations, regarding its impact on
human health (as suggested in your statement), Belgium considers that, on the basis of
recent (albeit limited) biomonitoring data, the level of concern would not be that high as to
prohibit the use of Glyphosate. In a recent article (1Niemann et al, 2015) where
biomonitoring data were reviewed, authors demonstrated that, even when taking into
account the grand maximum of measured urinary glyphosate levels (0.233 mg/L urine), the
body burden remains in the lower decile of the ADI (~8%). This consumption of the ADI
represents a situation >10 higher than that observed in most other published exposures
(typically <0.7% of the ADI).  Conversely, estimations of body burden taking into account
the highest noted value in a recent publication of US surface water contamination (430
µg/L surface water, 2Van Bruggen et al, 2018), indicates no exhaustion of the ADI either
(~3%).

In conclusion, Belgium remains of the opinion that a continuing effort to integrate
biomonitoring data in a.s. and product approval will become increasingly necessary.
However, limited existing data on glyphosate based herbicides indicate that there is no
unacceptable risk linked with the legal use of glyphosate. Since these pertain either
biomonitoring data or data linked to environmental compartments most likely to be
relevant for the dietary/water exposure to this herbicide, the Silva paper mentioned by you
does not alter these conclusions.

Please also refer to Q11.
1 Niemann L et al, A critical review of glyphosate findings in human urine samples and comparison with the exposure of
operators and consumers, J. Verbr. Lebensm. 10:3–12, 2015.

2 Van Bruggen AHC et al, ,Environmental and health effects of the herbicide glyphosate, Sci Total Environ.616-617:255-
268, 2018.

 If you had data enough, would you start a review of approval procedure pursuant to
art. 21 of the Regulation?

Belgium considers that enough data are available as far as glyphosate concerns.

22. Did you have any requests for authorisations of products claiming to substitute the
products containing glyphosate? How many, when and what was the result of the
assessments?

Products based on pelargonic acid. Assessment was in favour of the authorisations of these
PPPs but only against annual weeds. Glyphosate based products are also effective against
perennial weeds. About 30 authorisations of acid pelargonic based PPPs are granted in
Belgium. Due to high volume of use, these products are only suited for home and garden
use.

23. The EU decided in 2016 to ban all herbicidal products that include both glyphosate and
polyethoxylated tallowamine (POE- tallowamine).

 Can you confirm that no products containing both substances are authorised
anymore in your country?
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Yes

 Do you still allow POE-tallowamine in other formulations?

Yes, there are 6 other formulations currently on the Belgian market containing ethoxylated
tallow alkyl amines.

 Have you assessed other co-formulants in formulated products?

Yes : nonylphenolethoxylates were banned on national level, based on a risk assessment,
even before the European restriction to 0.1 % presence in formulations. Furthermore, we
have a list of forbidden co-formulants in Belgium.

 Is there any other co-formulant that you consider too hazardous to authorise in plant
protection products?

Co-formulants classified as carcinogenic, mutagenic or toxic for reproduction in categories
1A/1B (CLP)  will automatically be refused. The following solvents are not accepted
unless it can be demonstrated scientifically that they are technologically essential:

- Methanol

- N-methylformamide

- Benzene

- N, N-dimethylformamide

- n-hexane

- methoxy, ethoxy, propoxy, isopropoxy and butoxy ethers of ethylene glycol and their
acetate derivatives

- n-hexane + methyl ethyl acetone

- 1, 2 - dichloroethane

- 2-nitropropane

- Nitrobenzene

- N-methylpyrrolidone

- alkylphenol ethoxylate

- Gamma-butyrolactone

All these substances have been notified by Belgium to the European Commission, as
provided for by the Regulation 1107/2009; so they might be included in the negative list of
co-formulants under Regulation 1107/2009 (annex III to the Regulation), which is currently
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being prepared by the European Commission.

24. According to EU law, applicants had to submit their requests for re-authorisation of
glyphosate-based products within three months from the date of application of the EU
decision on the glyphosate renewal, i.e. by 16 March 2018 (Article 43(2) of Regulation
(EC) No 1107/2009).

 How many applications for authorisation or re-authorisation of glyphosate-based
herbicidal products has the [national authority] received?

Following the renewal of the active substance glyphosate, a total number of 63 applications
for renewal in accordance with Art. 43 of Regulation (EC) No 1107/2009 has been
received: 7 applications for which Belgium acts as zRMS and 56 for which Belgium acts as
cMS. Please note that this number not only includes reference products, but all duplicate
authorisations (“me too”) as well.

Furthermore, 1 application for a new authorization of a glyphosate containing product has
been received after glyphosate renewal, 1 “old” application (submitted well before the
renewal of the active substance glyphosate, but updated in compliance with the decision on
the glyphosate renewal by the applicant) has been finalized by the zRMS and is currently
under evaluation in Belgium and 4 similar “old” applications are still in the pipeline,
pending a finalisation of the evaluation by the zRMS.

 How does this compare to the number of currently authorised glyphosate-based
products?

Belgium has contacted all authorization holders of glyphosate containing products and
requested the submission of an Art. 43 application for renewal for a total number of 83
authorized glyphosate containing products. This means that for about 75% of all authorized
products, an application for renewal has been received.

Belgium has taken note of 1 applicant which did not submit Art. 43 applications for all its
glyphosate containing products due to commercial reasons.

25. The EFSA Conclusion on glyphosate states that “the genotoxic potential of
formulations should be addressed”. It also states that “other endpoints should be
clarified, such as long-term toxicity and carcinogenicity, reproductive/developmental
toxicity and endocrine disrupting potential of formulations.” Given that applicants are
not required to submit any studies on the long-term health effects of formulations, how
do you assess the genotoxicity, carcinogenicity, reproductive/developmental toxicity
and endocrine disrupting potential of glyphosate-based formulations?

Taking into account Reg. (EC) no 1272/2008, it is impossible to ask for other than acute
phase toxicity data obtained on formulations. Belgium is of the opinion that the toxicity
profile of formulations should be entirely deducible from the toxicity endpoints of all
constituents of a mixture. Therefore, it would be good practice to allow only the inclusion
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of coformulants in PPP’s if a sufficient (complete?) toxicity package has been submitted
under REACH. In such cases, there is no need to worry about potential untoward long-term
effects of the mixtures because of data gaps. If needed to evaluate the toxicity profile,
Belgium asks for additional data on the concerned co-formulants.

As regards the POEA, it should be noted that key studies have been submitted and
evaluated. Belgium was and is in favour of the withdrawal of the cited POEA because the
current portfolio of glyphosate based herbicides is clearly indicative that less acutely toxic
alternatives are available. Belgium will comply with all specific provisions in the EU
Commission’s implementing regulation (EU) 2017/2324.

 Will you request additional studies for that purpose?

As stated above, there is no need to ask for other studies than those necessary to fulfil the
specific provision of the approval. See also Q26.

 Do you believe that all national authorities will perform the assessment in the same
way?

Evaluations should comply with the uniform principles. If MS would refrain to do so, this
will be subject to discussion during the peer review of the dRR’s.

 Are there sufficient resources?

Yes.

 Is there a need for specific guidance from EFSA, in your view?

No.

26. In Commission Implementing Regulation (EU) 2017/2324 on the renewal of the EU
approval of glyphosate, national authorities are asked to “pay particular attention to:

 the protection of the groundwater in vulnerable areas, in particular with respect to
non-crop uses,

 the protection of operators and amateur users,

 the risk to terrestrial vertebrates and non-target terrestrial plants,

 the risk to diversity and abundance of non-target terrestrial arthropods and
vertebrates via trophic interactions,

 compliance of pre-harvest uses with good agricultural practices”.
How do you accommodate these requests in you national re-authorisation procedure?
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After publication of this regulation, the protection of operators and amateur uses was
double-checked and found to be acceptable. The possibility for pre-harvest use, although
never explicitly authorised in Belgium, was withdrawn from the authorisations (see
further). Other aspects will be checked during evaluation of the renewal applications (art
43).

The Art. 43 application as submitted by the applicant should be in compliance with the
data requirements that were into force at the time of dossier submission. When specific
refinements were needed to demonstrate an acceptable risk, these refinements should be
in accordance with the proposed possible approaches as described in existing EU
approved Guidance Documents. This should be checked by the zRMS during its
evaluation and should be confirmed in the final Registration Report. At all times, MS
evaluations should comply with the Uniform Principles. If MS would refrain to do so,
this will be subject to discussion during the peer review of the dRR’s.

For specific cases where no guidance is available (see example in next question),
discussion between the MS on the acceptability of specific refinements is still on-going.

See also Q25

In particular, how will you assess the indirect effect of glyphosate-based products on
insects and birds “through trophic interactions” (fourth indent above)?

Currently no methodology is available. . At the moment, a discussion is ongoing
between the different European member states in order to find a harmonized approach.
The issue should in the first place be addressed by the applicant.

Are the different pre-harvest uses distinguished in the authorisation of the product?

The Belgian authorization certificate mentions the authorized crops, the targeted
enemies and the specific conditions to be respected such as application stages, max.
allowed number of applications or concentration of glyphosate, or any specific
mitigation measures (e.g. buffer zones).

Please note that the Belgian Authorization Committee has re-evaluated all authorized
pre-harvest uses. Although all previously authorized pre-harvest uses in Belgium only
concerned the control of weeds and therefore didn’t concern the use as a dessicant, the
Authorization Committee still concluded that good agricultural practices have evolved
through the years and that the range of available PPPs for weed control isn’t as limited
as it used to be. It was concluded that treatment with glyphosate is much more
appropriate post-harvest, to limit the regrowth of stubbles and weeds. This does not
concern a treatment on a crop, but in between two crops. Therefore, the Authorization
Committee has decided in November 2017 to withdraw all authorized pre-harvest uses
of glyphosate containing products in Belgium (previously authorized uses in cereals,
peas and pods).

How are mitigation measures tailored? Is distinction made between certain uses that are
permitted and certain uses that are not permitted? (e.g. use as desiccant pre-harvest, for
certain crops/in certain areas/only at certain distance from water bodies)
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The most recent versions of all authorization certificates can be found at any time on our
publicly accessible national website www.fytoweb.be. These authorization certificates
only mention the authorized uses and the specific conditions to be respected. As
foreseen by EU legislation, only authorised uses are permitted and everything else is
forbidden. If during the evaluation of a specific application certain uses would have
been refused, these will not be mentioned on the national authorization certificate. For
reasons of transparency, these refused uses as well as a detailed rationale of the taken
decision can be found in the Belgian evaluation report (which could be made available
on request). Imposed mitigation measures should be in compliance with available EU
approved Guidance and good agricultural practices.

When, for whatever possible reason, a specific (horizontal) measure has been
implemented (e.g. the phase out of all POE tallow amine containing formulations in
November 2016 or the withdrawal of all pre-harvest uses (see previous queston) in
January 2017), a press release is published on the national website and the relevant
authorization certificates are adapted where necessary. All involved authorization
holders are informed adequately as well.

At a second stage, how are national authorities then ensuring that the actual product use
is compliant with the conditions in their authorisation of the product? How do they
ensure that the mitigation measures are correctly followed?

The only possibility to directly control that is to be present when the mitigation occurs.
The inspectors of the Belgian Food Safety Agency could observe this during their
inspections in farms.

Indirect verification is possible via the different monitoring systems :

- verification of respect of the EU maximum residue limits for the found residue
concentrations allows to confirm that the authorised dose rate, number of
applications and pre-harvest interval were respected.

- Verification of monitoring data for surface water allows to verify whether the
dose rate, and eventual non-spraying zones to surface water have been respected.

- Verification of monitoring data for ground-water and drinking water allows to
verify whether an eventual maximum dose rate per year has been respected.

27. The Commission has proposed that industry studies submitted to back EU assessments
of active substances should be published. Do you think it makes sense that also those
studies that are submitted to national authorities in support of national authorisation
requests should be published?

The issue here is to find a good balance between the level of interest of the general public
to get access to these studies and the workload needed to make these studies publicly
available. Today, anyone requesting access to a particular study submitted in support of an
application for authorisation of a plant protection product will get access to this study (after
removal of confidential information). We do get some requests, but not that many. So, for
the time being, it is more efficient to handle such requests at an ad hoc basis.
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Further transparency could be achieved for instance by rendering public the proprietary
study reports submitted by the industry. It is however also considered that an increased
transparency regarding such studies will only be efficient if sufficiently contextualised by
the authorities. Therefore, enough resources should be foreseen to achieve this goal. The
mere dumping of raw data (“fishbowl transparency”) is likely to provoke confusion and
misinterpretation by the general public (and even untrained scientists) if these data are not
adequately summarised and put into context. The existing national Registration Report is
the best tool to create such contextualisation (“reasoned transparency”).

The involved workload would anyhow have a rather important impact on the efficiency of
the authorisation process, while advantages of such publication are not so clear.

28. Directive 2004/9/EC requires Member States to verify the compliance with GLP of any
testing laboratory within their territory claiming to use GLP in the conduct of tests on
chemicals. Member States are required to designate authorities responsible for GLP
inspections in their territory. Each year, Member States draw up a report with a list of
laboratories inspected, the date on which such inspection was carried out and a brief
summary of the conclusions of the inspections. Can you please let us know

 How many of such testing laboratories exist in your territory? How many of them
are private bodies and how many are in-house laboratories of the industry?

18 test facilities are in the programme (Belgium & GD Luxembourg); 13 are independent
Contract Research labs (3 university labs, 4 research centra of Flanders or Wallonian
Community, 6 private) while 5 are in-house labs of industry).

Additional we have 9 test sites in Non-MAD countries (China and Taiwan) in our
programme, doing studies or study phases for European sponsors.

 How many laboratories have your Government tested in the last five years?

All 18 test labs in our programme are visited/inspected and audited at least every 2-3 years.
Small companies (4-6 inspection days),  bigger companies (till 20 inspection days every 2
years). Total: 233 inspection days/year.

In those cases where the visited test facilities are running a study phase(s) in a non-MAD
country, additional in situ inspections are done (mostly in China and Taiwan, effective
about 5 times a year = 25 times last 5 years).

 How many laboratories have been judged as non-compliant?

Non-compliant studies: 2 times we had to inform the OECD members that a specific study
done in a Belgian lab was non-compliant and the content of the report/conclusion was not
reflecting the raw data.

Non-compliant labs (in the meaning that all their studies done are declared as non GLP
compliant) :There are 10 different principles to fulfil for GLP labs and in nearly 90% of all
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inspections there are some items observed where the test labs had problems to be 100%
compliant. Dependent on the severity different actions can be taken than: Corrective
actions, with verification of the corrections implementation after some months; in pending
period where no more studies can be done before re-inspection, retraining of personnel,
change of personnel, amendment of the study-reports etc…; but at the end  none of our
Belgian labs was judged as being non-compliant after verification of their corrective
actions.

Three times a whole (Chinese) lab was judged as non-compliant and for this reason refused
from our programme.

29. Can you please provide us with the following figures?

 How many emergency authorisations have been granted in your MS in the last five
years?

70 emergency authorizations has been authorized between 2013 and 2017.

Year accepted refused total
2012 6 2 8
2013 6 3 9
2014 10 0 10
2015 14 1 15
2016 19 4 23
2017 21 7 28

2018 (ongoing) 17 5 22

 How many of them have been granted for the whole national territory or just a part
of it?

All  emergency authorisations have been granted for the whole national territory. Only in
one case, restriction to a certain type of soils was made.

For the Belgian competent authority:

30. In what ways can the scientific guidance for conducting risk assessments be improved
in order to simplify and streamline the regulatory process? Moreover, are there plans to
move towards a harmonization of the risk assessment of plant protection product
dossiers?

It should be stressed that, in principle, the (inter)zonal evaluations should occur in an as
much as harmonised fashion as possible, as a common authorisation is sought for the
various member states. Existing toxicological guidelines, for instance on dermal absorption
and product exposure (operator, bystander, resident, worker) are fairly well elaborated and
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functional. Please also refer to Q5 and Q25.

In terms of environmental risk assessment, Belgium is actively participating in European
harmonisation events (face to face meetings, discussion groups) in order to move to a
harmonized risk assessment of plant protection dossiers.

For the section physical and chemical properties, Belgium participates in the realisation of
a guidance document to harmonise the required tests for each formulation type.

Belgium has commented on the currently ongoing revisions guidance documents for
validation of analytical methods.

In terms of efficacy assessment, Belgium participates in several EPPO meetings to
harmonise the efficacy assessment on zonal and European level. Regularly, new EPPO
standards are published that streamline and harmonise the required studies for zonal
evaluations.

31. What can be done to ensure that guidance documents – used for the interpretation of
safety studies – are fit for purpose and take into account the agricultural conditions in
the Member States? What are Member States doing to ensure that these guidance
documents are collectively applied across the different countries?

Please also refer to Q5,25, 30. The guidance documents are taken note at SCoPAFF, thus
the MS’s are expected to apply them at their discretion. In any case, if evaluators deviate
from such guidances, it should be well documented in the dRR, and it will be subject to
peer review discussion.

32. Product authorisation holders may request that an authorisation granted in one Member
State be recognised by another. Can you explain the different scenarios under which
mutual recognition is possible, and does EU legislation provide the possibility for a
Member State to refuse to grant it?

According to art. 40, mutual recognitions applies between the different zones for specific
products such as seed treatments, post-harvest treatments or products for use under
protection.

For other products the mutual recognition between the zones is facultative. In Belgium this
happens mainly with applications for MR with France for products that have been tested in
the maritime EPPO zone.  For such applications we apply the same rules as for applications
within the central zone.

For “normal” applications for mutual recognition within the central zone several scenarios
can be met:
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1. MR of an authorization delivered in the ref. MS under Dir. 91/414: such
applications are only accepted if the evaluation by the ref. MS was carried out to the
uniform principles and if the evaluation report covers all the aspects of a current
dRR.

2. MR of an authorization delivered in the ref. MS under Reg. 1107/2009 for which
Belgium was cMS in the zonal evaluation: such an application can be problematic
when Belgium has raised concerns during the zonal evaluation which have not been
taken into account by the zRMS or if the ref. MS has approved the product under
different conditions that those evaluated in the zonal evaluation.

3. MR of an authorization delivered in the ref. MS under Reg. 1107/2009 for wich
Belgium was not a cMS in the zonal evaluation:  in such cases, specific concerns
may appear during the evaluation of the MR that could have been solved during the
zonal evaluation.

4. MR of an authorization delivered in the ref. MS according to a “me-too” procedure
referring to the unprotected data of a reference product: such an application can be
problematic when no detailed evaluation is available for the reference product.

Reg. 1107/2009 does not make any distinction between these different kinds of applications
and does not authorize to refuse the MR except for specific reasons related to the protection
of human health and of the environment.

Weaknesses or gaps in the evaluation of the ref. MS are not deemed relevant to allow the
refusal of a MR.   For this reason, all the evaluations have to be repeated and data gaps to
be filled in by national addenda.  Lack of efficacy is not considered as a sufficient reason to
refuse a MR either.  For the mutual recognition of “me-too” authorizations neither Reg.
1107/2009 nor its application guidelines gives precisions about the acceptability of such
applications.  Not all MS seem to accept such applications.

33. Your country voted against the renewal of the approval of glyphosate and it was one of
the biggest opponents. The approval came into force but Belgium has not used any of
the means provided by the Regulation to ban the authorisation of products containing
glyphosate. Is this because you have changed your official position?

The approval of the actives substances is valid for all Member States of the EU. This is
built in in the Regulation 1107/2009. It is not because Belgium has voted against the
approval of an active substance, that it would not be bound by the EU decision. There are
no scientific reasons (relating to human health) to ban products of approved a.s. if the PPP
evaluation according to the uniform principles returns a positive outcome in terms of
authorisation.

 Did you try any of the means, e.g. not to authorise any product containing it?

Page 377 of 754



28

No

 Do you consider that the existing Regulation gives concretely the possibility to the
countries who object to the authorisation of a substance to ban it from their market
and fields?

No

 If not, what should be improved to allow this freedom of choice to the MS?

Not relevant, see above.
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After consultation of the regions, the need for this authorisation was not confirmed. It will hence not be evaluated nor granted.

Advice of the regions :

Only try to resolve this problem on the succeeding crops with treatment of plant protection products is not a “Good agricultural practice”
The “Good agricultural practice” is to avoid/limit the potatoes in the succeeding crops by:
- Limiting the potato losses;
- Ensuring that potatoes losses can freeze. So no deep tillage after potatoes harvesting
- To have better rotation. The succeeding crops who can have a problem of potatoes storage don’t have to follow potatoes within the next
two years.
- The use of products based on maleic hydrazide to reduce the formation of potato sprouts in the succeeding crops

N(23341P/B) – CORAGEN (9822P/B)

Type of product Insecticide
Formulation type SC
Active substance(s) and content 200 g/L chlorantraniliprole
Formulation code (development code)

Application for authorization for 120 days (Art. 53 – Emergency situations in plant protection products – Regulation 1107/2009)
Requested application period 120-days: from 1/7/2018 till 28/10/2018
Destination Professional use

Status of active substance Chlorantraniliprole is on annex I, Reg. (EU) No 1199/2013 ,Reg. (EU) No 540/2011
expiration of approval 30/04/2024

Problem description (all sections below should be completed by the applicant):

In attachment:

Note of FAVV about the control of Colorado beetle: http://www.afsca.be/plantaardigeproductie/ziekten/aardappelen/coloradokever/
PCA (potato research centre) – www.pcainfo.be - https://www.pcainfo.be/Home/PCANieuws/de-coloradokever-in-beeld
Altacor (35 % chlorantraniliprole) is already authorized in France:

2010: evaluation report: https://www.anses.fr/fr/system/files/DPR2009ha0641.pdf
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2015: Efsa: https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2015.4216
2018: actual label in France: https://ephy.anses.fr/ppp/altacor

Remark: Chlorantraniliprole is on the Belgian market as commercial product Altacor and Coragen. Altacor is authorized in crops under protection and Coragen is authorized in
crops in open field.
Notwithstanding, Altacor is authorized in beans in France, it’s more logic to have an authorization for Coragen in outdoor crops. And it’s more likely that growers are already in
possession of Coragen, because of other crops in rotation with peas and beans.

Danger (pest name EPPO, English and
scientific)
Group names only acceptable in case of
approved substances)

Colorado beetle - Leptinotarsa decemlineata – LPTNDE

Source: PCA, Kruishoutem (www.pcainfo.be)
Crop, plants or situation (crop or plant
name EPPO, English; no group names)

Peas (with pods) (outdoor) (Pisum sativum) - PIBSX

Beans (with pods) (outdoor) (Phaseolus vulgaris) - PHSVX

Minor or major use (Indicate if the use is
considered to be minor)

Minor use for the requested crops

Further limitations (e. g. amount of
product, restriction to certain regions or
individual sites, conditions to be checked by
regional plant protection service)

Law of 19 November 1987: obligation to control Colorado beetle in potatoes.
Note of FAVV of 10/08/2017: http://www.afsca.be/plantaardigeproductie/ziekten/aardappelen/coloradokever/

MRL: Reference to product code number in
Annex I of regulation (EC) No 396/2005

0260010 Beans (with pods)
0260030 Peas (with pods)
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Compliance with MRL set in Regulation
(EC) No 396/2005 (yes/no; if no, complete
attached GAP table and provide proposal for
tMRL and consumer risk assessment)

YES

Value of tMRL if needed, including
information on the measures taken in order
to confine the commodities resulting from the
treated crop to the territory of the notifying
MS pending the setting of a tMRL on the EU
level. (PRIMO EFSA model to be attached)

/

Validated analytical method for monitoring
of residues in plants and plant products.

Source: Conclusion on the peer review of the pesticide risk assessment of the active substance
chlorantraniliprole - EFSA Journal 2013;11(6):3143 -
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2013.3143

1.  Identity, physical/chemical/technical properties and methods of analysis
The following guidance documents were followed in the production of this conclusion: SANCO/3030/99 rev.4
(European Commission, 2000) and SANCO/825/00 rev. 8.1 (European Commission, 2010).

The minimum purity of the active substance is 950 g/kg. No FAO specification exists.

The specification is based on industrial scale production. The impurities acetonitrile, 3-picoline and
methanesulfonic acid are relevant impurities from the toxicological point of view, although at the level found in
the technical specification they are considered to be of no concern.
The assessment of the data package revealed no issues that need to be included as critical areas of concern with
respect to the identity, physical, chemical and technical properties of chlorantraniliprole or the representative
formulation. The main data regarding the identity of chlorantraniliprole and its physical and chemical
properties are given in appendix A.

Adequate analytical methods are available for the determination of chlorantraniliprole in the technical material
and in the representative formulation as well as for the determination of the respective impurities in the
technical material. Appropriate LC-MS/MS methods are available for the post-registration monitoring of
chlorantraniliprole in food of plant and animal origin with LOQs of 0.01 mg/kg.

Validated analytical methods based on HPLC-MS/MS or GC-ECD exist for the determination of
chlorantraniliprole in soil with LOQs of 0.5 µg/kg or 0.01 mg/kg respectively. Residues of chlorantraniliprole
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in ground water and surface water can be monitored by HPLC-MS/MS method with LOQ of 0.1 µg/L. Pending
on the final residue definition for monitoring, additional information might be required. LC-MS/MS method is
available for the determination of chlorantraniliprole in air with LOQ of 0.5 µg/m3. A method for residues in
body fluids and tissues is not required as the active substance is not classified as toxic or very toxic

Function of the product(E.g. systemic long
acting insecticide; foliar fungicide, used for
regular control, elimination scenario etc)

Insecticide to control Colorado beetle - Leptinotarsa decemlineata - LPTNDE

Type of danger to plant production or
ecosystem.
(Provide reasoning for what category the
120 day authorisation is given: quarantine
pest; emergent pest, either invading non-
native, or native; emerging resistance in a
pest, etc. Whereas reference to the EU
quarantine legislation may suffice for
quarantine pests elaborate reasoning should
be provided for the category 'any harmful
pest')

Colorado beetle - Leptinotarsa decemlineata - LPTNDE

Colorado beetles are a known pest in potatoes, but can also be a problem in other crops because of the presence
of potato storage.

If potato storage is a problem in fields with crops like peas (with pods) and beans (with pods) and the Colorado
beetle is present, not the damage on the peas and beans is the problem, but afterwards. Because of the
mechanical harvest of peas and beans, a lot of Colorado beetles are within the harvested product. And it’s very
difficult to sort the beetles out during a sorting process. Companies of processing vegetables like peas and
beans are working with optical sorting machines but even with these type of machines it‘s not possible to
guarantee processed product (frozen or canned) without a Colorado beetle.
In the harvest season of 2017, was the harvest of some fields with a known presence of Colorado beetle sent
twice true the process of optical sorting, but even in that case, the processing industry couldn’t guarantee
product free of Colorado beetle.

Colorado beetles overwinter in the soil as adults. In spring, depending on the soil temperature they become
active and begin to feed on potato storage and weeds on the field. If the beetles have enough feed, they go
through a complete life cycle (eggs and the 4 larval stages) on the same field. If no action is taken to control the
Colorado beetle, in summer a multitude of beetles will hatch and move to potato fields. To avoid problems it’s
necessary to control potato storage and to control the beetles in the first or second larval stage, when they are
not capable to migrate to other (potato) fields.

The control of Colorado beetle is necessary for the processing crops, but also to control the population to
anticipate to a next season. Because females can lay 500 or more eggs over a period of 4-5 weeks.

Size and effect of danger (Describe shortly
the area affected, the development over time
of the infestation, and the agronomic and

Production area in Belgium: Peas 10.400 ha, with a production of 65 to 80.000 ton and beans 8.200 ha, with a
production of 105.000 ton.
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economic effects it has)
It’s estimated that potato storage with the presence of Colorado beetle is a problem on 50% of the fields of peas
and beans.
Producers are strongly advised to remove manually as much as possible the potato storage on the fields, but
that’s only realistic for smaller fields and if not much potato storage is present in the field.

The presence of Colorado beetles in harvested peas and beans is a problem for the processing industry. Because
of the extra time needed to go at least two times true an optical sorting machine, to slow down the sorting
process, and still no guarantee to have at the end a product free of Colorado beetle.
It would be very inconvenient for a consumer to find a Colorado beetle in a package of frozen/canned peas or
beans.

And on the other hand, it’s important to reduce the population of Colorado beetle.
See also note of FAVV. http://www.afsca.be/plantaardigeproductie/ziekten/aardappelen/coloradokever/

Absence of any other reasonable means
(Describe the alternative control measures
(chemical, non-chemical and cultural) and
indicate why they do not (in combination)
suffice. Describe which, if any,
authorisations for the pest to be controlled
exist in other Member States.

Against Colorado beetle are no active substances authorized in crops like peas and beans.
In Belgium are only products against Colorado beetle authorized in potatoes.

In Belgium, active substances authorized in potatoes against Colorado beetle are pyrethroïds, spinosad,
chlorantraniliprole and azadirachtine.

Some pyrethroïds have also an authorization in peas or beans against another enemy, but the efficacy against
Colorado beetle is too low. Specially at higher temperatures as in summer.
For azadirachtine are no data available for peas and beans.

The active substance chlorantraniliprole is already authorized in potatoes (Coragen; 8922P/B)) against
Colorado beetle and has already an authorization in beans (with pods) indoor against caterpillars.
And chlorantraniliprole is in France (Altacor) also authorized in beans (with pods) outdoor.

Altacor (35% chlorantraniliprole) is already authorized in France in beans (with pods):
2010: evaluation report: https://www.anses.fr/fr/system/files/DPR2009ha0641.pdf - note that the MRL

of 0,8 mg/kg, was applicable from 24/06/2015, Reg. (EU) 2015/845.
2015: Efsa: https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2015.4216
2018: actual label in France: https://ephy.anses.fr/ppp/altacor

And extrapolation is possible to peas (with pods), which is supported by the Lundehn-document vs. 10.3.
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An advantage of use of chlorantraniliprole is the low impact on other beneficials in beans. Spinosad is also an
option, but is in a lot of case already needed against thrips, caterpillars and miner flies. To avoid resistance it’s
necessary to have also an active substance of another resistance group available.  Spinosad [5], pyrethroïds
[3A] and chlorantraniliprole [28].

This 120 days authorization is needed to control Colorado beetle - Leptinotarsa decemlineata as much as
possible on the field, to avoid problems with the presence of Colorado beetle during the sorting process and to
avoid population growth.

See also note of:
- FAVV of 10/08/2017 – The control of Colorado beetle is mandatory.
- PCA (potato research centre) – www.pcainfo.be

Rationale (Reason the risk management
decision based on the findings of 15 to 18,
containing especially a description of
measures taken to ensure consumer
protection).

/

Mitigation measures (Describe what
mitigation measures are taken if needed for
minimising risk to humans, animals, and the
environment, attach summary risk
assessment. Describe what measures are
taken to limit and control use)

This request is only for use in beans and peas (with pods), because of the mechanical harvest and processing
steps.

Producers are strongly advised to destroy manually the potato storage as much as possible.
But chemical control is also needed to control the problem of Colorado beetle in beans and peas.

Applications in progress (The use notified
may have been applied for already, or a
suitable alternative PPP may be in the
process of authorisation. Describe such
applications, including a possible date of
authorisation)

Actually, no authorisations are available to control Colorado beetle in beans and peas.

But because of the problems in season 2017 and the first findings in May of Colorado beetle in potato storage
in fields with beans and peas are growers and the processing industry very concerned about season 2018.

Because of the timing to control Colorado beetle it’s necessary to ask for an emergency use for
chlorantraniliprole.
The time line for a request for a regular extension is in this case too long, but an authorization is possible
because data are available.

Page 384 of 754



18_02_07_120d_chlorantraniliprole_OJ1012 7/11

Chlorantraniliprole is authorized in France in beans (with pods) and extrapolation is possible to peas (with
pods).
2010: evaluation report: https://www.anses.fr/fr/system/files/DPR2009ha0641.pdf - note that the MRL

of 0,8 mg/kg, was applicable from 24/06/2015, Reg. (EU) 2015/845.
2015: Efsa: https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2015.4216
2018: actual label in France: https://ephy.anses.fr/ppp/altacor

Research activities (Describe the research
efforts undertaken and/or in progress, their
aims, their funding, and their expected date
of results. This is needed for all categories of
dangers, except quarantine pests that can
still be eliminated, or infrequent pests, for
which no official application for a normal
authorisation or extension of use of the plant
protection product exists.
In case of a repeated notification: indicate
the state of works of the research projects.)

There is a lot of experience to control Colorado beetle in potatoes available at the research station PCA.
Chlorantraniliprole is one of the active substances with a good efficacy against Colorado beetle and with the
advantage of having a low impact on other beneficials.

And the processing industry had very bad experiences with the harvest of season 2017.

An insecticide is needed to control Colorado beetles next to potato fields also in fields with beans and peas
(with pods).

1. PHYSICAL/CHEMICAL PROPERTIES AND METHODS OF ANALYSIS

Advice of the expert concerning physical-chemical analysis and analysis methods:

2. TOXICOLOGY

Applicant proposal for labelling:

Classified as: Dangerous for the environment
Hazard symbol: N
Risk phrases: R50/53
Safety phrases: S2-S13-S20/21-S35-S61
CLP proposal for labelling:
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Proposed Classification:

Classification:

Symbol(s): GSH09

Pictograms

Signal words: WARNING

H-statement(s): H410

P-statement(s): P391

Other mentions: EUH208, EUH401, SP1, SPo, SPe3

Advice of the expert concerning toxicology :

3. EFFICACY

Requested usage

GAP rev. , date: 2018-06-13

PPP (product name/code) CORAGEN
active substance 1 chlorantraniliprole

safener: /
synergist: /

Formulation: Type: SC type
Conc. of as 1: 200 g/L

Conc. of safener: n.a.
Conc. Of synergist: n.a.

Applicant: KDT company: FMC CHEMICAL S.P.R.L.

1 2 3 4 5 6 7 8 9 10 11 12
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Use-
No.

Crop and/
or situation

(crop destination /
purpose of crop)

F
G
or
I

Pests or Group of pests
controlled

(additionally:
developmental stages
of the pest or pest
group)

Application Application rate PHI
(days)

Remarks:

e.g. safener/synergist per ha

e.g. recommended or mandatory
tank mixtures

Method /
Kind

Timing / Growth
stage of crop &
season

Max. number
(min. interval
between
applications)
a) per use
b) per crop/
season

kg, L product
/ ha
a) max. rate
per appl.
b) max. total
rate per
crop/season

g, kg as/ha

a) max. rate
per appl.
b) max. total
rate per
crop/season

Water
L/ha

min / max

1 Beans (with pods)
(outdoor)

0260010

F Colorado beetle -
Leptinotarsa
decemlineat -
LPTNDEa)

Spray
application

2 applications
Interval: 7 days

0,15 kg/ha 0,03 kg as/ha 1 day

2 Peas (with pods)
(outdoor)

0260030

F Colorado beetle -
Leptinotarsa
decemlineat -
LPTNDEa)

Spray
application

2 applications
Interval: 7 days

0,15 kg/ha 0,03 kg as/ha 1 day

Te behandelen groengeoogste erwten (met peul)
(open lucht) (Pisum sativum) -
PIBSX

stamslabonen (prinsessen-, snijboon)
(groengeoogst, met peul) (open
lucht) (Phaseolus vulgaris) - PHSVX

A traiter pois verts (avec cosse) (mange-
tout) (plein air) (Pisum sativum)
PIBSX

haricot vert (recolté frais, avec
cosse)(plein air) (Phaseolus
vulgaris) - PHSVX

To be treated Peas (with pods) (outdoor)
(Pisum sativum) - PIBSX

Beans (with pods) (outdoor)
(Phaseolus vulgaris) - PHSVX

Wachttijd 1 dag Délais 1 jour Waiting period 1 day
Vijand coloradokever (Leptinotarsa

decemlineat - LPTNDEa)
Ennemis doryphore de la pomme de terre

(Leptinotarsa decemlineat -
LPTNDEa)

Enemy Colorado beetle (Leptinotarsa
decemlineat - LPTNDEa)

Dosis 0,15 kg/ha Dose 0,15 kg/ha Rate 0,15 kg/ha
Aantal
toepassingen

2 toepassingen met een interval van 7
dagen

Nombre de traitements 2 applications à l’intervalle de 7
jours

Number of
applications

2 applications with an interval of
7 days

Advice of the expert concerning biology:
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4. RESIDUS

4.1.  End points

Active substance chlorantraniliprole
ADI (mg/kg bw/d) + source (Review report or JMPR*) 1,56 mg/kg bw per day – EFSA 2013
ARfD (mg/kg bw) + source (Review report or JMPR*) Not applicable - EFSA 2013
Residue definition for products of plant origin + tested crop category
Residue definition for products of animal origin + tested animals
*see doc. 3010 at the following internet address: http://europa.eu.int/comm/food/plant/protection/evaluation/index_en.htm

4.2. MRL's setting

Products of plant origin
Crop Existing EU

MRL
(mg/kg) +

Directive EC

Existing
Belgian
MRL

(mg/kg)

Proposed
MRL

(mg/kg)

Proposed critical GAP
(application rate s.a. kg/ha,

application number, PHI or crop
growth stage)

Residue trials complying with
the critical GAP (number,

north/south/indoor) or
extrapolation (guideline

reference)

Argumentation or
study reference (tile,
author, year, ref n°

applicant, ref n° lab).
GLP: Y/N

Beans with pods
0260010

0,8 mg/kg 0,03 kg as /ha,
2 applications, interval 7 days,

PHI: 1 day

Gap is supported by the MRL Chloranatraniliprole is
Authorised in FR

Peas with pods
0260030

2 mg/kg 0,03 kg as /ha,
2 applications, interval 7 days,

PHI: 1 day

Gap is supported by the MRL Extrapolation from
beans with pods to peas
with pods, Lundehn vs.

10.3

Products of animal origin
Product Existing EU

MRL
(mg/kg) +

Directive EC

Existing
Belgian
MRL

(mg/kg)

Proposed
MRL

(mg/kg)

Tested animal Argumentation or study reference (tile, author, year, ref n° applicant, ref n°
lab).

GLP: Y/N

Chlorantraniliprole (DPX E-2Y45) (F)
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Pesticide residues and maximum residue levels (mg/kg)

(*) Indicates lower limit of analytical determination

Pesticides - Web Version - EU MRLs (File created on 15/06/2018)

Code
number

Groups and examples of individual products to which the MRLs
apply (a)

Reg. (EU)
2017/1016

Reg. (EU)
2018/687

Reg. (EU)
2016/567

Reg. (EU)
2015/845

Reg. (EU)
No

36/2014
0260000 .     Legume vegetables
0260010 .           Beans (with pods) 0.8 0.8 0.8 0.8 0.5
0260020 .           Beans (without pods) 0.01* 0.01* 0.01* 0.01* 0.01*
0260030 . Peas (with pods) 2 2 2 0.01* 0.01*
0260040 .           Peas (without pods) 0.01* 0.01* 0.01* 0.01* 0.01*

Advice of the expert concerning residues :

5. FATE AND BEHAVIOUR

Advice of the expert concerning fate and behaviour:

6. ECOTOXICOLOGY

Advice of the expert concerning ecotoxicology:
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The justification for an emergency application for Benevia against Drosophila suzukii in straw berries and against cabbage flies, onion flies and
thrips in cabbages and onions is confirmed by the  Authorisation board after consultation of the Regions.

Taking into account the following considerations:
- Lack of alternatives for controlling these pests
- Limited surface
- In all crops except leek, the existing MRLs covers the uses applied for. For leek the present MRL will not cover the use. France applied for an

higher MRL that has been voted already. Since the emergency authorisation only starts at August 15, the harvested leek will comply to the
“new” MRL that will be applicable at that time.

- The Authorisation board decides to enforce the most severe risk mitigation measures to protect aquatic organisms: 20m and 99% of drift
reduction

The authorisation board decides to grant this authorisation for Benevia

Dossier Summary for the Board of Authorisations:
Produit Benevia
Substance active 100 g/l cyantraniliprole
Statut de la substance active Approuvée (>>14/09/2026)
Culture(s) concernée(s) Fraises, choux, navets, chou-navets, oignons, oignons de printemps, poireaux
Ennemi(s) Drosophila suzukii, mouche du chou, mouche de l’oignon et Thrips
contexte Drosophila suzukii est une espèce invasive récente dont la progression évolue et provoquant

d’importants dégâts dans les cultures concernées.
Les autres ennemis sont également fortement présents avec notamment un niveau élevé en
thrips en 2017 demandant un contrôle renforcé.

Importance du problème Strawberries: 1.976 ha (2017) 45.000 ton (2016)

Swedes/turnips 575 ha (2017) 20.775 ton (2016)

Cauliflower: 5.595 ha (2017) 109.435 ton (20165)
Broccoli: 225 ha (2017) 2.662 ton (2016)
Brussels sprouts: 2.550 ha (2017) 37.680 ton (2016)
Head cabbage: 1.140 ha (2017) 54.675 ton (2016)
Kohlrabi: 125 ha (2017) 12.760 ton (2016)

Onions: 3.760 ha (2017) 130.775 ton (2016)
Spring onions: small acreage (no detailed statistics available)
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Leek 3.825 ha (2016) 4.150 ha (2017) 99.650 ton (2016)

Alternative ? Fraises : Des produits à base de lambda-cyhalothrine et spinosad sont autorisés mais ne
permettraient pas une contrôle suffisant de l’ennemi.

Mouche du chou : sa autorisées dans certaines cultures spinosad, lambda-cyhalothrine,
pyréthrines, chlorpiryphos (pour certains choux).

Mouche de l’oignon : pas de produit autorisé.

Thrips : methiocarb, spinosad, pyrethrins et abamectine

Mais dans l’ensemble les alternatives ne seraient pas suffisantes et un contrôle plus
important serait nécessaire.

Agréation classique La procédure d’autorisation zonale du produit est en cours (zRMS=UK). Nous sommes cMS
(dossier reçu le 17/08/2015).

Confirmation du besoin effectif de la pratique
par les régions

Les régions ont confirmé l’intérêt de discuter de cette demande.

Conclusion des experts Analyse:/
Toxicologie : classification
Résidus : Positive for strawberries, broccoli, cauliflower, Brussels sprouts, head cabbage,
kohlrabi, swedes, turnips, onions and spring onion. To be discussed for leek
Comportement dans l’environnement :positif
Ecotoxicologie : négatif
Biologie:/

DUPONTTM BENEVIA®

Type of product Insecticide
Formulation type OD : oil dispersion
Active substance(s) and content 100 g/l cyantraniliprole
Formulation code (development code)
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Application for authorization for 120 days (Art. 53 – Emergency situations in plant protection products – Regulation 1107/2009)
Requested application period 120-days: from 15/06/2018 till 15/10/2018
Destination Professional use

Status of active substance Cyantraniliprole is on annex I, Reg. (EU) 2016/1414 , Reg. (EU) No 540/2011 ,
expiration of approval 14/09/2026

Problem description (all sections below should be completed by the applicant):

Cyantraniliprole is an active substance with good efficacy against Drosophila suzukii, cabbage fly, onion fly and thrips. For the requested product, Benevia is an evaluation
procedure ongoing, but this will not result in an authorization for season 2018.

This request for a 120-days regulation is needed in cabbages to control cabbage fly, during production time in combination with the earlier authorized product Verimark 20 SC,
which is used at the start of production (tray application).
Benevia is needed in strawberries to control Drosophila suzukii and Benevia is needed in onions and spring onions against onion fly.
For control of thrips in leek and spring onions is Benevia also needed.

In attachment: (available on: G:\DG4\DIVISION1\Phyto\11 Agréations nationales\1119 Emergency Authorisations (120days)\DOSSIERS\cyantraniliprole\2018\Benevia)
- Zonal dossier is ongoing, with UK as zRMS and Belgium as concerned MS – dossier number: N29321 – sent by DUPONT (now FMC) and available on CIRCA.
- 120 days authorisation in France
- Emergency use in NL, 2017 - https://zoek.officielebekendmakingen.nl/stcrt-2017-33059.pdf
- Overview of trials
- Trial at PSKW, 2015: Control of cabbage fly in turnips, late cultivation – reference: rp15drmi
- EFSA Journal 2018;16(1):5124: Reasoned opinion Setting of a maximum residue level for cyantraniliprole in leeks -

http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2018.5124/epdf

Danger (pest name EPPO, English and
scientific)
Group names only acceptable in case of
approved substances)

On strawberries: Drosophila suzukii - DROSSU

On cabbages as broccoli, cauliflower, Brussels sprouts, head cabbages, kohlrabi, swedes and turnips
Delia radicum - cabbage fly – HYLERA

On Onions: Delia antiqua – onion fly – HYLEAN
On Spring onions: Delia antiqua (onion fly – HYLEAN) and thrips – (Thysanoptera - 1THYSO)

On Leek: Thrips – Thysanoptera - 1THYSO
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Crop, plants or situation (crop or plant
name EPPO, English; no group names)

0152000 - Strawberries (Fragaria ananassa) - FRAAN

0213100 Swedes (Brassica napus var. Napobrassica) - BRSNA
0213110 Turnips (stoppelraap, meiraap) (Brassica rapa subsp. rapa) - BRSRR

0241010 – Broccoli (Brassica oleracea var. italic) - BRSOK
0241020 – Cauliflower (Brassica oleracea var. botrytis) - BRSOB
0242010 - Brussels sprouts (Brassica oleracea var. gemmifera) - BRSOF
0242020 - Head cabbage (Brassica oleracea var. capitate) – BRSOL
0244000 – Kohlrabi (Brassica oleracea var. gongylodes) - BRSOG

0220020 - Onions (Allium cepa) – ALLCE
0220040 – Spring onions (Allium fistulosum/ A. cepa) – ALLFI

0270060 – Leek (Allium porrum) - ALLPO
Minor or major use (Indicate if the use is
considered to be minor)

Minor use for the requested crops

Further limitations (e. g. amount of
product, restriction to certain regions or
individual sites, conditions to be checked by
regional plant protection service)

/

MRL: Reference to product code number in
Annex I of regulation (EC) No 396/2005

0152000 - Strawberries

0213100 – Swedes
0213110 - Turnips

0241010 – Broccoli
0241020 – Cauliflower
0242010 - Brussels sprouts
0242020 - Head cabbage
0244000 – Kohlrabi

0220020 – Onions
0220040 – Spring onions
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0270060 – Leek

Compliance with MRL set in Regulation
(EC) No 396/2005 (yes/no; if no, complete
attached GAP table and provide proposal for
tMRL and consumer risk assessment)

YES
Remark for leeks:

EFSA Journal 2018;16(1):5124: Reasoned opinion Setting of a maximum residue level for cyantraniliprole in leeks -
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2018.5124/epdf

Value of tMRL if needed, including
information on the measures taken in order
to confine the commodities resulting from the
treated crop to the territory of the notifying
MS pending the setting of a tMRL on the EU
level. (PRIMO EFSA model to be attached)

/

Validated analytical method for monitoring
of residues in plants and plant products.

Source: EFSA: Peer review of the pesticide risk assessment of the active substance cyantraniliprole

EFSA Journal 2014;12(9):3814: http://www.efsa.europa.eu/en/efsajournal/pub/3814.htm

1. Identity, physical/chemical/technical properties and methods of analysis
The following guidance documents were followed during the production of this conclusion: SANCO/3030/99
rev.4 (European Commission, 2000), Sanco/10597/2003 – rev. 10.1 (European Commission, 2012),
SANCO/825/00 rev. 8.1 (European Commission, 2010).
The minimum purity of the active substance as manufactured is 940 g/kg. Impurities IN-Q6S09, IN-RYA13,
methanesulfonic acid, acetonitrile, heptane and 3-picoline were considered relevant with no toxicological
concern at the levels present in the technical material (see section 2). The levels should be considered
provisional as a data gap has been identified for a revised technical specification.
The main data regarding the identity of cyantraniliprole and its physical and chemical properties are given in
Appendix A.
The formulations were fully supported and no data gaps were identified.
The residue definition for all matrices is cyantraniliprole only. LC-MS/MS methods are available for products
of animal and plant origin, soil, water and air. A method of analysis for body fluids and tissues is not required
as the active substance is not proposed for classification as toxic or very toxic.

Function of the product(E.g. systemic long
acting insecticide; foliar fungicide, used for

Insecticide to control:
- Drosophila suzukii in strawberries
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regular control, elimination scenario etc) - Delia radicum (cabbage fly) in swedes, turnips, cauliflower, broccoli, Brussels sprouts, head cabbages and
kohlrabi

- Delia antiqua (onion fly) in onions and spring onions
- Thrips in spring onions and leek

Type of danger to plant production or
ecosystem.
(Provide reasoning for what category the 120
day authorisation is given: quarantine pest;
emergent pest, either invading non-native, or
native; emerging resistance in a pest, etc.
Whereas reference to the EU quarantine
legislation may suffice for quarantine pests
elaborate reasoning should be provided for
the category 'any harmful pest')

Drosophila suzukii in strawberries:

Since 2011, Drosophila suzukii is present in Belgium and is a very invasive pest. D. suzukii is one of the very
few Drosophila species which are able to feed on healthy ripening fruit while they are still attached to the plant.
Damage is caused by larvae feeding on fruit pulp inside the fruit and berries. Very rapidly, infested fruit begin to
collapse around the feeding site. Thereafter, secondary fungal or bacterial infections may contribute to further
fruit deterioration (i.e. rotting). Reproduction in Drosophila species is particularly rapid with a short life cycle of
1 to 2 weeks depending of the climatic conditions, therefore a single pair of flies can produce hundreds of
offspring within a couple of weeks.

2017: in the context of the IWT-project (IWT/LATR/135079) was the monitoring ongoing. Winter 2016-2017
was not really cold. A lot of Suzukii fruit flies could overwinter, which resulted already at the beginning of 2017
in high numbers of monitored fruit flies. The numbers counted in cherry orchards were 5 to 10 times higher in
comparison with the same time a year before.

Each year is noticed that more female flies than male flies are catched just after winter time. About 3 to 20 times
more female flies. Further in the season, in July the number of monitored male flies is again increasing. It’s
assumed that especially female flies overwinter. With the high temperatures of springtime in 2017, the first
ripened eggs were observed at the end of March. Which is almost one month earlier than in 2016.

From the results of the monitoring in 2017: the first eggs of Drosophila suzukii were seen in March 2017 and
about 7 generations of Drosophila were detected. One generation more than in 2016, because of the extreme
early development of the suzukii fly in spring 2017.

D. suzukii is a threat for stone fruits and all small fruits, including strawberries.
Remark: Data for cyantraniliprole, formulation Exirel are available for cherries and berries, but data for
strawberries are only available for the formulation Benevia. Cfr request of a 120-days regulations for Exirel in
cherries, plums, grapes, kiwiberries, berries, raspberries and blackberries.

Cabbage fly in cabbages:
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Since many years is cabbage fly in cauliflower, broccoli, Brussels sprouts, head cabbages and kohlrabi a very
serious problem. On 29th of November 2017, at het annual meeting for minor uses of outdoor vegetables,
cabbage flies were again of a very high priority. Also at the European meetings is finding a solution against
cabbage a priority.

The larvae of cabbage fly feed on the roots and on the buttons of Brussels sprouts, with yield reduction as result.
More severe infestations cause stunting, bluish or purple/red discoloration of the leaves, plants may wilt and die.
Infested buttons will rot.

Life cycle:
Each year, there are 2 or 3 generations, starting from emergence and egg laying in April and extending, with
some overlapping into September.
Eggs are laid at the feet of the plant, where larvae tunnel into the roots. This cause growth retardation and
infested plants become more sensitive to dryness. With the development of the cabbage the plant falls down.
But in Brussels sprouts may eggs also be laid on the lower buttons and larvae tunnel into the sprouts.
Early damage to the sprouts is not visible from the outside, but as the larvae mature they tunnel out and drop
into the soil to pupate. At this stage is damage noticeable. Brussels sprouts maturing from August to the end of
October are most at risk. Specially this late cabbage fly is very difficult to control. A tray application at the
beginning of the growing season isn’t enough to control cabbage fly till the end of the season.

In Belgium, the control of cabbage fly is based on the monitoring of adult cabbage flies and eggs at different
fields in the most important production regions of Flanders. At each observation field, 3 traps are placed on a
row, above the crop with an interlace of 25 meter. When the damage threshold of 15 flies/trap is exceeded, a
control treatment is necessary.
This work is done by the research station Inagro, PSKW and PCG. During a growing season monitoring is
performed at a frequency of 3 counts in 2 weeks and afterwards a warnings message is sent to producers.
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Foto 1 Foto 2 Foto 3

Foto 1: a trap in a field of Brussels sprouts
Foto 2: damage caused by cabbage flies
Foto 3: An infested button of Brussels sprouts

Foto 4: Eggs at the feet of the plant Foto 5: Larvae at the feet of the plant

Observations of cabbage fly in Brussels sprouts in 2015:
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Figure 1: Monitoring results of cabbage fly in Brussels sprouts in 2015 at 3 different locations, PSKW 2015.

From the beginning till the end of the culture cabbage flies were detected.
The first peak was in June.  The most important peaks were monitored after half of August. At that time,
control of cabbage fly was necessary. And also in September was a peak of cabbage flies monitored at each
of the 3 fields. Less flies were detected at the end of September.

Observations of cabbage fly in Brussels sprouts in 2016:
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Figure 2: Monitoring results of cabbage fly in Brussels sprouts in 2016 at 3 different locations, PSKW 2016.

From planting time (18 may) till the end of the culture ( end of October) cabbage flies were detected.
The first peak was in June. The most important peaks were monitored in July and August. At that time, control
of cabbage fly was necessary. And also in September was a peak of cabbage flies monitored at each of the 3
fields. Less flies were detected at the end of September.

Observations of cabbage fly in Brussels sprouts in 2017:
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Figure 7: Monitoring results of cabbage fly in Brussels sprouts in 2017 at 3 different locations, PSKW 2016.

This are the counts of adult cabbage flies during a whole season. Mid June, there is a first peak. Afterwards is
the infestation lower till the end of July. The whole summer were cabbage flies monitored at high amounts
(above the damage threshold of 15 flies/trap). A third peak is at the end of August and begin of September.

It’s necessary to control as good as possible the first peak of cabbage fly, to avoid damage and to avoid building
up a population of cabbage fly. The first peak can be controlled with a tray application, but each year is also a
second and a third peak monitored.
Depending on the year, these 2 peaks are noticed in July and August and sometimes in September. So the tray
application isn’t sufficient to control cabbage fly, afterwards an application with lambda-cyhalothrin or
cyantraniliprole is needed.

REMARK: For kohlrabi is only the tray application with spinosad available. So, without an authorisation of
Benevia, is no treatment possible against the second and third peak.

Swedes and turnips
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Foto 6: Damage of cabbage fly in swedes., foto CTIFL

Cabbage fly is not only a problem in cabbages also in swedes and turnips. The control of cabbage fly is very
difficult in swedes and turnips. No tray application is possible, so only spray application with a pyrethroïd and
spray application with spinosad, which is less efficacy than a tray application.

Onion fly
Damage of onion fly is caused by larvae boring into the base plate and roots followed by secondary breakdown
of tissues either in the field or during storage.
Each year, there are 2 or 3 generations. Late-generation pupae overwinter in the soil. The first flies are
monitored at the end of April or begin of Mai. The eggs are laid in the ground, near young plants or between the
shoots of bulbs. The larvae are white and cylindrical and hatch in 3 to 8 days. The larvae create large cavities in
bulbs and roots. The first generation of larvae is the most harmful, because it occurs when the plants are small.
Seedlings of onions/spring onions can be severely affected. The leaves start to turn yellow and the bulbs rot
quickly or will be malformed.

Thrips in leek and spring onions
In Flanders, the control of thrips is based on a monitoring system with advice. The system is based on a
prediction model with temperature sums and based on counts on sticky plates on 16 locations of leek fields. For
2017 were 12 advices of treatment given in West-Flanders and in East-Flanders and Antwerp were 10 advices of
treatment given.
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The pressure of thrips was extremely high in 2017: mean counts of 100 to 350 thrips a week on a sticky plate.
Specifically in West-Flanders were peaks counted of 600 thrips on a sticky plate.

Figure 8: Monitoring results of thrips in leek in 2017, mean counts for West-Flanders, East-Flanders and
Antwerp, PCG.
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Figure 9: Monitoring results of thrips in leek in 2017, counts in West-Flanders at different locations, PCG.

Because of the high pressure of thrips it is necessary to threat on a sowing bed and afterwards on the production
fields.

Size and effect of danger (Describe shortly
the area affected, the development over time
of the infestation, and the agronomic and
economic effects it has)

Strawberries: 1.900 ha (2016) 1.976 ha (2017) 45.000 ton (2016)

Swedes/turnips 565 ha (2016) 575 ha (2017) 20.775 ton (2016)

Cauliflower: 5.265 ha (2016) 5.595 ha (2017) 109.435 ton (20165)
Broccoli: 242 ha (2016) 225 ha (2017) 2.662 ton (2016)
Brussels sprouts: 2.130 ha (2016) 2.550 ha (2017) 37.680 ton (2016)
Head cabbage: 1.055ha (2016) 1.140 ha (2017) 54.675 ton (2016)
Kohlrabi: 116 ha (2016) 125 ha (2017) 12.760 ton (2016)

Onions: 2.955 ha (2016) 3.760 ha (2017) 130.775 ton (2016)
Spring onions: small acreage (no detailed statistics available)

Leek 3.825 ha (2016) 4.150 ha (2017) 99.650 ton (2016)
VBT-data, annual statistics – production data of 2016 are not yet available

Page 403 of 754



18_02_08_120d_cyantraniliprole (Benevia)_PV1009 15/45

For damage in strawberries, there is a zero tolerance. If strawberries are infected with Drosophila suzukii, the
production is completely lost. It’s not possible to bring any kind of soft fruit with a Drosophila suzukii
infestation on the market, even not on a lower quality class. The damage is estimated on 20-80 % of the whole
production of soft fruits in Belgium.

For damage of cabbage fly or onion fly, there is a zero tolerance. If buttons of Brussels sprouts or cabbages are
infested with cabbage fly, the buttons/cabbage can’t be sold on the market, even not in a lower quality class.
Also for onions: onions with a noticeable infection of onion fly can’t be sold and infected onions in storage are
also lost, because they will rot.

Thrips damage in leek and spring onions, becomes visible as silver-white stripes and in circumstances with a
high pressure it looks like white spots.

Foto 7: Thrips damage in leek Foto 8: Sticky plate in leek

Absence of any other reasonable means
(Describe the alternative control measures
(chemical, non-chemical and cultural) and
indicate why they do not (in combination)
suffice. Describe which, if any,
authorisations for the pest to be controlled

From small fruit growers there is an urgent call for the authorization of another active substance to control the
invasive pest of Drosophila suzukii in strawberries.

Strawberries:
Spinosad [IRAC, 5] and lambda-cyhalothrin [IRAC, 3A] are authorized.
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exist in other Member States. Because of the very short life cycle of Drosophila suzukii, it’ s very important to have another active substance
available with good efficacy and different modes of action, to avoid resistance. Cyantraniliprole belongs to
resistance group [28], so will be a good active substance to alternate.

On 29th November 2017, at the annual meeting for minor uses on outdoor vegetables there was an urgent call
for the authorization of another active substance to control cabbage fly in cauliflower, broccoli, Brussels
sprouts, head cabbages, kohlrabi, swedes and turnips and onion fly in onions, spring onions and thrips in
spring onions and leeks.

Since 10/02/2017, the withdrawal of chlorpyrifos and since 14/3/2017 the withdrawal of dimethoate, a lot of
growers are worried about the control of cabbage fly in season 2017.

Brussels sprouts, head cabbages, cauliflower and broccoli:
Authorized active substances to control cabbage fly:

Chlorpyrifos: withdrawal in 2017
Dimethoate: redrawn in 2017
Spinosad [IRAC, 5]: an application before planting (tray application) or 1 application after planting is

authorised
Lambda-cyhalothrin [IRAC, 3A]: authorized in Brussels sprouts, head cabbages and cauliflower – not in

broccoli, phi of 7 days, but with a negative effect on beneficials.

Kohlrabi:
Chlorpyrifos: withdrawal in 2017
Spinosad [IRAC, 5]: as tray application before planting

The withdrawal of chlorpyrifos and dimethoate means that only spinosad (not in kohlrabi) and a pyrethroïd are
available in cabbages. But these active substances are not enough to control the cabbage fly in different
cabbages. In one season are 3 peaks of cabbage fly monitored, so an active substance as cyantraniliprole with
another mode of action [IRAC, 28] is needed to control cabbage fly during a growing season.

It’s very important to have an active substance available with good efficacy and different modes of action, to
avoid resistance.

Swedes and turnips

Page 405 of 754



18_02_08_120d_cyantraniliprole (Benevia)_PV1009 17/45

Chlorpyrifos: withdrawal in 2017
Lambda-cyhalothrin [IRAC, 3A]:
Spinosad [IRAC, 5], but only as spray application, not authorized as a tray application which is more efficient,
cfr cabbages.

Just before the first peak of cabbage fly can a cover with nets help to avoid infestation by cabbage fly. But this
is a lot of work and is maybe only realistic for smaller fields. Another difference is a change of climate under
the nets and more risk for fungi infections. Next to the positive results with the nets is also an active substance
needed for the last period of cultivation.

Onions:
Authorized active substances to control onion fly:
Fipronil : as seed treatment (Mundial), but end date of use was 1/06/2017.
Dimethoate: withdrawal 2017
Actually are no active substances authorized against onion fly.

Spring onions and leek:
Authorized active substances to control thrips in leek and spring onions:
Methiocarb, spinosad, pyrethrins and abamectine are authorized, but with a limited number of treatments.
Which is a problem in a season with a very high pressure of thrips and leek is growing during a long period of
the year.

For producers it’s extremely important to have access to effective control measures until new authorizations for
new active substances are obtained, dependent upon registration timelines.

Efficacy trials of cyantraniliprole in different vegetables, onions and strawberries were sent by DUPONT, in
the context of the zonal procedure, with Belgium as concerned MS. [dossier number: N29321]

Situation in other member states:
- UK: a 120-days regulation for Benevia was authorized in 2017
- France: 120-dagys regulation for Benevia was authorized in 2017 for onions, spring onions, garlic,

shallots, leek, strawberries, turnips, radish (in attachment) and an emergency use is submitted for 2018
- Germany: an emergency use was granted in 2017 for broccoli, savoy cabbage, onions, radish and is

submitted for 2018
- NL: an emergency use is granted in 2017: https://zoek.officielebekendmakingen.nl/stcrt-2017-33059.pdf
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And is submitted in 2018.

During the growing season of cabbages, swedes, turnips, onions, spring onions and leek is more than one
application needed against cabbage fly, onion fly and thrips. Also in strawberries are different applications
needed against Drosophila suzukii. It’s in terms of anti-resistance necessary to alternate products with a
different mode of action.

Rationale (Reason the risk management
decision based on the findings of 15 to 18,
containing especially a description of
measures taken to ensure consumer
protection).

/

Mitigation measures (Describe what
mitigation measures are taken if needed for
minimising risk to humans, animals, and the
environment, attach summary risk
assessment. Describe what measures are
taken to limit and control use)

This request is for use in strawberries, swedes and turnips, cauliflower, broccoli, Brussels sprouts, head
cabbages, kohlrabi, leek and onions, spring onions.

Applications in progress (The use notified
may have been applied for already, or a
suitable alternative PPP may be in the
process of authorisation. Describe such
applications, including a possible date of
authorisation)

Cabbage fly is part of an observation and warning system in Flanders. The different Research stations are
responsible for an observation and warning system in cabbages.

Drosophila suzukii is monitored by PCF and warnings are sent to strawberry growers.

Also for thrips in leek is an advice system available to inform growers for a correct timing of their treatments
against thrips.

A zonal dossier for Benevia, cyantraniliprole in different crops: strawberries, swedes and turnips, cauliflower,
broccoli, Brussels sprouts, head cabbages, kohlrabi, onions, spring onions and leek is submitted and part of a
dossier with more crops. The evaluation is ongoing by the RMS, UK and with Belgium as cMS.

An MRL is published for strawberries, swedes and turnips, cauliflower, broccoli, Brussels sprouts, head
cabbages, kohlrabi, onions, spring onions, Regulation 2017/626. For leeks:
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2018.5124/epdf

Remarque du secrétariat: dossier comme cMS reçu le 17/08/2015
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Research activities (Describe the research
efforts undertaken and/or in progress, their
aims, their funding, and their expected date
of results. This is needed for all categories of
dangers, except quarantine pests that can
still be eliminated, or infrequent pests, for
which no official application for a normal
authorisation or extension of use of the plant
protection product exists.
In case of a repeated notification: indicate
the state of works of the research projects.)

Since many years is Drosophila suzukii, cabbage and onion fly an important item at the yearly meeting of
minor uses in outdoor vegetables and soft fruits in Belgium and also at the European meeting of minor uses.
The biggest problem was the unavailability of an active substance with efficacy against Drosophila suzukii,
cabbage fly and onion fly.

Thrips is since many years difficult to control in leek and spring onions. Last year, with the reregistration of
abamectin, the number of treatments was lowered and also 1 application less with methiocarb is authorized in
comparison with the situation in 2017. Because of the high pressure of thrips in 2017, growers are worried
about the control of thrips for season 2018.
In 2018, an emergency use was granted for leeks on sowing bed in the Netherlands.

Drosophila suzukii:
IWT-project/LATR/135079: ‘Knowledge based practical solutions to protect the Flemish cultures of fruit
against Drosophila suzukii’), coordinated by PCF.

Cabbage fly:
Since many years is research done at the Belgian trial stations to find a solution/strategy to control cabbage fly:
A short overview of trials is described by the trial stations, document is attached.

In different trials were different types of applications and combinations tested.
Trials were done with a seed coating of fipronil, tray applications with spinosad and cyantraniliprole, spray
application of cyantraniliprole and an application of a granulate with chlorpyrifos.

Conclusion is that the granulate treatment with chlorpyrifos had a clear added value to control cabbage fly. It’s
clear that the withdrawal of the granulate application has consequences for the growers.
In different trials is the efficacy of a tray application demonstrated, both active substances, spinosad and
cyantraniliprole give a sufficient efficacy to control cabbage fly in the first weeks of the growing season.
[cfr. 120-days request for Verimark]

BUT, a tray application with cyantraniliprole is only possible for cauliflower, broccoli, Brussels sprouts and
head cabbages. Because no data are available for other crops sensitive to cabbage fly.

For the other crops, sensitive to cabbage fly: kohlrabi, swedes and turnips is a spray application with
cyantraniliprole an alternative to dimethoate and/or chlorpyrifos. But even for cauliflower, broccoli, Brussels
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sprouts and head cabbages with the possibility to use a tray application is also a spray application with
cyantraniliprole useful and needed against the second and third peak of cabbage fly.

In 2015, PSKW demonstrate in a trial with turnips the efficacy of a spray application with
cyantraniliprole. Trial report with reference rp15drmi is attached.
Turnips are very sensitive to infestations of cabbage fly. In practice some growers use nets, but because of
the bigger surface of fields it’s not always possible to use a net. So active substances are needed.
In this trial were the pyrethroïds less efficient. Spinosad and cyantraniliprole, (proefmiddel 1) gave both a
good result. So, cyantraniliprole is a good active substance, with another mode of action, [IRAC, 28] and
can be used as alternative to spinosad, [IRAC: 5].

Onion fly
No alternatives available since the withdrawal of dimethoate.
Trials are done by Dupont.

Thrips
An advice system is available and the experience of each year can contribute to changes to the system.
For 2018: The temperature sum of another location will be the reference. Because the temperature is at the new
location a little higher and this will result in an advice for Flanders a few days earlier.
Leek is in Flanders growing on about 4.000 ha, so it’s important to have a correct control of thrips on the
fields.
And in 2018 will a project start to collect more information about beneficials on leek fields.

Since many years is research done at the Belgian trial stations to find a solution/strategy to control cabbage fly:

In a context of an anti-resistance strategy it’s necessary to have next to lambda-cyhalothrin [IRAC: 3A] and
spinosad, [IRAC: 5] an active substance with another mode of action. In this case is cyantraniliprole, [IRAC:
28] a good active substance to alternate.

In Belgium are almost 8.800 ha of cabbages grown, in some regions of Flanders are all kind of cabbages
growing at a small surface, so the pressure of cabbage fly is very high. And therefore, it’s important to have
another product available to control cabbage fly.

A zonal dossier [number: N29321] with UK as zRMS and with Belgium as concerned MS is already submitted
by the company Dupont (now FMC), but the evaluation is still ongoing. Nevertheless, MRL’s for cauliflower,
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broccoli, Brussels sprouts, head cabbages, kohlrabi, swedes, turnips, strawberries, onions, spring onions are
published.
For leeks: http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2018.5124/epdf

1. PHYSICAL/CHEMICAL PROPERTIES AND METHODS OF ANALYSIS

Advice of the expert concerning physical-chemical analysis and analysis methods:
/

2. TOXICOLOGY

Applicant proposal for labelling:

Classified as: toxic, harmful, … flammable, ,…
Hazard symbol: Xi, N, …
Risk phrases: R38, R43, R50/53
Safety phrases: S2, S13, S20/21, S23, S24, S37, S35, S61
CLP proposal for labelling:

Proposed Classification:

Classification:

Symbol(s): GSH07 GSH09

Pictograms

Signal words: WARNING

H-statement(s): H317, H410

P-statement(s): P280, P302+P352, P333+P313, P391

Other mentions: EUH401, SP1, SPe2, Spe3, SPe8
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Advice of the expert concerning toxicology :

Classification and labelling under Dir. 99/45/EC:
Xi, R37-43, S2-13-20/21-24-37-46

Classification and labelling under CLP Regulation (EC) No. 1272/2008:
GHS07
Signal Word: Warning
Skin sens. Cat.1B H317: May cause an allergic skin reaction
STOT SE Cat. 3: H335: May cause respiratory irritation
EUH401
P261
P280: Wear protective gloves, protective clothing
P302 + P352
P333 + P313
P304 + P312

3. EFFICACY

Requested usage

GAP rev. , date: 2017-03-13

PPP (product name/code) DUPONTTM BENEVIA®

active substance 1 cyantraniliprole

safener: /
synergist: /

Formulation: Type: SE type
Conc. of as 1: 100 g/l

Conc. of safener: n.a.
Conc. Of synergist: n.a.

Applicant: KDT company: DuPont de Nemours (now FMC)

1 2 3 4 5 6 7 8 9 10 11 12
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Use-
No.

Crop and/
or situation

(crop destination /
purpose of crop)

F
G
or
I

Pests or Group of pests
controlled

(additionally:
developmental stages
of the pest or pest
group)

Application Application rate PHI
(days)

Remarks:

e.g. safener/synergist per ha

e.g. recommended or mandatory
tank mixtures

Method /
Kind

Timing / Growth
stage of crop &
season

Max. number
(min. interval
between
applications)
a) per use
b) per crop/
season

kg, L product
/ ha
a) max. rate
per appl.
b) max. total
rate per
crop/season

g, kg as/ha

a) max. rate
per appl.
b) max. total
rate per
crop/season

Water
L/ha

min / max

1 Strawberries F Drosophila suzukii Spray
application

BBCH 12-89 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-1000 1 day

2 Cauliflower F Delia radicum Spray
application

BBCH 12-49 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-800 7
days

3 Broccoli F Delia radicum Spray
application

BBCH 12-49 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-800 7
days

4 Head cabbage F Delia radicum Spray
application

BBCH 12-49 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-800 7
days

5 Brussels sprouts F Delia radicum Spray
application

BBCH 12-49 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-800 7
days

6 Kohlrabi F Delia radicum Spray
application

BBCH 11-89 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 300-800 7
days

7 Swedes F Delia radicum Spray
application

BBCH 11-89 2 applications
Interval: 10
days

0,6 l/ha 60 g as/ha 300-800 14
days

8 Turnips f Delia radicum Spray
application

BBCH 11-89 2 applications
Interval: 10
days

0,6 l/ha 60 g as/ha 300-800 14
days

9 Onions F Delia antiqua Spray
application

BBCH 12-80 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 200-800 14
days

10 Spring onions F Delia antiqua, Thrips Spray
application

BBCH 12-80 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 200-800 14
days

11 Leek (production field) F Thrips Spray
application

BBCH 12-80 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 200-800 14
days

12 Leek (sowing bed) F Thrips Spray
application

BBCH 12-80 2 applications
Interval: 7 days

0,75 l/ha 75 g as/ha 200-800 14
days
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Te behandelen Aardbeien (Fragaria ananassa) –
FRAAN (openlucht)

A traiter Fraisiers (Fragaria ananassa) –
FRAAN (plein air)

To be treated Strawberries (Fragaria
ananassa) – FRAAN (outdoor)

Stadium BBCH 12-89 Stade BBCH 12-89 Stage BBCH 12-89
Wachttijd 1 dag Délais 1 jour Waiting period 1 day
Vijand Drosophila suzukii - DROSSU Ennemis Drosophila suzukii - DROSSU Enemy Drosophila suzukii - DROSSU
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Bloemkool (Brassica oleracea var.
botrytis subvar. cauliflora) - BRSOB
(openlucht)

A traiter Chou-fleur (Brassica oleracea
var. botrytis subvar. cauliflora) –
BRSOB (plein air)

To be treated Cauliflower (Brassica oleracea
var. botrytis subvar. cauliflora) –
BRSOB (outdoor)

Stadium BBCH 12-49 Stade BBCH 12-49 Stage BBCH 12-49
Wachttijd 7 dagen Délais 7 jours Waiting period 7 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Broccoli (Brassica oleracea var.
botrytis subvar. cymosa) - BRSOK
(openlucht)

A traiter Chou brocoli (Brassica oleracea
var. botrytis subvar. cymosa) –
BRSOK (plein air)

To be treated Broccoli (Brassica oleracea var.
botrytis subvar. cymosa) –
BRSOK (outdoor)

Stadium BBCH 12-49 Stade BBCH 12-49 Stage BBCH 12-49
Wachttijd 7 dagen Délais 7 jours Waiting period 7 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days
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Te behandelen Sluitkolen (kabuiskool, witte, rode,
savooi- en spitskool) (Brassica
oleracea var. capitata) - BRSOL
(openlucht)

A traiter Choux pommés (blanc, rouge,
chou cabus et chou de savoie)
(Brassica oleracea var. capitate) -
BRSOL
(plein air)

To be treated Head cabbage (Brassica
oleracea var. capitata) - BRSOL
(outdoor)

Stadium BBCH 12-49 Stade BBCH 12-49 Stage BBCH 12-49
Wachttijd 7 dagen Délais 7 jours Waiting period 7 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Spruitkool (Brassica oleracea var.
gemmifera) – BRSOF
(openlucht)

A traiter Chou de Bruxelles (Brassica
oleracea var. gemmifera) –
BRSOF
(plein air)

To be treated Brussels sprouts (Brassica
oleracea var. gemmifera) –
BRSOF
(outdoor)

Stadium BBCH 12-49 Stade BBCH 12-49 Stage BBCH 12-49
Wachttijd 7 dagen Délais 7 jours Waiting period 7 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Koolrabi (koolraap-boven-de-grond)
(Brassica oleracea var. gongylodes)
(openlucht) - BRSOG

A traiter Chou rave (koolraap-boven-de-
grond) (Brassica oleracea var.
gongylodes) - BRSOG

To be treated Kohlrabi (koolraap-boven-de-
grond) (Brassica oleracea var.
gongylodes) - BRSOG

Stadium BBCH 12-49 Stade BBCH 12-49 Stage BBCH 12-49
Wachttijd 7 dagen Délais 7 jours Waiting period 7 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
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Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Raap (stoppelraap, meiraap)
(Brassica rapa subsp. rapa)
(openlucht) - BRSRR

A traiter Navet (Brassica rapa subsp.
rapa) (plein air) - BRSRR

To be treated Turnip (Brassica rapa subsp.
rapa) (outdoor) - BRSRR

Stadium BBCH 11-89 Stade BBCH 11-89 Stage BBCH 11-89
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,6 l/ha Dose 0,6 l/ha Rate 0,6 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
10 dagen

Nombre de traitements 1-2 applications à l’intervalle de
10 jours

Number of
applications

1-2 applications with an interval
of 10 days

Te behandelen Koolraap (Brassica napus var.
Napobrassica) (openlucht) - BRSNA

A traiter Chou-navet, rutabaga (Brassica
napus var. Napobrassica) –
BRSNA (plein air)

To be treated Swedes  (Brassica napus var.
Napobrassica) - BRSNA
(outdoor)

Stadium BBCH 11-89 Stade BBCH 11-89 Stage BBCH 11-89
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
Vijand Koolvlieg - Delia radicum -

HYLERA
Ennemis Mouche du chou – Delia

radicum - HYLERA
Enemy Delia radicum - cabbage fly –

HYLERA
Dosis 0,6 l/ha Dose 0,6 l/ha Rate 0,6 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
10 dagen

Nombre de traitements 1-2 applications à l’intervalle de
10 jours

Number of
applications

1-2 applications with an interval
of 10 days

Te behandelen Uien (drooggeoogst) (Allium
cepa) – ALLCE
(openlucht)

A traiter Oignons (Allium cepa) –
ALLCE
(plein air)

To be treated Onions (Allium cepa) – ALLCE
(outdoor)

Stadium BBCH 12-80 Stade BBCH 12-80 Stage BBCH 12-80
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
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Vijand Uievlieg - Hylemyia antiqua
(Delia antiqua) - HYLEAN

Ennemis Mouche de l’oignon (Hylemyia
antiqua (Delia antiqua) -
HYLEAN

Enemy Hylemyia antiqua (Delia
antiqua)- onion fly -
HYLEAN

Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Bosuien/lente-ui (Allium fistulosum/
A. cepa) – ALLFI/ALLCE
(openlucht)

A traiter Oignons de printemps (Allium
fistulosum/ A. cepa) –
ALLFI/ALLCE
(plein air)

To be treated Spring onions (Allium
fistulosum/ A. cepa) –
ALLFI/ALLCE
(outdoor)

Stadium BBCH 12-80 Stade BBCH 12-80 Stage BBCH 12-80
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
Vijand Trips – Thysanoptera - 1THYSO

Uievlieg - Hylemyia antiqua
(Delia antiqua) - HYLEAN

Ennemis Thrips – Thysanoptera -
1THYSO
Mouche de l’oignon (Hylemyia
antiqua (Delia antiqua) -
HYLEAN

Enemy Thrips – Thysanoptera -
1THYSO
Hylemyia antiqua (Delia
antiqua)- onion fly -
HYLEAN

Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Te behandelen Prei (productieveld) (Allium porrum)
– ALLPO
(openlucht)

A traiter Poireau (champ de production)
(Allium porrum) – ALLPO
(plein air)

To be treated Leek (production field) (Allium
porrum) – ALLPO
(outdoor)

Stadium BBCH 12-80 Stade BBCH 12-80 Stage BBCH 12-80
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
Vijand Trips – Thysanoptera - 1THYSO Ennemis Thrips – Thysanoptera -

1THYSO
Enemy Thrips – Thysanoptera -

1THYSO
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days
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Te behandelen Prei (zaaibed) (Allium porrum) –
ALLPO
(openlucht)

A traiter Poireau (pépinière) (Allium
porrum) – ALLPO
(plein air)

To be treated Leek (sowing bed) (Allium
porrum) – ALLPO
(outdoor)

Stadium BBCH 12-80 Stade BBCH 12-80 Stage BBCH 12-80
Wachttijd 14 dagen Délais 14 jours Waiting period 14 days
Vijand Trips – Thysanoptera - 1THYSO Ennemis Thrips – Thysanoptera -

1THYSO
Enemy Thrips – Thysanoptera -

1THYSO
Dosis 0,75 l/ha Dose 0,75 l/ha Rate 0,75 l/ha
Aantal
toepassingen

1-2 toepassingen met een interval van
7 dagen

Nombre de traitements 1-2 applications à l’intervalle de 7
jours

Number of
applications

1-2 applications with an interval
of 7 days

Advice of the expert concerning biology:
/

4. RESIDUS

4.1.  End points

Active substance Cyantraniliprole (= Cyazypyr)
ADI (mg/kg bw/d) + source (Review report or JMPR*) 0,01 mg/kg bw per day - Reg. (EU) No 2016/1414
ARfD (mg/kg bw) + source (Review report or JMPR*) Not applicable - Reg. (EU) No 2016/1414
Residue definition for products of plant origin + tested crop category
Residue definition for products of animal origin + tested animals
*see doc. 3010 at the following internet address: http://europa.eu.int/comm/food/plant/protection/evaluation/index_en.htm

4.2. MRL's setting

Products of plant origin
Crop Existing EU

MRL (mg/kg) +
Directive EC

Existing
Belgian
MRL

(mg/kg)

Proposed
MRL

(mg/kg)

Proposed critical GAP
(application rate s.a. kg/ha,

application number, PHI or crop
growth stage)

Residue trials complying with the critical GAP
(number, north/south/indoor) or extrapolation

(guideline reference)

Argumentation or
study reference

(tile, author, year,
ref n° applicant,

ref n° lab).
GLP: Y/N

Strawberries 0,5 mg/kg 0,075 kg as /ha, Gap is supported by the MRL Sent by Dupont
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015200 2 applications,
PHI: 1 day

BBCH 12-89

Zonal dossier
number: N29321

Broccoli
0241010

2 mg/kg 0,075 kg as /ha,
2 applications,

PHI: 7 days
BBCH 12-49

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Cauliflower
021020

2 mg/kg 0,075 kg as /ha,
2 applications,

PHI: 7 days
BBCH 12-49

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Brussels
sprouts

0242010

2 mg/kg 0,075 kg as /ha,
2 applications,

PHI: 7 days
BBCH 12-49

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Head cabbage
0242020

2 mg/kg 0,075 kg as /ha,
2 applications,

PHI: 7 days
BBCH 12-49

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Kohlrabi
0244000

2 mg/kg 0,075 kg as /ha,
2 applications,

PHI: 7 days
BBCH 12-49

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Swedes
0213100

0,05 mg/kg 0,060 kg as /ha,
2 applications,
PHI: 14 days
BBCH 11-89

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Turnips
0213110

0,05 mg/kg 0,060 kg as /ha,
2 applications,
PHI: 14 days
BBCH 11-89

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Onions
0220020

0,05 mg/kg 0,075 kg as/ha,
2 applications
PHI: 14 days
BBCH 12-80

Gap is supported by the MRL Sent by Dupont
Zonal dossier

number: N29321

Spring onions
0220040

8 mg/kg 0,075 kg as/ha,
2 applications
PHI: 14 days

Gap is supported by the MRL Zonal dossier
number: N29321
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BBCH 12-80
Leek

(production
field)

0270060

0,6 mg/kg

SANTE/12049/
2017

0,075 kg as/ha,
2 applications
PHI: 14 days
BBCH 12-80

Gap is supported by the MRL
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2

018.5124/epdf

Zonal dossier
number: N29321

Leek (sowing
bed)

0270060

0,6 mg/kg

SANTE/12049/
2017

0,075 kg as/ha,
2 applications
PHI: 14 days
BBCH 12-80

Gap is supported by the MRL
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2

018.5124/epdf

Zonal dossier
number: N29321

Products of animal origin
Product Existing EU

MRL (mg/kg) +
Directive EC

Existing
Belgian
MRL

(mg/kg)

Proposed
MRL

(mg/kg)

Tested
animal

Argumentation or study reference (tile, author, year, ref n° applicant, ref n° lab).
GLP: Y/N

Cyantraniliprole
Pesticide residues and maximum residue levels (mg/kg)

(*) Indicates lower limit of analytical determination

Pesticides - Web Version - EU MRLs (File created on 14/03/2017)

Code
number

Groups and examples of individual products to which the MRLs
apply (a) SANTE/12049/2017

Reg. (EU)
2017/626

0152000 .       (b) strawberries 0.5 0.5
0213100 .           Swedes/rutabagas 0.05 0.05
0213110 . Turnips 0.05 0.05
0220020 .           Onions 0.05 0.05
0220040 .           Spring onions/green onions and Welsh onions 8.0 8.0
0241000 .       (a) flowering brassica 2 2
0241010 .           Broccoli 2 2
0241020 .           Cauliflowers 2 2
0242010 .           Brussels sprouts 2 2
0242020 .           Head cabbages 2 2
0244000 .       (d) kohlrabies 2 2
0270060 . Leeks 0.6 0.01

Page 419 of 754



18_02_08_120d_cyantraniliprole (Benevia)_PV1009 31/45

Legislation :
SANTE/12049/2017

0270060 : Leek
MRL applicable until 30 June 2021, after that date 0,01 (*) mg/kg will be
applicable unless modified by a Regulation.

Advice of the expert concerning residues :
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1°) Intended uses
An authorization for 120 days (from15/06/2018 till 15/10/2018 ) is requested for the use of cyantraniliprole on strawberries, broccoli, cauliflower, Brussels
sprouts, head cabbage, kohlrabi, swedes, turnips, onions , spring onions, Leek (production field) (see GAP table in appendix 1). Cyantraniliprole exhibits
larvicidal activity as an orally ingested toxicant by targeting and disrupting the Ca2+ balance, Second generation ryanodine receptor, Foliar and systemic
activity (Source: IUPAC).

2°) INTENDED USE GAPS
The intended use GAP are presented in appendix 1 to the current evaluation report

3°) MRL REVIEW, AND STATE OF PLAY
The article 12 review of the existing MRLs for cyantraniliprole is not yet finalized. The current MRL for cyantraniliprole on the crops under consideration is

presented in the table below.

Code
number

Groups and examples of individual
products to which the MRLs apply (a)

Reg. (EU) 2017/626
(mg/kg)

SANTE/12049/
2017

015200
Strawberries 0,5 0,5

0241010
Broccoli 2 2

021020
Cauliflower 2 2

0242010
Brussels sprouts 2 2

0242020
Head cabbage 2 2

0244000
Kohlrabi 2 2
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0213100
Swedes 0,05 0,05

0213110
Turnips 0,05 0,05

0220020
Onions 0,05 0,05

0220040
Spring onions 8 8

0270060
Leek (production field)

0.01 0,6

4°) EXISTING DATA IN SUPPORT TO THE INTENDED GAP
This 120 day authorization is needed to control Delia radicum (cabbage fly) in the production of cabbages. The request for a 120-days regulation is only for
an application before harvest of the roots on the production fields.

Comment from residue assessor: There is an ongoing application for authorization of BENEVIA and VERIMARK containing cyantraniliprole in BE but the
evaluation is not yet finalized. However the BE residue assessor has finalized his (her) evaluation and recommendation is for the authorization of the intended
use.

In support to the application, the BE third submitted a residue supervised trials report that contains 4 NEU field trials. The trials report was obtained from the
owner of the product BENEVIA. For more detail it is referred to the report of DF on both BENEVIA and VERIMARK (see Report
N29321_1004.04.02_BEN_RES-var_df and N29359_1008.03.03_VER_RES-var_df).

5°) EVALUATION
5.1)° Strawberries and cabbages (broccoli, cauliflower, Brussels sprouts, head cabbage)
The intended use has been already evaluated by BE residue assessor. The authorization of the intended uses are recommended (see comment in section 4). The
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intended use is covered by the evaluation conducted for the core dossier of Benevia (see Report N29321_1004.04.02_BEN_RES-var_df and
N29359_1008.03.03_VER_RES-var_df).

5.2°) Leek (see EFSA Journal 2018;16(1):5124)
On the basis of the data and information available from the above mention EFSA RO, the use of cyantraniliprole on leek according to intended use GAP is
recommended. The RO was issued in support to an application for the raising of the MRL (from 0.01* to 0.6 mg/kg. The new proposed MRL is voted and still
to entry in force by August 2018.

5.3°) Spring onion (stem vegetable)

The residue behaviour can be extrapolated from leek to the spring onion. The current MRL for cyantraniliprole on spring onion is 8 mg/kg whereas the voted
MRL for cyantraniliprole on leek is 0.6 mg/kg. Then the use of the product accord to the same GAP as leek would unlikely lead to incompliance the MRL of 8
mg/kg

5.4°) Onion dry harvested

Nine NEU residue trials submitted by DUPONT are available for the support of the use and  are summarized below.
All trials were carried out with a more critical GAP (2 x 100 g a.s./ha; PHI = 14d) than the intended GAP but within the allowed 25% deviation.
The following levels of parent cyantraniliprole were detected in onions (dry) at a PHI of 14 days:
0.007; <0.003; 0.014; <0.003; <0.003; <0.003; <0.003; <0.003; 0.007
Based on these results, the OECD-calculator proposes a MRL of 0.02 mg/kg (STMR = 0.003 mg/kg;  HR = 0.014 mg/kg).
The current MRL of 0.05 mg/kg. the use is recommended.

5.5°) kohlrabi, swedes, turnips (Root & tuber vegetables) (see EFSA Journal 2015;13(10):4263)
On the basis of the data and information available from the above mention EFSA RO, the use of cyantraniliprole on leek according to intended use GAP is
recommended.
The EU GAPs result in a lower MRL proposals on carrots (0.03 mg/kg) and on the “Other root and tuber vegetables” crops (0.02 mg/kg) than the CXL of 0.05
mg/kg transposed in Reg. (EU) 2015/845. The intended use is recommended.

6°) CONCLUSION:
- On the basis of the available data and information, it is likely that the intended use of cyantraniliprole in/on strawberries, broccoli, cauliflower,
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Brussels sprouts, head cabbage, kohlrabi, swedes, turnips, onions, spring onions is unlikely to lead to incompliance of the current MRL (2 mg/kg) for
cyantraniliprole on these cabbages.

- For leek (production field) a new MRL of 0.6 mg/kg for accommodation of the use has been voted but sill to entry in force. However, it comes to us
that the time elapsing from voting to publication of the kind of MRL is about 4 month to which 20 days must be added before entry in force (almost
by August 2018). Then, seeing the period foreseen for the use and the vegetation period of leek it likely that the voted MRL will entry in force prior to
harvest. The new MRL would likely be in force by August 2018. The above explained aims at helping the Committee for decision making. Decision is
up to the Committee

Advice:

- Positive for strawberries, broccoli, cauliflower, Brussels sprouts, head cabbage, kohlrabi, swedes, turnips, onions and spring onion

- To be discussed for leek (see above the comment from Evaluator)

5. FATE AND BEHAVIOUR

Advice of the expert concerning fate and behaviour:

18_02_08, DUPONT BENEVIA (…../B)
Insecticide, SE, 100 g/L cyantraniliprole
Application for authorisation for 120 days (Art. 53 – Emergency situations in plant protection products –
Regulation 1107/2009).

Use applied for :
Crop Application

number
Application rate
(L product/ha)

Application rate
(g a.s./ha)

Growth stage Interception
(%)

Strawberries
2

(7d interval)
0.75 75 BBCH 12-89 30 - 50

Cabbages
2

(7d interval)
0.75 75 BBCH 11-89 25 - 40

Onions 2 0.75 75 BBCH 12-80 10 - 25
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(7d interval)

Evaluation:
The EFSA Scientific Report for cyantraniliprole (EFSA journal 2014;12(9):3814) is considered to provide the
relevant review information or reference to where such information can be found.

PEC in soil
The nectarines, citrus and olives calculation considered during the assessment for Annex I inclusion is sufficient
to address the proposed uses on strawberries, cabbages and onions at a lower application rate of only 2 x 75 g
a.s./ha.

Application data Crop: nectarines, citrus and olives (worst-case GAP)
Depth of soil layer:  5 cm.
Soil bulk density:  1.5 g/cm3
% plant interception: 0% assumed as a conservative first tier
Number of applications: 1
Application rate: 300g as/ha (GAP of 2 x 150 g a.s./ha modeled
as a single application event)

Actual PECsoil 0.400 mg/kg (parent)
Accumulated PECsoil 0.449 mg/kg (parent)

0.217 mg/kg (IN-JCZ38)
0.414 mg/kg (IN-JSE76)
0.049 mg/kg (IN-K5A79)
0.383 mg/kg (IN-PLT97)
0.914 mg/kg (IN-J9Z38)
0.094 mg/kg (IN-K5A77)
0.567 mg/kg (IN-K5A78)
0.204 mg/kg (IN-QKV54)
0.139 mg/kg (IN-RNU71)

PEC in groundwater
Reference is made to the previous risk assessment performed in the framework of the authorisation process for
the product ‘Benevia’ (PV1004r, R_17_04_02, N29321 Benevia).

The predicted environmental concentrations in ground water (PECGW) have been calculated for the critical use
patterns of the risk envelope, using FOCUS PEARL v4.4.4. Appropriate application dates have been chosen
(first application 10 days after emergence/transplantation for all crops) and the EU agreed endpoints were used.
Photodegradation and degradation other than photodegradation have been simulated separately as two different
pathways.

The maximum PECGW values obtained in the scenarios relevant for Belgian conditions (Châteaudun, Hamburg,
Kremsmünster and Okehampton) are summarised below.
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The maximum 80th percentile PECgw values (µg/L) of Cyantraniliprole and its metabolites
Cyantraniliprole IN-JCZ38 IN-JSE76 IN-K5A79 IN-PLT97 IN-J9Z38

2 x 75 g a.s./ha 0.045 (tier-2)* 0.007 16.279 3.244 0.694 0.003
* Tier 2 groundwater assessments used the following regression to estimate soil specific degradation rates of cyantraniliprole : DT50 = -21.268 *
pH(water) + 186.36

The maximum 80th percentile PECgw values (µg/L) of Cyantraniliprole and its metabolites – continued
IN-K5A77 IN-K5A78 IN-M2G98 IN-NXX70 IN-RNU71 IN-QKV54

2 x 75 g a.s./ha < 0.001 0.587 2.347 0.060 0.097 0.053

The PECGW values obtained for cyantraniliprole are below 0.1 µg/L at tier-2, but some uncertainty remains
regarding the leaching potential of cyantraniliprole when vulnerable aquifers are overlaid by predominantly
acidic soils. A data gap on DegT50 values in the soil pH(water) range 4.8-5.9 has been identified during the EU
review since degradation is expected to be slower in acidic soils. Therefore, a risk of groundwater contamination
with cyantraniliprole cannot be excluded for applications on soils with pH < 6.

PECGW values > 0.1 µg/L are predicted for metabolites IN-JSE76, IN-K5A79, IN-M2G98, IN-PLT97 and IN-
K5A78. A relevance assessment according to SANCO/221/2000 rev. 10 has been performed for these
metabolites. A trigger values in groundwater of 10 µg/l for each of these five metabolites were previously
agreed for Belgium. For metabolite IN-JSE76, PECGW values > 10 µg/L are predicted for the intended use.
Nevertheless, the simulations are based on lab data. The comparison of the maximum occurrences in lab and
field studies indicates that lower formation fractions can be expected under field conditions. It is therefore
likely that the simulations overestimate the PECGW values of IN-JSE76 and that the 10 µg/L trigger will not be
exceeded in field conditions.

PEC in surface water and sediment
Reference is made to the previous risk assessment performed in the framework of the authorisation process for
the product ‘Benevia’ (PV1004r, R_17_04_02, N29321 Benevia).

The predicted environmental concentrations in surface water (PECSW) and sediment (PECSED) have been
calculated for the critical use patterns of the risk envelope according to the FOCUS Surface Water
recommendations, taking into account substance entry via spray-drift, run-off and drain flow.

The results of the simulations are summarised in the tables below.

Summary of the minimum assessment tier and level of risk mitigation required to achieve a PECsw value below the
RAC of 1 μg/l

scenario 2 x 75 g a.s./ha
PECsw
(μg/l)

Assessment tier and mitigation
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D3 ditch 0.476 Step 3
D4 pond 0.671 Step 3
D4 stream 1.058 Step 3
R1 pond 0.214 Step 3
R1 stream 0.915 Step 4 (10m BZ + VFS)

Summary of the minimum assessment tier and level of risk mitigation required to achieve a PECsed value below the
RAC of 2.41 μg/kg

scenario 2 x 75 g a.s./ha
PECsed
(μg/kg)

Assessment tier and mitigation

D3 ditch 0.173 Step 3
D4 pond 1.939 Step 3
D4 stream 1.862 Step 3
R1 pond 0.436 Step 3
R1 stream 0.640 Step 3

Summary of maximum PECsw (µg/L) values for the metabolites of cyantraniliprole (Step 2)
Substance IN-J9Z38 IN-K5A77 IN-JCZ38 IN-JSE76 IN-K5A79 IN-K5A78
2 x 75 g a.s./ha 0.591 0.119 2.182 3.697 0.720 1.387

Summary of maximum PECsw (µg/L) values for the metabolites of cyantraniliprole (Step 2) – continued
Substance IN-PLT97 IN-RNU71 IN-QKV54 IN-NXX70 IN-M2G98
2 x 75 g a.s./ha 0.867 1.002 0.425 0.338 0.150

Advice concerning the registration certificate :
A use restriction to soils with pH ≥ 6 should be mentioned (leaching of cyantraniliprole into groundwater in
concentrations above 0.1 µg/L cannot be excluded when the product is used on soils with pH < 6).

Global advice concerning the application : Positive

6. ECOTOXICOLOGY

Advice of the expert concerning ecotoxicology:
Insecticide, OD (Oil Dispersion), 100 g / L cyantraniliprole, professional use

Background:
Application for a 120d emergency authorisation of BENEVIA. The RR of UK (June 2017) is available at CIRCABC (Cyantraniliprole registration FINAL 1107 Benevia Du
Pont UK 2017-06-23.zip). CLP proposal is available in the dRR Part A.
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The product contains the active substance cyantraniliprole, which is authorised at EU level till 14/sep/2026. An EFSA conclusion (EFSA Journal 2014;12(9):3814) is
available. BENEVIA was the representative formulation during the EU review of cyantraniliprole.

Uses applied for in BE:

Crop BBCH
Max. application rate

(L product/ha)
Max. Application rate

(g a.s./ha)
Number of

applications

Min interval
time (d)

Strawberries BBCH 12 - 89 0.75 L/ha 75 g a.s./ha 2 7
Cauliflower, Broccoli,
Head cabbage, Brussels
sprouts, Kohlrabi

BBCH 12 - 49 0.75 L/ha 75 g a.s./ha 2 7

Turnip, Swedes BBCH 11 - 89 0.6 L/ha 60 g a.s./ha 2 10
Onions, Spring onions,
Leek

BBCH 12 – 80 0.75 L/ha 75 g a.s./ha 2 7

All requested uses are similar to / are covered by the uses requested for the zonal authorisation of the formulation BENEVIA (OJ1004). Reference can be made to the ecotox
evaluation for the zonal approval.

Ecotox evaluation:
BIRDS

- The risk assessment for effects on birds has been performed in accordance with the recommendations of the “Guidance Document on Risk Assessment for Birds and
Mammals (EFSA Journal 2009; 7(12):1438).

Acute and long-term risk assessment
- Since the short-term endpoint (> 1343 mg/kg bw) is lower than the acute endpoint (> 2250 mg/kg bw), the short-term endpoint will be used in the acute risk

assessment (according to the EFSA guidance).
- Both the acute and long-term TER values are above the trigger value of respectively 10 and 5 at the screening assessment step. The risk on birds is considered to be

acceptable.
- No major metabolites were identified in the rat and poultry metabolism studies.
- Since Benevia is a single active substance formulation, risk for the formulation can be considered covered by the active substance.

Secondary poisoning and bioaccumulation
- As the Log Pow of cyantraniliprole  is 1.97 < 3, no risk for bioaccumulation and secondary poisoning need to be considered.

Drinking water risk assessment
- The risk to birds from drinking water that may contain residues from the use of the product at a maximum dose rate of 0.75 L/ha is acceptable according to both the

puddle and leaf scenario. All other crops with a lower dose rate are also covered.

MAMMALS
- The risk assessment for effects on mammals has been performed in accordance with the recommendations of the “Guidance Document on Risk Assessment for Birds

and Mammals (EFSA Journal 2009; 7(12):1438).
Acute and long-term risk assessment
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- The acute TER values are above the trigger value of 10 at the screening assessment step, indicating an acceptable acute risk to mammals.
- The experts at the Pesticides Peer Review Meeting 115 (May 2014) agreed to use the lower endpoint of 25 mg a.s./kg bw per day from the rabbit developmental

study as relevant for the mammalian long-term risk assessment.
- The long-term TER values are above the trigger value of 5 at the screening assessment step, indicating an acceptable chronic risk to mammals.
- No major metabolites were identified in the rat and poultry metabolism studies.
- Since Benevia is a single active substance formulation, risk for the formulation can be considered covered by the active substance.

Secondary poisoning and bioaccumulation
- As the Log Pow of cyantraniliprole  is 1.97 < 3, no risk for bioaccumulation and secondary poisoning need to be considered.

Drinking water risk assessment
- The risk to mammals from drinking water that may contain residues from the use of the product at a maximum dose rate of 0.75 L/ha is acceptable according to the

puddle scenario. All other crops with a lower dose rate are also covered.

AQUATIC ORGANISMS
- The risk assessment for aquatic organisms has been conducted according to the Guidance on tiered risk assessment for plant protection products for aquatic

organisms in edge-of-field surface waters (EFSA Journal 2013;11(7):3290).
- For the active substance cyantraniliprole, the most sensitive species are Daphnia and Chironomus. The other organism groups like fish, algae and macrofyt are at

least 100x less sensitive.
- Acute and chronic fish, algae and Lemna are all acceptable at FOCUS Step 3.
- For all uses, the risk for acute Daphnia remains unacceptable at FOCUS Step 3. As a refinement for the acute Daphnia, the applicant calculated the HC5 value (15.64

µg a.s. /L) which is acceptable at FOCUS Step 3. For chronic Daphnia and Chironomus, the risk remains also unacceptable at FOCUS Step 3. If a 10m vegetated
buffer strip is considered, the risk to aquatic organisms becomes acceptable.

Metabolites
- Only endpoints with Daphnia are available. All metabolites are at least 10x less sensitive than the active substance and all metabolites are acceptable at FOCUS Step

2. The most sensitive species for the active substance is Chironomus (10 µg/L   ; Daphnia: 20 µg/L). According to the aquatic guidance document, as a worst case
scenario, the endpoint of the active substance divided by 10 should be used for the metabolites. Using the a.s. endpoint/10, the risk is considered acceptable for Fish,
Algae and Lemna. Using an endpoint of 1 µg/L for Chironomus the TER values are still below the trigger value of 10 indicating an unacceptable risk. In addition,
according to fate, the metabolites IN-JSE76, IN-K5A78, IN-K5A79, IN-PLT97 and IN-M2G98 can occur in groundwater. With a PEC value of 10µg/L the risk
remains unacceptable as well for these metabolites. However, considering that the metabolites are 10x more toxic then the active substance is very worst case. The
data for the metabolites on Daphnia show that the metabolites are at least 10x less sensitive than the active substance. In addition the EFSA conclusion states that no
‘ecologically relevant’ metabolites were noted in the Annex I evaluation. Therefore, the risk for the metabolites is considered covered by the active substance and is
considered acceptable.

Secondary poisoning
- Since the LogPow of cyantraniliprole is 1.97 and the BCF < 1, no risk for secondary poisoning need to be considered.

Risk Mitigation Measures for aquatic organisms:
All uses: a vegetative buffer zone of 10m is necessary. In Belgium, instead of a "vegetative buffer zone" for a specific use, a no-spray buffer is mentioned for a specific use
and the SPe2 phrase that applies for the whole GAP is mentioned on the registration certificate.
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BEES
- The risk assessment for bees has been conducted according to the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002).
- At Tier 1, all HQorale and HQcontact values are highly above the trigger value of 50 for the active substance cyantraniliprole, indicating a possible risk to bees. Studies with

the formulation have been performed for the active substance approval. Both HQorale and HQcontact are above the trigger value for the uses with an application rate of 75
and 60g a.s. / ha. Although the derived oral and contact LD50 values from studies with the technical active substance are lower than that with the OD formulation, the
derived active substance endpoints are both ‘greater than’ values - based on mortality effects of less than 50% in the study (ref. Section IIA 8.7.1/02 of Volume 3 DAR
dated April 2014).  Taking this into account it is considered more appropriate to base the risk assessment on the results of the OD formulation studies – in which high
levels of mortality were reported in the highest tested oral and contact toxicity test doses - enabling more precise LD50 values to be derived (ref. Section IIA 8.7.1/02 of
Volume 3 DAR dated April 2014). Further refinement is therefore required for all uses.

- No new bee toxicity studies additional to that considered in the Annex I evaluation for cyantraniliprole have been reported and therefore the bee risk assessment has been
largely based on the conclusions reached in the Annex I evaluation.

- Use as a vegetal crop spray poses a risk to bees when present in the crop at the time of treatment. Low residual activity has been demonstrating (short-term duration),
indicating that a low risk to bees can be expected if application are made when bees are not actively foraging (avoid application when the bees are foraging on flowering
weeds).

- The zRMS considers the requested crop uses not to pose a greater risk to bees than those considered in the Annex I evaluation (also lower maximum dose). Therefore,
the conclusions of the Annex I evaluation for field use also apply for the uses requested for Benevia: treatment must not be made when bees are present in the crop
(either foraging on the crop or flowering weeds). Also, with respect to use during flowering, only a single application may be made at this time and this only ‘after daily
bee flight’.

Risk Mitigation Measures for bees: the following risk mitigation measures are needed for all uses:
- SPe8: Dangerous to bees. To protect bees and pollinating insects do not apply to crop plants when in flower or when flowering weeds are present. Do not use when bees

are actively foraging. The product must therefore be applied early in the morning or late in the evening.
- Other mentions: A maximum of two applications per crop to be applied, with a maximum of one application during flowering and this only after daily bee flight.

NON-TARGET ARTHROPODS OTHER THAN BEES
- The risk assessment for NTA has been conducted according to the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002) and to the Guidance

Document on regulatory testing and risk assessment procedures for plant protection products with non-target arthropods (ESCORT 2, Candolfi et al., 2000).
- Studies with the formulated product were used to test the effects on NTA rather than the active ingredient.
- For the representative species Aphidius rhopalosiphi, both the HQin-field and HQoff-field are highly above the trigger value of 2 for all representative uses, indicating an

unacceptable risk for non-target arthropoda. On the other hand, all HQin-field and HQoff-field values for Typhlodromus pyri are below the trigger value. The risk is considered
acceptable for T. pyri at Tier1.

- Additional extended laboratory tests were submitted for A. rhopalosiphi and the two additional species Chrysoperla carnea and Coccinella septempunctata. A.
rhopalosiphi was the most sensitive species compared to C. carnea and C. septempunctata. Both the in-field and off-field risk are acceptable for C. carnea without the
need of mitigation measures. For C. septempunctata, only the off-field risk was acceptable for all requested uses. An aged residue study with C. septempunctata larvae
exposed to 14 and 28 days aged residues on bean leaves following application at 2 x 100 g a.s. / ha and a 7 day spray interval, showed a reduction of 66.7% mortality to
2.6% mortality in 2 weeks demonstrating a potential for recovery.
For the refined risk assessment of A. rhopalosiphi, several extended lab studies and semi-field studies were submitted. The extended lab studies DP25528 and
DP28801both had a similar methodology, but the endpoints differed greatly ( > 5 times). The results of the 2 semi-field studies (DP28127 & DP29957) were of limited
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use because there was no mortality assessment and because of the non-optimal conditions for reproduction casting doubt on the sensitivity of the test results. For the
studies DP47092, DP47093, DP27934 & DP32636, apple leaves were used as test substrate, while for the studies DP25528, DP28801, DP28127, DP29957, DP29958,
DP26915 and DP28802 barley seedlings were used. The applicant proposed the use of the ER50 > 19.5 g a.s./ha for the risk assessment, which was derived from an
extended lab study (DP32636) conducted with apple leaves and with the SE formulation (supported by the applicant due to no significant formulation related effects,
based on Tier 1 glass plate tests). The zRMS does not agree with the endpoint proposed by the applicant for several reasons. Firstly, formulation related effects may not
be apparent in glass plate tests and therefore the use of an LR50 based on a SE-formulation doesn’t seem appropriate. Secondly, the substrate used in this study are
detached apple leaves, while A. rhopalosiphi is a parasitoid of cereal aphids and apple is not a crop requested in the GAP, questioning the use of apple leaves.
Furthermore, apple leaves seem less sensitive then barley seedlings since the LR50s from the extended lab and semi-field studies using apple leaves as substrate (> 19.5
– > 22.5 g a.s./ha; both OD and SE formulations ; DP47092, DP47093 and DP32636) are much higher than the LR50s from the studies using treated barley seedlings
(0.822 – 4.7 g a.s./ha ; DP25528 & DP28801). It is unclear for the zRMS as to whether the reported differences in LR50 values /sensitivity relates to the species of
treated plant as opposed to the more realistic treatment conditions. The applicant also refers to a study by Ternes et al. (2001) to demonstrate that no effects of substrate
choice on the toxicity endpoint are to be expected. This study indeed might give an indication that only little difference between substrates can be expected. However, the
species of concern, Aphidius rhopalosiphi, was not tested in combination with leaves of cereals or other similar Poaceae. Therefore, no information is available about the
behaviour of the EC50 for cereals/Poaceae compared to other plant substrates like apple leaves. Furthermore, the study itself concluded that it cannot be excluded that
studies with further plant protection products may result in other ratios between various plant substrates. Since this study didn't compare apple leaves with Poaceae (and
preferably cereals), nor did it tested the active substance cyantraniliprole or a similar active substance, it is difficult to conclude, based on this study, that no difference
would be expected between apple leaves and barley seedlings. Moreover, the studies performed for the submission of Benevia show a large difference between apple
leaves and barley seedlings, and therefore this study is not considered relevant. In addition, HSE considers exposure to adult wasps from contact with dried residues on
sprayed barley seedlings as more relevant than exposure to residues on sprayed apple leaves. Furthermore, the use of ER50 > 19.5 g a.s./ha doesn’t take into account
higher levels of selectivity to dried foliar residues reported in other extended lab residual toxicity studies. The zRMS suggests to use LR50 = 0.822 g a.s./ha (DP25528)
as previously used in the annex 1 evaluation, since not enough reasoning is given why this endpoint should be changed. This endpoint is based on the OD formulation
with barley seedlings as foliar substrate, being more relevant then apple leaves. It represent the worst case situation and also covers for reproductive effects (0.123 – 0.8 g
a.s./ha DP25528 & DP26915).

- Using the annex I endpoint LR = 0.822 g a.s./ha, all in-field HQ values (A. rhopalosiphi) are above the trigger value of 1 indicating a potential risk. However, 2 extended
lab aged foliar residue studies (DP27694: OD formulation on beans  ;  DP32636: SE formulation on apple leaves) demonstrate a potential for recovery within 2 weeks.
This is also supported by the aged residue study on C. septempunctata. All off-field HQ values are also above the trigger value of 1. The zRMS suggest a 10m bufferzone
+ 50% drift reduction for all crops. In Belgium, buffer zones are not used as a risk mitigation measure. All HQ values are still above the trigger value using the maximum
of 90% drift reduction. No acceptable risk is demonstrated.

- In addition, an aged residue study on aphid mummies parasitized by A. rhopalosiphi showed no effect on protected life stages.
- In the applicant’s risk assessment, a drift value of 7.23% for brassica vegetables was proposed. Since this drift value is for use with a vertical boom sprayer, the more

correct drift value of 2.38% for horizontal boom sprayers is used according to the requested crops.

Risk Mitigation Measures for NTA: Unacceptable risk for all uses.

EARTHWORMS, OTHER SOIL NON-TARGET MACRO-ORGANISMS & ORGANIC MATTER BREAKDOWN
- The risk assessment for earthworms has been conducted according to the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002).
- Both TERa and TERlt for earthworms are highly above the trigger value of respectively 10 and 5 for the active substance cyantraniliprole, its metabolites (IN-J9Z38, IN-
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JCZ38, IN-JSE76, IN-K5A77, IN-K5A78, IN-K5A79, IN-PLT97, IN-QKV54 & IN-RNU71). The acute and long-term risk to earthworms can be considered to be low.
- For the standard soil non-target macro-organisms Folsomia candida and Hypoaspis aculeifer the TERlt values are highly above the trigger value of 5 for the active

substance and its major metabolites, except for cyantraniliprole for Folsomia candida. However, field studies on collembolan populations indicate a potential for
recovery within 1 year. A litterbag study was also submitted for the active substance (0.035 mg a.s./kg + 300 mg a.s./ha) and metabolites. No significant effects on
decomposition were observed over the 6 month exposure period. The risk to other soil non-target macro-organisms is considered to be low.

SOIL MICROBIAL ACTIVITY
- The risk to non-target soil micro-organisms was assessed according to the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002) from tests on the

effects of nitrogen and on carbon mineralisation.
- The active substance cyantraniliprole, its metabolites (IN-J9Z38, IN-JCZ38 , IN-JSE76, IN-K5A77, IN-K5A78, IN-K5A79, IN-PLT97, IN-QKV54 & IN-RNU71) and

the formulated product showed no effects > 25% on carbon and nitrogen transformation. The risk on soil microbial activity is considered acceptable.

NON-TARGET PLANTS
- The risk assessment for non-target plants has been conducted according to the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002).
- Studies with the formulation were submitted for the annex I submission. Both vegetative vigour and seedling emergence have a TER value highly above the trigger value

of 5 at Tier 1. The risk for non-target plants is considered acceptable.
Risk Mitigation Measures for NTP: /

Advice concerning the registration certificate:

o DPD-labelling : R50/R53, N, S35, S61 (based on the toxicity endpoint for Daphnia: 48h-EC50 = 0.126
mg formulation/L)

o CLP-labelling :
- Signal Word : Warning
- GHS code : GHS09

- Hazard statements: H410 (= H400 + H410)
- EUH statements : EUH401
- Precautionary statements : P391
- RSh /SP-phrases (PPP regulation):

SP1 : Zorg ervoor dat u met het product of zijn verpakking geen water verontreinigt./ Ne pas
polluer l'eau avec le produit ou son emballage./ Do not contaminate water with the product or its
container.
SPe2: Om de waterorganismen te beschermen mag het product niet gebruikt worden op
erosiegevoelige percelen. Voor het Vlaams Gewest en het Brussels Hoofdstedelijk Gewest geldt dit
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voor percelen geklasseerd als "sterk erosiegevoelig". Voor het Waals Gewest komt dit overeen met
percelen geïdentificeerd met een R-code. Indien voorzorgsmaatregelen tegen erosie zoals vastgelegd
in de gewestelijke wetgevingen toegepast werden is het gebruik wel toegestaan./ Afin de protéger
les organismes aquatiques, le produit ne peut pas être utilisé sur les parcelles sensibles à l'érosion.
Pour la Région flamande et la Région de Bruxelles-Capitale, cela vaut pour les parcelles classées
comme "sterk erosiegevoelig". Pour la Région wallonne, cela correspond aux parcelles identifiées
avec le code R. Le produit peut néanmoins être utilisé sur ces parcelles à condition que des mesures
de lutte contre l'érosion des sols telles que fixées dans les législations régionales soient mises en
œuvre./ To protect aquatic organisms do not apply to parcels sensitive to erosion. For the Flemish
region and the region of Brussels-capital, this applies to parcels classified as “sterk erosiegevoelig”.
For the Walloon region, this corresponds to the parcels identified with the code R. The product can
nevertheless be used on these parcels if measures are taken against soil erosion such as fixed in the
regional legislations.
SPe3: Om in het water levende organismen te beschermen mag u in een bufferzone ten opzichte van
oppervlaktewater niet behandelen (zie risicobeperkende maatregelen)./ Pour protéger les organismes
aquatiques, respecter une zone non traitée par rapport aux eaux de surface (voir mesures de
réduction du risque)./ To protect aquatic organisms respect an untreated buffer zone to surface water
(see risk mitigation measures).
SPe3: Om niet tot de doelsoorten behorende geleedpotigen/insecten te beschermen, dient u een
verplicht minimum percentage driftreductie toe te passen (zie risicobeperkende maatregelen)./ Pour
protéger les arthropodes/insectes non-ciblés appliquer obligatoirement un pourcentage minimum de
réduction de la dérive (voir mesures de réduction du risque)./ To protect non-target
arthropods/insects respect a minimum drift reduction percentage (see risk mitigation measures).

SPe8: Gevaarlijk voor bijen. Om de bijen en andere bestuivende insecten te beschermen mag u dit
product niet gebruiken op in bloei staande gewassen of in de buurt van in bloei staand onkruid.
Gebruik dit product niet op het ogenblik dat de bijen actief naar voedsel zoeken. Het product moet
dus toegepast worden vroeg in de morgen of laat in de avond./ Dangereux pour les abeilles. Pour
protéger les abeilles et autres insectes pollinisateurs, ne pas appliquer durant la floraison de la culture
ou lorsque des adventices en fleur sont présentes. Ne pas utiliser au moment où les abeilles sont
activement à la recherche de nourriture, appliquer donc le produit tôt le matin ou tard le soir./
Dangerous to bees. To protect bees and pollinating insects do not apply to crop plants when in
flower or when flowering weeds are present. Do not use when bees are actively foraging. The
product must therefore be applied early in the morning or late in the evening.

- Other mentions : /
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- Hazard determining component(s) co-formulants* for labelling (Art.18 §3b CLP (EC)
1272/2008)(only for toxicology):/

- Source of CLP classification : Based on the summation method (see evaluation zonal authorisation
for details).

o Risk mitigation measures:
Use NL FR EN
All uses Unacceptable risk Unacceptable risk Unacceptable risk

Global advice concerning the application: Negative

Conditions for authorisation:
An unacceptable off-field risk is identified for non-target arthropods for all requested uses. The proposed endpoint of ER50 > 19 g a.s./ha (derived from an extended lab study
(DP32636) conducted with apple leaves and the SE formulation) is rejected because of several reasons mentioned above. Using the more relevant annex 1 endpoint LR50 =
0.822 g a.s./ha (based on the OD formulation with barley seedlings), the off-field risk remains unacceptable. Further refinement is required.
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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 28 May, a public hearing with five invited
parties on “EU authorisation procedure for pesticides - Authorisation of plant protection
products by Member States” will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered in writing
by 26 June 2018, 12.00 h.

ANSWERS BY THE SPANISH MINISTRY
OF AGRICULTURE, FISHERIES AND FOOD

For all experts:

1. According to the Myers et al statement of concern regarding concerns over use of
glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19,
regulators have not incorporated peer-reviewed and publicly available research on the
risks of glyphosate because it ‘often uses standards and procedures to assess quality
that are different from those codified in regulatory agency data requirements, which
largely focus on avoiding fraud.’

 In your view, are current regulations on the use of evidence in pesticides risk
assessments by EU agencies adequate?

Yes it is

 Do they allow for the consideration of all relevant information including for the
consideration of scientific uncertainty?

Yes it does

2. Is the separation between the risk assessment of active substances and plant protection
products as currently established under Regulation 1107/2009 the best way to assess
risks of pesticides to public health and the environment?

From our point of view this separation is correct.

 Should EU regulators including the risk assessors rather evaluate the safety of the
end products given that glyphosate-based herbicides are said to be ‘more potent, or
toxic, than glyphosate alone to a wide array of non-target organisms’ and that ‘risk

Page 435 of 754



2

assessments that are based on studies quantifying the impacts of glyphosate alone
underestimate both toxicity and exposure, and thus risk.’?1

The safety of the end product should be done at zonal level, and the risk management
shall be considered by each competent authorithy of Member State for doing this the
national conditions must be taken into account. An EU review of the plant protection
products do not allow to consider all the national conditions. The evaluation of the plant
protection products does not underestimate the risk since it is based in studies
performed with the PPP when the PPP is more toxic than the active substance.

3. What could be improved in the approval system of final plant protection products on
EU level and national level?

More harmonisation among the evaluations of the Member States (for example: in our
point of view the Article 36.3 is not consistent with zonal evaluation), moreover some
clarifications would be welcome (for example: the scope of the regulation it is not clear
enough [monitoring devices, physical barriers, fertilizers, etc.])

4. Do you consider the zonal system to be fit for purpose generally? What are its
advantages and shortcomings compared to a centralised EU authorisation system for
plant protection products? Do you have general recommendations on how to improve
the zonal system? Would you advocate for a centralised EU system instead?

Spain consider that zonal system is a good system.

The main advantage of the zonal system is that authorisations issue at national levels
are more adapted to the conditions and requirements of each Member State, and the
system is more flexible for answering agricultural requirements of each Member State.

For improving the zonal system more harmonization is needed, the evaluations carried
out in all Member States must be fulfilled with the same criteria.

5. How do you assess the level of harmonisation of methodologies, models and specific
application conditions between Member States of the respective zones? Where do you
think more harmonisation is needed, where is it necessary to maintain flexibility for
Member States?

In the last years we have improved a lot and we keep on improving year by year, from
our point of view we miss a permanent secretariat for the south zone, in our opinion this
secretariat would improve a lot the harmonization of the evaluations among Member
States.

From our point of view the harmonization must be improved at evaluation level and the
flexibility for issue the authorisation by Member State must be maintained.

1 Myers et al, Environmental Health (2016) 15:19.
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6. What provisions are in place to facilitate work sharing between Member States of each
zone? How can work sharing be improved? What has proven to be best practices?

South Zone Member States have developed a harmonization guideline (including
National Requirements for each evaluation area), although this work is good from our
point of view it is not enough and a Secretariat for each zone must be established

7. From your experience, how can the compliance with legal deadlines be improved?

From our point of view is clear that these deadlines must be increased.

The current deadlines established legislation introduce a lot of stress in the system and
threaten the quality of the evaluation procedure.

8. Beyond further harmonisation of methodologies, models and application conditions,
how can the functioning of mutual recognition be improved?

Increasing the harmonization among evaluation procedures at Member States level. If
the harmonization in the risk assessment and risk management is increased at Zonal
level we will increase the efficiency of the Mutual Recognition system. Availability of
harmonized registration reports is a bottle neck for the mutual recognition this is
applicable to PPP authorised under Directive 91/414/EC

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/audits-
analysis/overview_reports/details.cfm?rep_id=108) which has found that some Member
States fully or partially re-evaluate applications although the majority of these
evaluations have the same or very similar outcomes, what can be done to avoid the
unnecessary duplications of evaluations?

Article 36.3 of the Regulation 1107/2009 allow Member States for re-evaluating those
application, therefore if the evaluation criteria at EU level were fully harmonised this
article would not have sense.

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 has
raised concerns about the protection of health and the environment. Could you explain
what has led to this increase?

The application of the Uniform Principles of the Directive 91/414 and the non-renewal
of a great amount of active substances in the last years, have decreased the number of
PPPs in the EU market, therefore the number of tools for fighting pest (in phytosanitary
emergency situations) have been reduced, as consequence the emergency authorisations
have increased.

 Could you explain how compliance with the requirements of 1107/2009 and of its
article 53 in particular is ensured?

Normally PPPs authorised by an emergency authorizations are authorised in other
crops, in other Member States or are under evaluation procedure.

 How do you assess the health and environmental impacts of the increased use of
emergency authorisations?
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As it has been explained above, these products must be authorised in other crops, in
other Member State or must be under evaluation procedure, therefore these impacts can
be assessed.

 Could you give concrete examples of emergency authorisations (both requested and
granted) and their reasons?

You have several examples in our Website:
http://www.mapama.gob.es/agricultura/pags/fitos/registro/fichas/excel/AUTORIZACIONES+E
XCEPCIONALES+EN+VIGOR.xls

For all competent authorities:

11. Is it known what the total human exposure to glyphosate is?

 Please name all possible sources of human exposure to glyphosate, such as for
example soil, air, water, food etc. Do Maximum Residue Levels exist for all these
sources? (if so for which, for which not and why?) How is the compliance with
MRLs being controlled?

Regarding evaluation for the authorisation of a PPP at national level, all the
evaluation areas (highlighting residues, fate, toxicology, ecotoxicology and worker
and by stander exposure) take into accounts all the sources of exposure. The results
of the evaluation procedures serve for granting (or not) the authorisation of a PPP,
and guarantee that a PPP which is marketed in EU is safe for human health and for
the environment. Authorisation conditions of PPPs are controlled by several official
control programs.

The MRLs are established by the Regulation 396/2005, the compliance with this
MRLs are control at Member State level, the results of these controls in Spain can be
consulted in the Website of the Competence Authority for undertaking these
controls:
http://www.aecosan.msssi.gob.es/AECOSAN/web/seguridad_alimentaria/subseccion
/programa_control_residuos.htm

Additionally in Spain, under obligations established in the Article 68 of the
Regulation 1107/2009, put in place a surveillance program for controlling the use of
PPP. In 2017 more than 4400 controls has been undertaken and 1400 samples (under
those controls) have been taken at crop level.

Moreover huge number of samples (92.122 samples in the period 2018-2022) are
taken for monitoring and evaluating the surface water status in Spain, in each sample
23 pesticides are going to be analysed [included Glyphosate (+AMPA)], the result of
this monitoring in going to be public available in the following Website:
http://sig.mapama.es/geoportal/

 According to Myers et al the ‘risk of long term, incremental build-up of glyphosate
contamination in soil, surface water, and groundwater’2 is difficult to predict and
costly to monitor. Additionally, it is also found that there are profound gaps in
estimates of the total human exposure to glyphosate. Against this background, are

2 See Myers et al, Concerns over use of glyphosate-based herbicides and risks associated with exposures: a
consensus statement, Environmental Health (2016) 15:19.
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measurements being made in the EU of the total human exposure and are risk
assessors in the EU (including EFSA and national competent authorities) obliged to
consider it when assessing the risk posed by the use of glyphosate (both as substance
and as part of the end product) to human health?

Answer above

12. Can you please explain the process of authorisation of the placing on the market of
plant production products at the national level?

In Spain we have three evaluations bodies, which are designated by the Royal Decree
971/2014, for covering all the evaluation areas regulated under the article 29 of the
Regulation 1107/2009, after all the evaluations are carried out for each body, the
competent authority of MAPA (Ministry of Agricultural of Spain) issue (or not) the
authorisation of a PPPs.

 To your knowledge, do national risk assessments of the safety of glyphosate-based
plant-protection-products (such as e.g. Monsanto’s Round Up) exist at present?

Yes it exist, without it any product could be marketed in Spain.

 It has been explained, among others by the German BfR, that one of the differences
between the EU risk assessment of glyphosate and that of the IARC is that the latter
has evaluated not only the active substance, but glyphosate-based end products.
Given that national authorities in the EU are responsible for the authorisation of the
placing on the market of plant protection products, will national risk assessors
consider IARC’s findings on carcinogenicity? Should glyphosate-based products be
banned at the national level?

Taking into account that ECHA and EFSA have concluded that there are no
scientific evidences for considering glyphosate as carcinogenic, mutagenic or toxic
for reproduction. Competences authorities of Spain consider that there is no reason
for banning glyphosate-based products.

13. How does the mutual recognition in your zone work?

The procedure is improving year by year but sometimes (mainly owing to toxicological
issues) the article 36.3 is applied.

14. How many products have you approved through mutual recognition and how many did
you assess yourself?

47 products have been authorised through mutual recognition procedure, at least for
toxicological area all of them have been assessed.

15. For the latter, why did you conduct an own assessment for those products?

Our Competent Authority for toxicology consider that this assessment must be done
and according to Article 36.3 has legal basis for it.
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16. How do you analyse formulations?

Spain, under obligations established in the Article 68 of the Regulation 1107/2009, put
in place a surveillance program for controlling marketing of PPP. In 2016 more than
1435 controls were undertaken and 205 samples (under those controls) have been taken
in the market.

17. Proper protection of the agencies' independence is key to ensure the reliability of the
assessments. However, ever stricter rules on independence will likely result in
difficulties to recruit qualified staff for the agencies. What safeguards are in place in
your agency to achieve a fair balance between ensuring sufficient independence of the
agencies and ensuring that the staff is sufficiently familiar with and experienced in their
fields of expertise?

Royal Decree 971/2014 established the requirements that must be fulfilled by the
evaluation bodies of Spain (Article 14), and two of these requirements are:
Confidentiality of the information must be ensured and lack of conflicts of interests
must be ensured.

 What measures have proven to be best practices?

All the workers of the Evaluation Body of Spain (INIA) must sign a document of
confidentiality and lack of conflict of interests.

 Do you consider further improvements necessary and if so, how could the systems in
place be further strengthened without compromising your agencies ability to work?

Until now we consider that our system is correct, we haven´t got problems with these
matters.

18. The Commission aims to improve the transparency and risk communication to the
citizens with its proposal on the General Food Law. Does your agency currently work
on programmes to improve the transparency of your evaluation processes and/or risk
communication?

 Which measures do you consider appropriate to increase public trust in the
authorisation system for plant protection products?

All information (taking into account confidentially restrictions) must be public
available.

 Are there any best practices from your country?

Update our website as much as possible.

19. Art. 50 of the Regulation allows you to refuse or withdraw an authorisation of a PPP in
favour of an alternative.

 What proportion of all the demands of authorisations undergo the comparative
assessment?

All the authorisation procedures which involve active substances which are
candidates of substitution.
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 How many refusals and how many withdrawals, did you have in the last 10 years?

None

20. Mutual recognition in practice. How many products circulate in your own market, as a
result of the mutual recognition procedure?

Since the approval of the Regulation 1107/2009, 47 authorisation have been granted
though Mutual Recognition Procedure

 From which countries the authorisation of the majority of products originates?

Mainly France, Italy and Greece

 How many demands of mutual recognition authorisation from the same zone have
you refused?

Since the approval of the Regulation 1107/2009, 6 mutual recognition applications
have been canceled.

 On what grounds?

Discrepancy among evaluations, mainly in toxicological area.

21. In the study led by the Wageningen University “Distribution of glyphosate and
aminomethylphosphonic acid (AMPA) in agricultural topsoils of the European Union”
conducted in 11 EU countries, it is clear the link between human exposure to
glyphosate & AMPA through dust particules or drinking water resulting from water
erosion. Moreover it is also clear that the objectives of the Directive 2000/60 are
compromised.

 Do you perform any assessment on that issue when you authorise products
containing glyphosate?

The evaluation of the active substances and PPPs includes the evaluation of potential
contamination of underground waters by the active substances and/or metabolites, in
which risk evaluation for consumers is included across drinking water.

 If you had data enough, would you start a review of approval procedure pursuant to
art. 21 of the Regulation?

The procedure under Article 21 must be opened by the Commission

22. Did you have any requests for authorisations of products claiming to substitute the
products containing glyphosate? How many, when and what was the result of the
assessments?

No we haven´t got any applications of this nature.

23. The EU decided in 2016 to ban all herbicidal products that include both glyphosate and
polyethoxylated tallowamine (POE- tallowamine).

 Can you confirm that no products containing both substances are authorised
anymore in your country?
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Yes we can confirm it

 Do you still allow POE-tallowamine in other formulations?

It is consider an unacceptable co-formulant taking into account the criteria of our
Ministry of Health:

https://www.msssi.gob.es/ciudadanos/saludAmbLaboral/fitosan/prodfitosan/docs/Co
formul0416.pdf

 Have you assessed other co-formulants in formulated products?

Yes they are assessed

 Is there any other co-formulant that you consider too hazardous to authorise in plant
protection products?

Yes we have a national list of unacceptable co-formulants that can be consulted in
the link above.

24. According to EU law, applicants had to submit their requests for re-authorisation of
glyphosate-based products within three months from the date of application of the EU
decision on the glyphosate renewal, i.e. by 16 March 2018 (Article 43(2) of Regulation
(EC) No 1107/2009).

 How many applications for authorisation or re-authorisation of glyphosate-based
herbicidal products has the [national authority] received?

55 applications

 How does this compare to the number of currently authorised glyphosate-based
products?

70 products authorised

25. The EFSA Conclusion on glyphosate states that “the genotoxic potential of
formulations should be addressed”. It also states that “other endpoints should be
clarified, such as long-term toxicity and carcinogenicity, reproductive/developmental
toxicity and endocrine disrupting potential of formulations.” Given that applicants are
not required to submit any studies on the long-term health effects of formulations, how
do you assess the genotoxicity, carcinogenicity, reproductive/developmental toxicity
and endocrine disrupting potential of glyphosate-based formulations?

During the re-evaluation process under article 43 and the evaluation process under
article 33, toxicological properties of the active substances and co-formulants are taking
into account, and in case of concerns additional studies are requested.

 Will you request additional studies for that purpose?

See the answer above

 Do you believe that all national authorities will perform the assessment in the same
way?
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Yes we do

 Are there sufficient resources?

Year by year resources are increasing in Spain.

 Is there a need for specific guidance from EFSA, in your view?

Always a guidance is welcome

26. In Commission Implementing Regulation (EU) 2017/2324 on the renewal of the EU
approval of glyphosate, national authorities are asked to “pay particular attention to:

 the protection of the groundwater in vulnerable areas, in particular with respect to
non-crop uses,

 the protection of operators and amateur users,

 the risk to terrestrial vertebrates and non-target terrestrial plants,

 the risk to diversity and abundance of non-target terrestrial arthropods and
vertebrates via trophic interactions,

 compliance of pre-harvest uses with good agricultural practices”.
How do you accommodate these requests in you national re-authorisation procedure? In
particular, how will you assess the indirect effect of glyphosate-based products on
insects and birds “through trophic interactions” (fourth indent above)?
There is a specific evaluation area for assessing these matters but a specific guideline for
these evaluation would be welcome.

Are the different pre-harvest uses distinguished in the authorisation of the product?

Yes they are

How are mitigation measures tailored? Is distinction made between certain uses that are
permitted and certain uses that are not permitted? (e.g. use as desiccant pre-harvest, for
certain crops/in certain areas/only at certain distance from water bodies)

Mitigation measures are assessed in different evaluation areas, normally mitigation
measures are standardized

At a second stage, how are national authorities then ensuring that the actual product use
is compliant with the conditions in their authorisation of the product? How do they
ensure that the mitigation measures are correctly followed?

Spain, under obligations established in the Article 68 of the Regulation 1107/2009, put
in place a surveillance program for controlling the use of PPP. In 2017 more than 4400
controls has been undertaken and 1400 samples (under those controls) have been taken
at crop level.

27. The Commission has proposed that industry studies submitted to back EU assessments
of active substances should be published. Do you think it makes sense that also those
studies that are submitted to national authorities in support of national authorisation
requests should be published?

Confidentiality rights must be taken into account.
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28. Directive 2004/9/EC requires Member States to verify the compliance with GLP of any
testing laboratory within their territory claiming to use GLP in the conduct of tests on
chemicals. Member States are required to designate authorities responsible for GLP
inspections in their territory. Each year, Member States draw up a report with a list of
laboratories inspected, the date on which such inspection was carried out and a brief
summary of the conclusions of the inspections. Can you please let us know

 How many of such testing laboratories exist in your territory? How many of them
are private bodies and how many are in-house laboratories of the industry?

All authorised entities can be consulted in the following files:

https://ssweb.seap.minhap.es/almacen/descarga/envio/80726c1ff5dc428ea19eb227c4
a5f2cac4ef3e87

 How many laboratories have your Government tested in the last five years?

See files above.

 How many laboratories have been judged as non-compliant?

See
file
s above.

29. Can you please provide us with the following figures?

 How many emergency authorisations have been granted in your MS in the last five
years?

 How many of them have been granted for the whole national territory or just a part
of it?

Just a part of it

For the Belgian competent authority:

30. In what ways can the scientific guidance for conducting risk assessments be improved
in order to simplify and streamline the regulatory process? Moreover, are there plans to
move towards a harmonization of the risk assessment of plant protection product
dossiers?

31. What can be done to ensure that guidance documents – used for the interpretation of
safety studies – are fit for purpose and take into account the agricultural conditions in
the Member States? What are Member States doing to ensure that these guidance
documents are collectively applied across the different countries?

PAÍS 2013 2014 2015 2016 2017
ES (ESPAÑA) 76 91 71 63 63
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32. Product authorisation holders may request that an authorisation granted in one Member
State be recognised by another. Can you explain the different scenarios under which
mutual recognition is possible, and does EU legislation provide the possibility for a
Member State to refuse to grant it?

33. Your country voted against the renewal of the approval of glyphosate and it was one of
the biggest opponents. The approval came into force but Belgium has not used any of
the means provided by the Regulation to ban the authorisation of products containing
glyphosate. Is this because you have changed your official position?

 Did you try any of the means, e.g. not to authorise any product containing it?

 Do you consider that the existing Regulation gives concretely the possibility to the
countries who object to the authorisation of a substance to ban it from their market
and fields?

 If not, what should be improved to allow this freedom of choice to the MS?

For the Spanish competent authority

34. The Audit report of the Commission (DG SANTE/2017-6005-RS) found out that you
miss deadlines in the authorisation process regularly. Why is that?

Spain has problems for fulfilling with deadlines. In our opinion the deadlines
established in the Regulation are not realistic and compromise the quality of the
evaluation and authorisation procedure.

In any case, in the last year, the situation has improved a lot in terms of fulfilling of
deadlines.

35. The same report also found out, that even though the approval of some products have
expired, they are still on the market. What are the reasons behind it and what can the
EU change in order to help and what needs to be changed Spain?

The reason for this situation was administrative problems that already have been solved.
Currently there are no expired products in Spanish market.

36. Can the Spanish authority explain the safety criteria that must be met by an applicant in
order to receive market authorisation for a plant protection product? Furthermore, how
do Member States evaluate the toxicological and epidemiological data of co-formulants,
safeners and synergists in order to assess their adverse effects on human health and the
environment?

All products authorised in the Spanish market must fulfil the evaluation criteria
established in the article 29 of the Regulation 1107/2009. For checking these criteria in
Spain there are 7 evaluation areas (distributed in 3 evaluation bodies). The organisation
of the whole system is laid down in the Royal Decree 971/2014.
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37. Can you elaborate on the different ways in which Member State competent authorities
work together when evaluating a product authorisation application? For example, in
cases where a product contains a substance identified as a candidate for substitution, do
the national authorities conduct comparative assessments to ascertain whether the
substance warrants substitution and identify lower-risk alternatives for the same uses?

The administrative procedure for each kind of application is developped in the Royal
Decree 971/2014, all the procedures are regulated.

Also all the administrative requirements for each procedure can consulted by the
applicant in our web site:

https://sede.mapama.gob.es/portal/site/se/procedimientos-intermedio?theme_id=2

38. According to the EPRS implementation assessment of Regulation (EC) 1107/2009, the
Commission notes that Member States should improve their control and enforcement
measures, particularly for non-compliance with the conditions of use of products
adopted at the authorisation phase and in tackling illegal and counterfeit pesticides.
What is your view on this assessment, and what can be done to address these issues?

Spain, under obligations established in the Article 68 of the Regulation 1107/2009, put
in place a surveillance program for controlling marketing of PPP. In 2016 more than
1435 controls were undertaken and 205 samples (under those controls) have been taken
in the market.

In our opinion the provisions established in the article 68 should be developped, in
order to improve and to harmonize marketing and use controls of PPPs among EU.

39. The availability of plant protection products for fruits and vegetables is of vital
importance for growers across the EU. What is the Spanish Agency for Food Safety
doing to ensure the availability of plant protection products for crops that are only
grown on a small scale?

In Spain we have a specific procedure for evaluating and authorising minor uses, in the
last two years 69 authorisation for minor uses have been granted.

40. According to Regulation (EC) 1107/2009 a comprehensive review of the scientific
literature has to be submitted by industry (systematic review) and be taken into account
in the renewal assessment report (RAR) prepared by the Rapporteur Member State
(RMS). In the RAR of chlorpyrifos the applicant did not carry out a systematic review
on the published scientific peer-reviewed literature. For example, only 12 publications
on endocrine disruptive properties of chlorpyrifos were discussed to some extent while
a literature search revealed that more than 90 papers had been published prior to 2017.

 How did Spain as the RMS perform the literature search and how do you explain this
huge discrepancy between the numbers of published papers, for example, on
endocrine disruption of chlorpyrifos and the number of papers taken into
consideration?
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This assessment has been done by our evaluation body (INIA) and nowadays the
peer review of chlorpyrifos is taking place.

Spain follow the EFSA guidance document on literature search, and the evaluation
of the relevance of the published reports.

41. How do you explain that you accepted the dossier as complete, even though a
significant part of the scientific literature was missing?

Spain only consider a dossier as complete if the evaluation can be performed in all
the evaluation areas, in some cases improvements in the dossiers can be requested.

Literature search was submitted by applicants, during the completeness check phase
no scientific evaluation is performed

 Do you rely on what is submitted by industry without any controls?

Our evaluation bodies assess the quality of the dossier presented by the companies, if
any study, document or paper is not consider appropriate it is avoided in the
evaluation procedure.

42. Prenatal exposure to chlorpyrifos, at environmental levels, is associated with
neurobehavioral deficits in humans and animal models (refer to Rauh et al, 2012
https://doi.org/10.1073/pnas.1203396109). Prenatal CPF exposure has also been
associated with tremor in middle childhood (Rauh et al., 2015 doi:
https://doi.org/10.1016/j.neuro.2015.09.004). Despite the evidence from peer-reviewed
literature, the applicant failed to provide the OECD neurodevelopmental study which
was already requested in 2013. Could you explain the reasoning behind the approval of
the dossier even though a full analysis on the potential neurotoxicity of chlorpyrifos has
not been performed?
This assessment has been done by our evaluation body (INIA) and nowadays the peer
review of chlorpyrifos is taking place, therefore the evaluation procedure of
chlorpyrifos is still ongoing.

43. Do the regulators scrutinize the statements made by industry in their dossier submitted
for renewal applications? Do you share the opinion that this would be particularly
important when the applicant dismisses findings described in the scientific literature?

Our evaluation bodies assess the quality of the dossier presented by the companies, if
any study, document or paper is not consider appropriate it is avoided in the evaluation
procedure. Also the statements are checked by the different competences authorities
during the evaluation and authorisation procedure.

 As an example, in the Draft Renewal Assessment Report on Chlorpyrifos (Chapters
B.6.8-B.6.9 on “Other toxicological studies & Medical data”, p. 534), referring to a
publication by De Angelis et al. (2009, Toxicol. Sci. 108: 311–319) it is stated: “It is
unclear how the dosing regimen were conducted … Therefore, there is uncertainty in
the experimental dosing design … there is reduced confidence in the study.”
However, the dose regimen is clearly described on page 312 of that publication.

Spain only consider a dossier as complete if the evaluation can be performed in all
the evaluation areas, in some cases improvements in the dossiers can be requested.
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Evaluation of renewal of Chlorpyrifos is ongoing and nowadays is under the peer
review RMS has considered all the received coments and EFSA shall considered the
comments for the peer review

 If you agree that proper scrutiny is important, how do you explain that regulators
reproduce the dismissal of papers even though the rationale given for this dismissal
is clearly wrong?

See the answer above

For the Romanian competent authority:

44. Do you consider the zonal product approval system to be an effective way of sharing
administrative burden? Furthermore, in your view, does the zonal system provide
sufficient consideration of local agronomic necessities?

45. The EPRS implementation assessment of Regulation (EC) 1107/2009 highlights
misgivings over the notification and use of derogations by national authorities to
circumvent bans and restrictions at the national level. It also concludes that application
of Article 53 often contradicts the Commission’s working document on emergency
situations. How do you respond to these concerns, and do you consider the Article 53
procedure in Regulation (EC) 1107/2009 to offer sufficient guidance on its use within
the Member States?

46. Can the Romanian competent authority outline its process for issuing parallel trade
permits? If a product has been authorised in one Member State, how do you
demonstrate that the product composition is identical to a product that has already been
placed on the European market?

47. Imidacloprid, clothianidin and thiamethoxam have been restricted in 2013 for their uses
on bee-attractive crops. In 2018, a ban on all outdoor uses of these 3 neonicotinoids has
been voted by Member States. Since 2013, Romania has been giving to their farmers,
year after year, a 120-days derogation to keep using neonicotinoids on oil seed rape,
sunflowers and maize. A report has brought the light on the abuses of provision of
derogations by Romania as it does not respect the EU rules. Romania acknowledges
itself that it "needs" neonicotinoids because it does not do enough crop rotations which
is the basis of the - mandatory - Integrated Pest Management. Furthermore, the Health
and Food Audits and Analysis Unit from DG SANTE highlighted the fact that Romania
does not carry out research to stop its dependency on neonicotinoids. Romanian
beekeepers have already complained several times to the European Commission that
their authorities close their eyes on the negative consequences of neonicotinoids on
their bees. How can Romania keep justifying such a massive use of neonicotinoids
despite the ban?

48. When providing derogations to the use of neonicotinoids by their farmers, Romania
considers that setting 'warning signs' in the fields is a mitigation measure. These signs
might be seen by beekeepers but this means they then have to remove their hives.

 Why is Romania not respecting their beekeepers as they are chased from their usual
locations?
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 What about wild pollinators that are then not protected, how can you justify this?

For Copa-Cogeca

49. What are the impacts on your industry of the zonal approval system?

50. Where do you see improvements on national level?

51. Are there more advantages for a one zonal system or should it be done at EU level?

52. Please tell us about the practical implications of the current system.

53. Training and information on the safe and sustainable use of pesticides is essential to
limit their impact on human health and the environment. Can you detail the measures
and compliance activities taken by COPA COGECA to ensure the safe use, storage and
disposal of plant protection products in the workplace?

 Moreover, are these measures given sufficient consideration by Member States
during the product authorisation process?

54. The threat of antimicrobial resistance in veterinary medicines is well documented, but
far less attention has been paid to the increasing occurrence of pesticide resistance in
plant pests and diseases, and the need for a variety of plant protection solutions. If the
number of products available to farmers continues to decrease, resulting in fewer
alternatives, what do you estimate will be the impact on European agriculture and food
security?

55. COPA continuously asks for less strict legislation for ppp, and allowing as many
products on the market as possible. Just curious what COPA is doing to serve the
interest of their organic farmers, since they are often paying the price, literally, for the
pesticide use of their neighbours, leaving residues on their products?

56. You represent a number of certified organic producers. Do those producers consider
that there is enough availability of PPS on the market that they can use in their farms?

 Have you/they identified differences between countries?

 What would you propose to change in the approval and authorisation procedure, so
there is a bigger availability of low-risk, biological low risk pesticides and products
to be used by the organic farmers?

57. Copa-Cogeca has often complained about EU decisions to restrict pesticides. It said, for
example, that the near-total ban of three neonicotinoid insecticides would “jeopardise
the livelihoods of many farmers and put our food supplies at risk”. With regard to
glyphosate, it warned that: “Without it, production would be jeopardised. This would be
disastrous for the EU given the current agricultural crisis and the need to meet
increasing world food demand.”

 Does Copa-Cogeca accept the findings of scientific studies that demonstrate risks
arising from the use of individual pesticides, such as neonicotinoids?
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 Is Copa-Cogeca at all concerned about these findings or does it only care about
agricultural productivity?

 Does Copa-Cogeca feel that its strong advocacy in favour of pesticides could
undermine farmers’ reputation among the public who are increasingly concerned
about pesticides and wish to consume pesticide free food?

58. The EU evaluates the risks and hazards of individual active substances, and national
authorities evaluate the risks and hazards of individual pesticide products. In practice,
however, many different pesticides are used on the same field. The Agricultural Health
Study in the US has shown that that “farmers have a higher risk for developing some
cancers, including prostate cancer”.

 How does Copa-Cogeca feel about the overall impact of pesticides?

 Is Copa-Cogeca concerned about adverse effects on the health of farmers?

59. Directive 2009/128/EC obliges farmers to apply the principles of Integrated Pest
Management (IPM) set out in Annex III of the Directive.  However, a recent report of
the European Commission shows that these principles are insufficiently applied. The
Commission said that, in six EU countries studied in detail, “some IPM techniques
could be adopted on a more widespread basis, such as crop rotation, proper selection
of seed and planting material and use of adequate cultivation techniques.” A draft
REFIT evaluation report for the Commission similarly concludes that: “Alternative
methods are generally insufficiently used as substitutes for plant protection products
and IPM approaches are not yet fully exploited.”

 Why is it, in your opinion, that IPM principles are not fully applied?

 How does Copa-Cogeca help its member organisations to achieve full
implementation?

60. In Northern Italy (Veneto and Friuli-Venezia Giulia regions), a Maize Mutual Funds
has been set up to cover risk from IPM implementation. Maize growers can purchase
insurance cover instead of soil insecticides, to provide financial compensation when
yield losses can be attributed to pests or adverse weather conditions. This has turned out
to be advantageous for both farmers and the environment (Furlan et al, 2017: An update
of the Worldwide Integrated Assessment (WIA) on systemic insecticides. Part 3:
alternatives to systemic insecticides).

 Do you think the members of Copa Cogeca could promote such a model, in order to
protect the livelihoods of farmers?

 Do you know of similar initiatives elsewhere in Europe?

61. In France, many farming cooperatives (e.g. Triskalia) sell plant protection products to
their members. The largest cooperative, InVivo, is directly invested in agrichemical
companies such as Phyteurop and Life Scientific. At the same time, these farming
cooperatives also have an important voice in the FNSEA, the French member of Copa-
Cogeca.

 How common is it that members of your organisation, or their members, have
financial ties to the agrochemical industry?
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For Mr. Mesnage

62. In the statement of concern by several scientists including yourself published in
Environmental Health (2016) 15:19 you and your colleagues argue that the current state
of research on the environmental and public health risks caused by glyphosate-based
herbicides is outdated given the significant increase in use over the last ten, twenty
years. You argue that new publicly funded studies are necessary. Could you elaborate
on this including on why you think that the raw data gathered by the industry (such as
that which was the basis for the EU risk assessment of glyphosate) does not provide for
sufficient evidence?

63. What are in your view the most likely risks to public health and the environment caused
by glyphosate-based herbicides? Why do EU regulators come to the conclusion that
those risks are negligible?

64. What should be changed in EU regulation to allow for a more uncertainty-tolerant risk
assessment of pesticides and for a better evaluation of the available evidence of risks?

65. How should member states assess formulations?

66. Is there one synthetic pesticide that you would consider safe?

67. In your view, what are the key improvements that need to be made to the EU’s dual
approval process in order to increase the transparency and sustainability of the EU risk
assessment model?

 Do you consider that those improvements would support the maintenance of a
system built on an EU-level approval of active substances, and a secondary national
product approval system?

68. The EU regulation requires that human, animals, the environment and its species should
be protected from harmful effects caused by pesticide active ingredients, products and
residues. The reported active ingredients go through a thorough toxicity assessment, for
human and the environment, through which acceptable exposure limits are set (e.g.
acceptable daily intake). In your scientific opinion, is the assessment of pesticide active
ingredients in EU sufficient to guarantee protection of human and the environment from
the potentially harmful effects of these compounds (active ingredients)?

69. The Commission has stated in its written responses to the PEST Committee that there
are only 21 safeners and 13 synergists that are known to be used in formulated
products, whereas there are several hundred substances used as co-formulants. Under
Regulation (EC) No 1107/2009, safeners are defined substances added to reduce toxic
effects on certain plants, synergists are substances added to enhance the pesticidal effect
and co-formulants are all substances that are neither safeners nor synergists.

 How does that categorisation work in your view?

 Do you consider that there is a clear-cut boundary between these three categories
and that it is therefore clear that only just over 30 substances would need to undergo
a full approval procedure, according to Article 25 of Regulation (EC) No
1107/2009?
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70. You have found in your research that compounds used as synergists (i.e. substances that
are added to enhance the pesticidal effect) in formulated products can be harmful
themselves and can increase the toxicity of the active substance.

 How important do you judge the difference in toxicity between glyphosate vs.
glyphosate-based formulations?

 If there is a significant difference, is that an isolated case, or is this commonplace?

 Do you think that formulations are adequately assessed?

71. EU Regulation (EC) No 1107/2009 requires that safeners and synergists must be
approved only if they meet the same safety criteria as active substances. However, so
far, no safener or synergist has been approved at EU level.

 How relevant, do you reckon, is this “blind spot” in the EU pesticide regime for the
protection of human health and the environment?

72. At EU level, only one co-formulant has been dealt with, polyethoxylated tallowamine
(POE-tallowamine). The Commission decided to ban the use of this co-formulant in
glyphosate-based herbicides.

 Do you know whether POE-tallowamine is also used in other formulations, which do
not include glyphosate?

 If yes, is there any good scientific reason to ban POE-tallowamine in glyphosate-
based formulations only?

 Or do you think POE-tallowamine should be prohibited across the board for the
same or similar reasons as it is banned for glyphosate-based formulations (i.e.
include it in the list of unacceptable co-formulants further to Article 27 of
Regulation (EC) No 1107/2009)?

73. Pesticide products are rarely used alone in agriculture but farmers use a cocktail of
pesticides - in many cases a blend of fungicides, insecticides and others. Is there any
evidence that this might increase the adverse effects of the different formulations in a
synergistic manner?

 Do you think that mixture effects are adequately assessed in the current regulatory
framework?

 What would you suggest as a solution to address the exposure to pesticide mixtures?
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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

ANSWERS BY THE NATIONAL COMPETENT AUTHORITY OF ROMANIA

In the context of the PEST Committee meeting of 28 May, a public hearing with five invited
parties on “EU authorisation procedure for pesticides - Authorisation of plant protection
products by Member States” will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered in writing
by 26 June 2018, 12.00 h.

For all experts:

1. According to the Myers et al statement of concern regarding concerns over use of
glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19,
regulators have not incorporated peer-reviewed and publicly available research on the
risks of glyphosate because it ‘often uses standards and procedures to assess quality
that are different from those codified in regulatory agency data requirements, which
largely focus on avoiding fraud.’

 In your view, are current regulations on the use of evidence in pesticides risk
assessments by EU agencies adequate?

We believe that in the risk assessment of plant protection products a great deal has
intrinsic properties and exposure.

By carefully analysing the history of the glyphosate active substance placement on the
market and the fact that the studies were commissioned by the applicant, it would be
necessary for them to be expanded by the specific committee to deal with the risks
identified at EU level.

 Do they allow for the consideration of all relevant information including for the
consideration of scientific uncertainty?

Not at all, according to Myers et al. (2016), "Concerns on the use of glyphosate-based
herbicides and risks associated with exposures: a consensus statement, Environmental
Health, 15:19".

The vast majority of toxicology studies used for regulatory assessments do not have a
sufficient range of dose levels to adequately assess the negative impact that could be
caused by low environmental exposure.
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2. Is the separation between the risk assessment of active substances and plant protection
products as currently established under Regulation 1107/2009 the best way to assess
risks of pesticides to public health and the environment?

Studies need to be deepened and there is no need to neglect the operator exposure
approach for a more representative product and possibly an epidemiological study.

In its assessment, EFSA proposes that "the toxicity of each formulation of pesticides,
in particular its genotoxic potential, be considered and further addressed by Member
State authorities while reassessing the uses of glyphosate compositions on their own
territories."

 Should EU regulators including the risk assessors rather evaluate the safety of the
end products given that glyphosate-based herbicides are said to be ‘more potent, or
toxic, than glyphosate alone to a wide array of non-target organisms’ and that ‘risk
assessments that are based on studies quantifying the impacts of glyphosate alone
underestimate both toxicity and exposure, and thus risk.’?1

Yes.

3. What could be improved in the approval system of final plant protection products on
EU level and national level?

Several collaborative actions between the applicant and authorities on the objectives of
the active substance evaluation system.

4. Do you consider the zonal system to be fit for purpose generally? What are its
advantages and shortcomings compared to a centralised EU authorisation system for
plant protection products? Do you have general recommendations on how to improve
the zonal system? Would you advocate for a centralised EU system instead?

We consider the zone authorization system as generally is in line with the proposed
purpose. The advantage is that the zonal Member State is evaluating the dossier for
the entire area. We have no recommendations on how we can improve this system.

5. How do you assess the level of harmonisation of methodologies, models and specific
application conditions between Member States of the respective zones? Where do you
think more harmonisation is needed, where is it necessary to maintain flexibility for
Member States?

In terms of evaluation, Romania is working on guidelines developed by the European
Commission, which are respected by all Member States.

6. What provisions are in place to facilitate work sharing between Member States of each
zone? How can work sharing be improved? What has proven to be best practices?

The provisions to facilitate the exchange of experience between Member States are laid
down in the Regulation.

In order to improve the distribution of work, a fair distribution between Member
States is necessary, taking also into account the human resources involved in the
evaluation process.

1 Myers et al, Environmental Health (2016) 15:19.
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Decisions on the evaluation of plant protection products shall be taken at the level of
the Steering Committee after consultation with the Member States.

7. From your experience, how can the compliance with legal deadlines be improved?

Legal deadlines for evaluations will be met if a commission of experts is set up at the
level of the authority to assess dossiers by competency. At this moment institutional
capacity is below the number of specialists in the field, which is why evaluations are
delayed in the hazard identification phase and initial risk assessment.

8. Beyond further harmonisation of methodologies, models and application conditions,
how can the functioning of mutual recognition be improved?

The authorization procedure through mutual recognition operates at the level of
Romania, trying to comply with the legal deadlines for completing authorizations
through this procedure.

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/audits-
analysis/overview_reports/details.cfm?rep_id=108) which has found that some Member
States fully or partially re-evaluate applications although the majority of these
evaluations have the same or very similar outcomes, what can be done to avoid the
unnecessary duplications of evaluations?

Evaluators shall verify the authorization dossiers for plant protection products taking
into account the specific agricultural conditions of each Member State.

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 has
raised concerns about the protection of health and the environment. Could you explain
what has led to this increase?

The non-renewal of the approval of a fairly large number of active substances has left
a vacuum in the portfolio of plant protection products and the existing ones do not
have the efficacy expected in controlling the harmful organisms whose density is
increasing and to which they have acquired resistance.

 Could you explain how compliance with the requirements of 1107/2009 and of its
article 53 in particular is ensured?

Taking into account the provisions of art.53 of Regulation no. 1107/2009, Romania has
granted temporary authorizations for the use of neonicotinoids for a period of less
than 120 days, with the application of special measures and under rigorous control.

 How do you assess the health and environmental impacts of the increased use of
emergency authorisations?

Impact assessment is done taking into account the worst scenario and avoiding
unacceptable risk.

 Could you give concrete examples of emergency authorisations (both requested and
granted) and their reasons?

Belem 0.8 mg - potato - Agriotes sp .;

Nemathorin 10 G - forests - Agriotes sp., Melolontha melolontha, nematodes;

Ridomil Gold MZ - forests - Phytophthora sp., Pytium sp.;

Page 455 of 754



4

For all competent authorities:

11. Is it known what the total human exposure to glyphosate is?

 Please name all possible sources of human exposure to glyphosate, such as for
example soil, air, water, food etc. Do Maximum Residue Levels exist for all these
sources? (if so for which, for which not and why?) How is the compliance with
MRLs being controlled?

MRLs are sufficient, glyphosate decomposes very quickly in the environment and
there is no need to consider MRLs than for harvested products.

 According to Myers et al the ‘risk of long term, incremental build-up of glyphosate
contamination in soil, surface water, and groundwater’2 is difficult to predict and
costly to monitor. Additionally, it is also found that there are profound gaps in
estimates of the total human exposure to glyphosate. Against this background, are
measurements being made in the EU of the total human exposure and are risk
assessors in the EU (including EFSA and national competent authorities) obliged to
consider it when assessing the risk posed by the use of glyphosate (both as substance
and as part of the end product) to human health?

According to the report of the European Parliament, the IARC has classified
glyphosate as potentially carcinogenic and yet has given green light to two active
substances tetraclorovinphos and parathion - banned in the European Union.

The glyphosate property is rapidly decomposing in the environment, making it
unlikely to pose a threat to humans, a conclusion that has also been reached by
specialist agencies in New Zealand, Japan, Canada and Australia.

The International Agency for Research on Cancer (IARC) concluded in March 2015
that glyphosate is a potentially carcinogenic substance for humans and the
Commission asked EFSA to take into account the IARC assessment and in November
2015 EFSA concluded that it is unlikely that glyphosate poses a potential carcinogenic
hazard to humans. ECHA's Risk Assessment Committee (RAC) has shown that
glyphosate should not be classified as carcinogenic, mutagenic or toxic for
reproduction.

12. Can you please explain the process of authorisation of the placing on the market of
plant production products at the national level?

The placing on the market of plant protection products at national level is made in
accordance with Regulation no.1107/2009 through the procedures for zone
authorization and mutual recognition.

 To your knowledge, do national risk assessments of the safety of glyphosate-based
plant-protection-products (such as e.g. Monsanto’s Round Up) exist at present?

The risk assessment is an integral part of the assessment in the rapporteur Member
State responsible for the authorization of the plant protection product.

2 See Myers et al, Concerns over use of glyphosate-based herbicides and risks associated with exposures: a
consensus statement, Environmental Health (2016) 15:19.
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 It has been explained, among others by the German BfR, that one of the differences
between the EU risk assessment of glyphosate and that of the IARC is that the latter
has evaluated not only the active substance, but glyphosate-based end products.
Given that national authorities in the EU are responsible for the authorisation of the
placing on the market of plant protection products, will national risk assessors
consider IARC’s findings on carcinogenicity? Should glyphosate-based products be
banned at the national level?

The evaluators shall take into account the studies submitted by the applicant for the
area rapporteur Member State and the decision on the authorization of the evaluated
plant protection product.

13. How does the mutual recognition in your zone work?

The authorization procedure through mutual recognition operates at national level in
compliance with the provisions of articles 40-42 of Regulation no. 1107/2009 as well as
by observing the legal deadlines for completing the authorizations through this
procedure.

14. How many products have you approved through mutual recognition and how many did
you assess yourself?

Through the mutual recognition procedure, 301 plant protection products (ppp) were
approved, namely: 13 ppp in 2014, 41 ppp in 2015, 90 ppp in 2016, 116 ppp in 2017
and 41 ppp in 2018.

15. For the latter, why did you conduct an own assessment for those products?

The assessment for all plant protection products approved by mutual recognition is
done to verify that the conditions for authorization are met (if the same pest, same
climatic conditions, etc.) are found.

16. How do you analyse formulations?

Plant protection products are analysed by the determination of active substances and
physico-chemical parameters.

For the determination of the active substance, CIPAC methods, manufacturer
methods and internally validated methods are used. Physico-chemical parameters are
determined using CIPAC international methods.

The techniques used are GC-FID and UV-HPLC.

In the case of suspicious samples LC MS (liquid chromatography with mass spectrometry)
and GC MS (gas chromatography with mass spectrometry) techniques are used by
comparing the composition with that of the approval dossier or an original product.

17. Proper protection of the agencies' independence is key to ensure the reliability of the
assessments. However, ever stricter rules on independence will likely result in
difficulties to recruit qualified staff for the agencies. What safeguards are in place in
your agency to achieve a fair balance between ensuring sufficient independence of the
agencies and ensuring that the staff is sufficiently familiar with and experienced in their
fields of expertise?

The guarantees are reflected in the procedural internal rules.
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 What measures have proven to be best practices?

The personnel involved in the evaluation work shall respect the commitments declared
and signed in the confidentiality statement.

 Do you consider further improvements necessary and if so, how could the systems in
place be further strengthened without compromising your agencies ability to work?

Provide financial incentives to staff who actually are engage in evaluation work for
authorizing plant protection products.

18. The Commission aims to improve the transparency and risk communication to the
citizens with its proposal on the General Food Law. Does your agency currently work
on programmes to improve the transparency of your evaluation processes and/or risk
communication?

Yes, to the extent that the national law on public access to public information is
complied with.

 Which measures do you consider appropriate to increase public trust in the
authorisation system for plant protection products?

Specialists must be involved in the authorization process.

 Are there any best practices from your country?

The Romanian authorities grant in the decision-making process the importance of
protection of human health, the environment and animals. The EU system of placing
active substances for plant protection on the market is a protective and valid for the
protection of human, animal and environmental health.

Through the R&D and Innovation Programs under the Seventh Framework Program
and Horizon 2020, the Commission supports research in the field of plant protection to
identify new low-risk products and biological control techniques.

With regard to the Horizon 2020 initiative, strategies, tools and technologies are being
considered for sustainable pest management.

All these are responses to citizens' initiatives, so as to ensure transparency in scientific
assessments.

It is a very good thing that citizens are involved in such important areas as protecting
the health of humans, animals, the environment and biodiversity.
Citizens, the general public needs transparency as to how decisions are made because
it is a citizen's right to be engaged in an activity that has repercussions on human
health and the environment.

Ensuring that for the plant protection products scientific assessment is based on
published studies conducted at the request of competent authorities rather than the
pesticide industry makes the citizen fully agree with the transparency of scientific
assessments as well as with the decision-making process that is devoid of any interest.

19. Art. 50 of the Regulation allows you to refuse or withdraw an authorisation of a PPP in
favour of an alternative.
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 What proportion of all the demands of authorisations undergo the comparative
assessment?

No one comparative assessment have been done.

 How many refusals and how many withdrawals, did you have in the last 10 years?

It was not the case.

20. Mutual recognition in practice. How many products circulate in your own market, as a
result of the mutual recognition procedure?

Total = 301 plant protection products

 From which countries the authorisation of the majority of products originates?

Most of them from the United Kingdom, Austria, Germany, Poland, Czech Republic,
France.

 How many demands of mutual recognition authorisation from the same zone have
you refused?

In the years 2017 and 2018, five dossiers were refused.

 On what grounds?

Due to the fact that the dossiers did not correspond to the documentation presented
(one was submitted on mutual recognition and was in the renewal procedure in the
Member State of reference, others were submitted in accordance with Art.34 after
approval only in the Member State of reference not in Romania, thus missing the basic
product file).

21. In the study led by the Wageningen University “Distribution of glyphosate and
aminomethylphosphonic acid (AMPA) in agricultural topsoils of the European Union”
conducted in 11 EU countries, it is clear the link between human exposure to
glyphosate & AMPA through dust particules or drinking water resulting from water
erosion. Moreover it is also clear that the objectives of the Directive 2000/60 are
compromised.

 Do you perform any assessment on that issue when you authorise products
containing glyphosate?

All glyphosate-based plant protection products have been authorized through zonal
authorization or mutual recognition procedure.

 If you had data enough, would you start a review of approval procedure pursuant to
art. 21 of the Regulation?

As we face an acute shortage of staff, even if we have sufficient data, we could not
make a revision of the procedure under art.21 of Regulation 1107/2009.

22. Did you have any requests for authorisations of products claiming to substitute the
products containing glyphosate? How many, when and what was the result of the
assessments?

We did not have any requests.
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23. The EU decided in 2016 to ban all herbicidal products that include both glyphosate and
polyethoxylated tallowamine (POE- tallowamine).

 Can you confirm that no products containing both substances are authorised
anymore in your country?

All authorizations of glyphosate and tallowamine plant protection products were
withdrawn at that time. Glyphosate-approved products do not contain tallowamine.

 Do you still allow POE-tallowamine in other formulations?

No.

 Have you assessed other co-formulants in formulated products?

No.

 Is there any other co-formulant that you consider too hazardous to authorise in plant
protection products?

Ethoxylated fatty alcohols with long-chain hydrocarbon.

24. According to EU law, applicants had to submit their requests for re-authorisation of
glyphosate-based products within three months from the date of application of the EU
decision on the glyphosate renewal, i.e. by 16 March 2018 (Article 43(2) of Regulation
(EC) No 1107/2009).

 How many applications for authorisation or re-authorisation of glyphosate-based
herbicidal products has the [national authority] received?

31 dossiers were received for the renewal of the authorization.

 How does this compare to the number of currently authorised glyphosate-based
products?

Of the 33 products approved in Romania, 31 applications for renewal of the
authorization were received.

25. The EFSA Conclusion on glyphosate states that “the genotoxic potential of
formulations should be addressed”. It also states that “other endpoints should be
clarified, such as long-term toxicity and carcinogenicity, reproductive/developmental
toxicity and endocrine disrupting potential of formulations.” Given that applicants are
not required to submit any studies on the long-term health effects of formulations, how
do you assess the genotoxicity, carcinogenicity, reproductive/developmental toxicity
and endocrine disrupting potential of glyphosate-based formulations?

 Will you request additional studies for that purpose?

When submitting reassessment dossiers, the same studies have been maintained as in
the countries where the first assessment was made.

 Do you believe that all national authorities will perform the assessment in the same
way?

Yes.

Page 460 of 754



9

 Are there sufficient resources?

No.

 Is there a need for specific guidance from EFSA, in your view?

Yes, respecting the specificity of each Member State.

26. In Commission Implementing Regulation (EU) 2017/2324 on the renewal of the EU
approval of glyphosate, national authorities are asked to “pay particular attention to:

 the protection of the groundwater in vulnerable areas, in particular with respect to
non-crop uses,

 the protection of operators and amateur users,

 the risk to terrestrial vertebrates and non-target terrestrial plants,

 the risk to diversity and abundance of non-target terrestrial arthropods and
vertebrates via trophic interactions,

 compliance of pre-harvest uses with good agricultural practices”.
How do you accommodate these requests in you national re-authorisation procedure? In
particular, how will you assess the indirect effect of glyphosate-based products on
insects and birds “through trophic interactions” (fourth indent above)?

Implementing Regulation No. 2324 of 12 December 2017 for renewing approval of
glyphosate for five years requires Member States to use glyphosate-containing plant
protection products to be minimized, consistent with the principles of sustainable use
and in accordance with the instructions for use to be based its use.

To provide additional safeguards for safe and safe use, Member States decided in 2016
to adopt certain restrictions such as banning the POE-tallowamine co-formulant and
restricted use in public parks and playgrounds.

Are the different pre-harvest uses distinguished in the authorisation of the product?

Under the conditions of Implementing Regulation no. 2324 of December 12, 2017,
glyphosate can only be used as a herbicide.

How are mitigation measures tailored? Is distinction made between certain uses that are
permitted and certain uses that are not permitted? (e.g. use as desiccant pre-harvest, for
certain crops/in certain areas/only at certain distance from water bodies)

The use of glyphosate is made according to the approval given on the approval
certificate issued by the Secretariat of the National Commission for the Approval of
Plant Protection Products (CNOPPP). Any use other than those for which approval
has been granted is strictly forbidden.

When phytosanitary treatments with glyphosate are carried out, measures will be
taken to protect groundwater in vulnerable zones, operator protection measures,
amateur users, limit the risk to terrestrial vertebrates and non-terrestrial plants as
well as the risk to biodiversity and so on taking into account the observance of
agricultural good practice.
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Following monitoring of the actual use of glyphosate according to the authorization
conditions, it was used according to the following chart:

At a second stage, how are national authorities then ensuring that the actual product use is
compliant with the conditions in their authorisation of the product? How do they ensure that
the mitigation measures are correctly followed?

According to art.12 paragraph (a) of Directive 2009/128 the use of glyphosate is
prohibited in certain areas such as public parks and gardens, sports and recreation
grounds, school yards and playgrounds in order to comply with hygiene and public
health measures and biodiversity.

The use of glyphosate is recommended under the exclusive approval of agricultural
land.

27. The Commission has proposed that industry studies submitted to back EU assessments
of active substances should be published. Do you think it makes sense that also those
studies that are submitted to national authorities in support of national authorisation
requests should be published?

Yes, unless the information is considered by the applicant to be confidential.

28. Directive 2004/9/EC requires Member States to verify the compliance with GLP of any
testing laboratory within their territory claiming to use GLP in the conduct of tests on
chemicals. Member States are required to designate authorities responsible for GLP
inspections in their territory. Each year, Member States draw up a report with a list of
laboratories inspected, the date on which such inspection was carried out and a brief
summary of the conclusions of the inspections. Can you please let us know

 How many of such testing laboratories exist in your territory? How many of them
are private bodies and how many are in-house laboratories of the industry?

Currently there are 3 GLP-certified national laboratories, namely:

-a laboratory is owned by the National Environmental Guard;

- Two laboratories are owned by the National Agency for Medicines and Medical
Devices.

 How many laboratories have your Government tested in the last five years?

Over the past five years, four national laboratories have been tested.
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 How many laboratories have been judged as non-compliant?

There was only one case in 2014 when an inspected laboratory lost its accreditation.

29. Can you please provide us with the following figures?

 How many emergency authorisations have been granted in your MS in the last five
years?

Over the past five years, 30 emergency authorizations have been granted.

 How many of them have been granted for the whole national territory or just a part
of it?

No one authorization was granted for the entire territory of the country, they were
granted only in the areas affected by the pest attack.

For the Belgian competent authority:

30. In what ways can the scientific guidance for conducting risk assessments be improved
in order to simplify and streamline the regulatory process? Moreover, are there plans to
move towards a harmonization of the risk assessment of plant protection product
dossiers?

31. What can be done to ensure that guidance documents – used for the interpretation of
safety studies – are fit for purpose and take into account the agricultural conditions in
the Member States? What are Member States doing to ensure that these guidance
documents are collectively applied across the different countries?

32. Product authorisation holders may request that an authorisation granted in one Member
State be recognised by another. Can you explain the different scenarios under which
mutual recognition is possible, and does EU legislation provide the possibility for a
Member State to refuse to grant it?

33. Your country voted against the renewal of the approval of glyphosate and it was one of
the biggest opponents. The approval came into force but Belgium has not used any of
the means provided by the Regulation to ban the authorisation of products containing
glyphosate. Is this because you have changed your official position?

 Did you try any of the means, e.g. not to authorise any product containing it?

 Do you consider that the existing Regulation gives concretely the possibility to the
countries who object to the authorisation of a substance to ban it from their market
and fields?

 If not, what should be improved to allow this freedom of choice to the MS?
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For the Spanish competent authority

34. The Audit report of the Commission (DG SANTE/2017-6005-RS) found out that you
miss deadlines in the authorisation process regularly. Why is that?

35. The same report also found out, that even though the approval of some products have
expired, they are still on the market. What are the reasons behind it and what can the
EU change in order to help and what needs to be changed Spain?

36. Can the Spanish authority explain the safety criteria that must be met by an applicant in
order to receive market authorisation for a plant protection product? Furthermore, how
do Member States evaluate the toxicological and epidemiological data of co-formulants,
safeners and synergists in order to assess their adverse effects on human health and the
environment?

37. Can you elaborate on the different ways in which Member State competent authorities
work together when evaluating a product authorisation application? For example, in
cases where a product contains a substance identified as a candidate for substitution, do
the national authorities conduct comparative assessments to ascertain whether the
substance warrants substitution and identify lower-risk alternatives for the same uses?

38. According to the EPRS implementation assessment of Regulation (EC) 1107/2009, the
Commission notes that Member States should improve their control and enforcement
measures, particularly for non-compliance with the conditions of use of products
adopted at the authorisation phase and in tackling illegal and counterfeit pesticides.
What is your view on this assessment, and what can be done to address these issues?

39. The availability of plant protection products for fruits and vegetables is of vital
importance for growers across the EU. What is the Spanish Agency for Food Safety
doing to ensure the availability of plant protection products for crops that are only
grown on a small scale?

40. According to Regulation (EC) 1107/2009 a comprehensive review of the scientific
literature has to be submitted by industry (systematic review) and be taken into account
in the renewal assessment report (RAR) prepared by the Rapporteur Member State
(RMS). In the RAR of chlorpyrifos the applicant did not carry out a systematic review
on the published scientific peer-reviewed literature. For example, only 12 publications
on endocrine disruptive properties of chlorpyrifos were discussed to some extent while
a literature search revealed that more than 90 papers had been published prior to 2017.

 How did Spain as the RMS perform the literature search and how do you explain this
huge discrepancy between the numbers of published papers, for example, on
endocrine disruption of chlorpyrifos and the number of papers taken into
consideration?

 How do you explain that you accepted the dossier as complete, even though a
significant part of the scientific literature was missing?

 Do you rely on what is submitted by industry without any controls?
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41. Prenatal exposure to chlorpyrifos, at environmental levels, is associated with
neurobehavioral deficits in humans and animal models (refer to Rauh et al, 2012
https://doi.org/10.1073/pnas.1203396109). Prenatal CPF exposure has also been
associated with tremor in middle childhood (Rauh et al., 2015 doi:
https://doi.org/10.1016/j.neuro.2015.09.004). Despite the evidence from peer-reviewed
literature, the applicant failed to provide the OECD neurodevelopmental study which
was already requested in 2013. Could you explain the reasoning behind the approval of
the dossier even though a full analysis on the potential neurotoxicity of chlorpyrifos has
not been performed?

42. Do the regulators scrutinize the statements made by industry in their dossier submitted
for renewal applications? Do you share the opinion that this would be particularly
important when the applicant dismisses findings described in the scientific literature?

 As an example, in the Draft Renewal Assessment Report on Chlorpyrifos (Chapters
B.6.8-B.6.9 on “Other toxicological studies & Medical data”, p. 534), referring to a
publication by De Angelis et al. (2009, Toxicol. Sci. 108: 311–319) it is stated: “It is
unclear how the dosing regimen were conducted … Therefore, there is uncertainty in
the experimental dosing design … there is reduced confidence in the study.”
However, the dose regimen is clearly described on page 312 of that publication.

 If you agree that proper scrutiny is important, how do you explain that regulators
reproduce the dismissal of papers even though the rationale given for this dismissal
is clearly wrong?

For the Romanian competent authority:

43. Do you consider the zonal product approval system to be an effective way of sharing
administrative burden? Furthermore, in your view, does the zonal system provide
sufficient consideration of local agronomic necessities?

The zonal authorization system for plant protection products is well thought out, but
the high demand and the lack of staff do not dilute the administrative burden.

Yes, the area assessment takes into account the agronomic needs of the Member States
in which a PPP is authorized.

44. The EPRS implementation assessment of Regulation (EC) 1107/2009 highlights
misgivings over the notification and use of derogations by national authorities to
circumvent bans and restrictions at the national level. It also concludes that application
of Article 53 often contradicts the Commission’s working document on emergency
situations. How do you respond to these concerns, and do you consider the Article 53
procedure in Regulation (EC) 1107/2009 to offer sufficient guidance on its use within
the Member States?

There is currently no viable alternative in Romania for the treatment of corn,
sunflower and rape seeds to prevent production losses due to the attack of soil pests
affecting areas over 1.5 to 2 million hectares (with a tendency to expand), with very
high densities per square meter, which cannot be countered by treatments during the
vegetation period (treatments during the vegetation period are actually correction
treatments).
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The pedoclimatic conditions in Romania, related to the high area cultivated with corn
and sunflower, as well as the prohibition of genetically modified soybean cultivation,
do not allow the rotation of crops, which would nevertheless be an alternative to some
extent in certain areas of the country.

In such situations, which we consider to be urgent, according to art.53 of Regulation
1107/2009, Romania issued limited temporary authorizations only in areas where an
extremely strong attack was found so that the crops were compromised and the pest
could not be controlled with products from the pyrethroid group.

As shown in the European Parliamentary Research Service (EPRS) report published
in April 2018 on Sustainability, Precaution and Replacement point, where the
alternative to the IPM approach to temporary authorizations is being discussed, it is
underlined that, as Romania has supported too many or that the use of plant
protection products in the pyrethroid group is not an effective alternative to
neonicotinoids under conditions of very high soil pests per square meter because their
resistance increases to pyrethroids as they have developed resistance to active
substances in the pyrethroid group over time.

As shown in the report, "The use of pyrethroid active substances is not a sustainable
alternative to neonicotinoids because the resistance of the pyrethroid pests increases.
For example, the Hungarian authorization under Article 53 shows that rape seed pests
have developed a high level of resistance to pyrethroid active substances. An analysis
of the level of resistance of fleas (Psylliodes chrysocephala) to pyrethroids was also
found in other member countries such as Denmark, Germany and the United
Kingdom, which indicated an alarming increase in soil resistance to pyrethroids.
Moreover, it is also underlined in this report that substances in the pyrethroid group
have a strong negative impact on pollinating insects in general”.

45. Can the Romanian competent authority outline its process for issuing parallel trade
permits? If a product has been authorised in one Member State, how do you
demonstrate that the product composition is identical to a product that has already been
placed on the European market?

The parallel trade of plant protection products shall be carried out on the basis of a
parallel trade permit issued by the Commission. In order to obtain the parallel trade
permit, the applicant submits to the Secretariat of the National Commission for the
Approval of Plant Protection Products a request accompanied by a series of
documents and these are administratively checked. If all the requirements set out in
Order 60/2013 are met, the Commission approves the issue of the parallel trade permit
for a plant protection product.

In order to assess the identical nature of plant protection products, the Commission
shall request the necessary information from the competent authorities of the Member
State of origin. The Commission Secretariat sends to the National Phytosanitary
Laboratory the documents submitted by the applicant as well as those obtained from
the competent authorities of the Member State of origin with a view to assessing the
identical nature of the plant protection product subject to the parallel trade procedure
as compared to the reference product. The National Phytosanitary Laboratory shall,
within 35 working days of receipt of the documents and the sample of the product
formulated, and after their evaluation and analysis, send to the Commission
Secretariat the assessment report on the identical nature of the plant protection
products and the analysis report together with a proposal to obtain a parallel trade
permit.
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46. Imidacloprid, clothianidin and thiamethoxam have been restricted in 2013 for their uses
on bee-attractive crops. In 2018, a ban on all outdoor uses of these 3 neonicotinoids has
been voted by Member States. Since 2013, Romania has been giving to their farmers,
year after year, a 120-days derogation to keep using neonicotinoids on oil seed rape,
sunflowers and maize. A report has brought the light on the abuses of provision of
derogations by Romania as it does not respect the EU rules. Romania acknowledges
itself that it "needs" neonicotinoids because it does not do enough crop rotations which
is the basis of the - mandatory - Integrated Pest Management. Furthermore, the Health
and Food Audits and Analysis Unit from DG SANTE highlighted the fact that Romania
does not carry out research to stop its dependency on neonicotinoids. Romanian
beekeepers have already complained several times to the European Commission that
their authorities close their eyes on the negative consequences of neonicotinoids on
their bees. How can Romania keep justifying such a massive use of neonicotinoids
despite the ban?

Following the Regulation no. 485/2013 amending Implementing Regulation (EU) No.
540/2011 as regards the conditions for the authorization of the active substances
clothianidin, thiamethoxam and imidacloprid and prohibiting the use and sale of seeds
treated with plant protection products containing these active substances, Romania
has been concerned with finding alternative solutions, because in our country there are
cultivated important areas of corn, sunflower and rape, of which more than 50% are
areas favorable for the development of soil pests for seed treatment with products
from the neonicotinoid group. Following the analysis of important production losses,
following numerous requests from Romanian farmers, the authorities of the state,
namely the Ministry of Agriculture and Rural Development through the National
Phytosanitary Authority, had to come to their support by granting authorizations for
the temporary use of neonicotinoids, only in areas where important damage has
occurred.

Trials and research on the evolution of Tanymecus dillaticolis, Agriotes spp. have been
attempted since 2014. Studies have been conducted by prestigious institutions and have
concluded that these pests are limiting factors for the production of corn and
sunflower.

The Institute of Agrarian Economy of the Romanian Academy published the study:
"Impact on Romanian farms of the use of insecticides based on neonicotinoids", and
the conclusion of this study shows very clearly that without treatment with
neonicotinoids in the crop cannot be produced in crops of corn and sunflower in
Romania.

Another study on evaluation of the efficacy of corn seed treatment for Tanymecus
dillaticolis control was conducted by the National Institute for Agricultural Research
and Development under laboratory conditions. The findings of the study shown that
the tested plant protection products, only those based on thiamethoxam and
clothianidin, have been effective in controlling the pest.

The Ministry of Agriculture and Rural Development (MADR) has allocated a budget
of 1,200,000 RON for the research project ADER 415 - "Establishing a system for
monitoring and quantifying the effects of seed treatment with neonicotinoid
insecticides on corn, sunflower and rape, on yield and Apis mellifera populations,
under the specific agro-climatic conditions of our country." In this project are
involved both the research units of the Academy of Agricultural Science and Forestry
in Romania (ASAS), the Research Institute for Beekeeping S.A. (I.C.D.A) and MADR.
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47. When providing derogations to the use of neonicotinoids by their farmers, Romania
considers that setting 'warning signs' in the fields is a mitigation measure. These signs
might be seen by beekeepers but this means they then have to remove their hives.

Actions undertaken by the National Phytosanitary Authority include a series of
measures such as:

- maize seed, sunflower and rape treated with one of the neonicotinoid-based products
are only used in areas and very intensely infested areas of Tanymecus dilaticollis,
Agriotes spp, Phyllotreta spp., and Phylloides spp .;

- Neonicotinoid seed treatment is carried out in special installations in enclosed areas
by qualified and authorized personnel;

- in the sowing of treated seeds, farmers use adequate seed drills equipped with
deflectors to reduce dust emissions from the atmosphere;

- Companies keep a strict record of the quantities of marketed product, which they
communicate weekly to the Ministry of Agriculture and Rural Development - National
Phytosanitary Authority, in order to avoid the creation of stocks of treated product /
seed after the expiry of the period for which the temporary authorizations were
granted;

- economic operators marketing seed treated with neonicotinoids are required not to
sell untreated seeds or plant protection products. With the marketing of neonicotinoid-
treated seeds, they provide farmers with warning labels with the words "seed treated
with neonicotinoids";

- farmers mark the sole on which the sunflower, maize and rapeseed crops have been
set up using the warning plates purchased from economic operators;

- agricultural producers who use sowed seed for sowing shall keep a strict record of
sown areas in the register of plant protection treatments for crops;

 Why is Romania not respecting their beekeepers as they are chased from their usual
locations?

The problem of pollinators is not neglected that is why Ministry of Agriculture and
Rural Development has allocated a budget for the research project mentioned above.

From the technical data on the beekeeping sector it is clear that the number of bee
families is constantly increasing and the mortality is not due to the use of PPP in
agriculture but rather to other causes. Below are the tables on the evolution of bee
family herds as well as the mortality rates recorded for the period 2014-2017:

The Evolution of the Bee Family (Thousands of Families)

Year 2014 2015 2016 2017

Families of bees 1497 1581 1617 1642

Page 468 of 754



17

The Evolution of the Bee Family (Thousands of Families)

Year 2014 2015 2016 2017

Families of bees 1497 1581 1617 1642

For the most efficient collaboration and to support beekeepers, the National
Phytosanitary Authority concluded the following protocols: Collaboration Protocols
no. 328432 / 31.03.2015 and no. 3242 / F / 21.10.2016 concluded between the National
Phytosanitary Authority and the Association of Beef Breeders of Romania and the
Federation of Beekeeping Associations in Romania. In order to improve the way plant
protection products are used so as not to affect the health of users, consumers and the
environment, the National Phytosanitary Authority has developed the "CODE OF
GOOD PRACTICES FOR THE SAFETY USE OF PLANT PROTECTION
PRODUCTS ".

 What about wild pollinators that are then not protected, how can you justify this?

As far as the protection of pollinators is concerned, in 2015 the Institute for Research
and Development for Plant Protection - ICDPP carried out the study "Evaluation of
the impact of neonicotinoid insecticides for seed treatment on pollinating entomofauna
in corn crops".

The findings of this study, based on a faunistic structure similar to the studied
variants, did not reveal significant differences in the number of individuals of Apis
mellifera species, indicating that the treatment with insecticides in the neonicotinoid
group in the seed does not have a significant impact on the populations of pollinators
in the studied area.

For Copa-Cogeca

48. What are the impacts on your industry of the zonal approval system?

49. Where do you see improvements on national level?

50. Are there more advantages for a one zonal system or should it be done at EU level?

51. Please tell us about the practical implications of the current system.

52. Training and information on the safe and sustainable use of pesticides is essential to
limit their impact on human health and the environment. Can you detail the measures
and compliance activities taken by COPA COGECA to ensure the safe use, storage and
disposal of plant protection products in the workplace?

 Moreover, are these measures given sufficient consideration by Member States
during the product authorisation process?

53. The threat of antimicrobial resistance in veterinary medicines is well documented, but
far less attention has been paid to the increasing occurrence of pesticide resistance in
plant pests and diseases, and the need for a variety of plant protection solutions. If the
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number of products available to farmers continues to decrease, resulting in fewer
alternatives, what do you estimate will be the impact on European agriculture and food
security?

54. COPA continuously asks for less strict legislation for ppp, and allowing as many
products on the market as possible. Just curious what COPA is doing to serve the
interest of their organic farmers, since they are often paying the price, literally, for the
pesticide use of their neighbours, leaving residues on their products?

55. You represent a number of certified organic producers. Do those producers consider
that there is enough availability of PPS on the market that they can use in their farms?

 Have you/they identified differences between countries?

 What would you propose to change in the approval and authorisation procedure, so
there is a bigger availability of low-risk, biological low risk pesticides and products
to be used by the organic farmers?

56. Copa-Cogeca has often complained about EU decisions to restrict pesticides. It said, for
example, that the near-total ban of three neonicotinoid insecticides would “jeopardise
the livelihoods of many farmers and put our food supplies at risk”. With regard to
glyphosate, it warned that: “Without it, production would be jeopardised. This would be
disastrous for the EU given the current agricultural crisis and the need to meet
increasing world food demand.”

 Does Copa-Cogeca accept the findings of scientific studies that demonstrate risks
arising from the use of individual pesticides, such as neonicotinoids?

 Is Copa-Cogeca at all concerned about these findings or does it only care about
agricultural productivity?

 Does Copa-Cogeca feel that its strong advocacy in favour of pesticides could
undermine farmers’ reputation among the public who are increasingly concerned
about pesticides and wish to consume pesticide free food?

57. The EU evaluates the risks and hazards of individual active substances, and national
authorities evaluate the risks and hazards of individual pesticide products. In practice,
however, many different pesticides are used on the same field. The Agricultural Health
Study in the US has shown that that “farmers have a higher risk for developing some
cancers, including prostate cancer”.

 How does Copa-Cogeca feel about the overall impact of pesticides?

 Is Copa-Cogeca concerned about adverse effects on the health of farmers?

58. Directive 2009/128/EC obliges farmers to apply the principles of Integrated Pest
Management (IPM) set out in Annex III of the Directive.  However, a recent report of
the European Commission shows that these principles are insufficiently applied. The
Commission said that, in six EU countries studied in detail, “some IPM techniques
could be adopted on a more widespread basis, such as crop rotation, proper selection
of seed and planting material and use of adequate cultivation techniques.” A draft
REFIT evaluation report for the Commission similarly concludes that: “Alternative
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methods are generally insufficiently used as substitutes for plant protection products
and IPM approaches are not yet fully exploited.”

 Why is it, in your opinion, that IPM principles are not fully applied?

 How does Copa-Cogeca help its member organisations to achieve full
implementation?

59. In Northern Italy (Veneto and Friuli-Venezia Giulia regions), a Maize Mutual Funds
has been set up to cover risk from IPM implementation. Maize growers can purchase
insurance cover instead of soil insecticides, to provide financial compensation when
yield losses can be attributed to pests or adverse weather conditions. This has turned out
to be advantageous for both farmers and the environment (Furlan et al, 2017: An update
of the Worldwide Integrated Assessment (WIA) on systemic insecticides. Part 3:
alternatives to systemic insecticides).

 Do you think the members of Copa Cogeca could promote such a model, in order to
protect the livelihoods of farmers?

 Do you know of similar initiatives elsewhere in Europe?

60. In France, many farming cooperatives (e.g. Triskalia) sell plant protection products to
their members. The largest cooperative, InVivo, is directly invested in agrichemical
companies such as Phyteurop and Life Scientific. At the same time, these farming
cooperatives also have an important voice in the FNSEA, the French member of Copa-
Cogeca.

 How common is it that members of your organisation, or their members, have
financial ties to the agrochemical industry?

For Mr. Mesnage

61. In the statement of concern by several scientists including yourself published in
Environmental Health (2016) 15:19 you and your colleagues argue that the current state
of research on the environmental and public health risks caused by glyphosate-based
herbicides is outdated given the significant increase in use over the last ten, twenty
years. You argue that new publicly funded studies are necessary. Could you elaborate
on this including on why you think that the raw data gathered by the industry (such as
that which was the basis for the EU risk assessment of glyphosate) does not provide for
sufficient evidence?

62. What are in your view the most likely risks to public health and the environment caused
by glyphosate-based herbicides? Why do EU regulators come to the conclusion that
those risks are negligible?

63. What should be changed in EU regulation to allow for a more uncertainty-tolerant risk
assessment of pesticides and for a better evaluation of the available evidence of risks?

64. How should member states assess formulations?

65. Is there one synthetic pesticide that you would consider safe?
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66. In your view, what are the key improvements that need to be made to the EU’s dual
approval process in order to increase the transparency and sustainability of the EU risk
assessment model?

 Do you consider that those improvements would support the maintenance of a
system built on an EU-level approval of active substances, and a secondary national
product approval system?

67. The EU regulation requires that human, animals, the environment and its species should
be protected from harmful effects caused by pesticide active ingredients, products and
residues. The reported active ingredients go through a thorough toxicity assessment, for
human and the environment, through which acceptable exposure limits are set (e.g.
acceptable daily intake). In your scientific opinion, is the assessment of pesticide active
ingredients in EU sufficient to guarantee protection of human and the environment from
the potentially harmful effects of these compounds (active ingredients)?

68. The Commission has stated in its written responses to the PEST Committee that there
are only 21 safeners and 13 synergists that are known to be used in formulated
products, whereas there are several hundred substances used as co-formulants. Under
Regulation (EC) No 1107/2009, safeners are defined substances added to reduce toxic
effects on certain plants, synergists are substances added to enhance the pesticidal effect
and co-formulants are all substances that are neither safeners nor synergists.

 How does that categorisation work in your view?

 Do you consider that there is a clear-cut boundary between these three categories
and that it is therefore clear that only just over 30 substances would need to undergo
a full approval procedure, according to Article 25 of Regulation (EC) No
1107/2009?

69. You have found in your research that compounds used as synergists (i.e. substances that
are added to enhance the pesticidal effect) in formulated products can be harmful
themselves and can increase the toxicity of the active substance.

 How important do you judge the difference in toxicity between glyphosate vs.
glyphosate-based formulations?

 If there is a significant difference, is that an isolated case, or is this commonplace?

 Do you think that formulations are adequately assessed?

70. EU Regulation (EC) No 1107/2009 requires that safeners and synergists must be
approved only if they meet the same safety criteria as active substances. However, so
far, no safener or synergist has been approved at EU level.

 How relevant, do you reckon, is this “blind spot” in the EU pesticide regime for the
protection of human health and the environment?

71. At EU level, only one co-formulant has been dealt with, polyethoxylated tallowamine
(POE-tallowamine). The Commission decided to ban the use of this co-formulant in
glyphosate-based herbicides.

 Do you know whether POE-tallowamine is also used in other formulations, which do
not include glyphosate?
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 If yes, is there any good scientific reason to ban POE-tallowamine in glyphosate-
based formulations only?

 Or do you think POE-tallowamine should be prohibited across the board for the
same or similar reasons as it is banned for glyphosate-based formulations (i.e.
include it in the list of unacceptable co-formulants further to Article 27 of
Regulation (EC) No 1107/2009)?

72. Pesticide products are rarely used alone in agriculture but farmers use a cocktail of
pesticides - in many cases a blend of fungicides, insecticides and others. Is there any
evidence that this might increase the adverse effects of the different formulations in a
synergistic manner?

 Do you think that mixture effects are adequately assessed in the current regulatory
framework?

 What would you suggest as a solution to address the exposure to pesticide mixtures?
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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

ANSWERS GIVEN BY MR ROBIN MESNAGE

In the context of the PEST Committee meeting of 28 May, a public hearing with five invited
parties on “EU authorisation procedure for pesticides - Authorisation of plant protection
products by Member States” will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered in writing
by 26 June 2018, 12.00 h.

For Mr. Mesnage

61. In the statement of concern by several scientists including yourself published in
Environmental Health (2016) 15:19 you and your colleagues argue that the current state
of research on the environmental and public health risks caused by glyphosate-based
herbicides is outdated given the significant increase in use over the last ten, twenty
years. You argue that new publicly funded studies are necessary. Could you elaborate on
this including on why you think that the raw data gathered by the industry (such as that
which was the basis for the EU risk assessment of glyphosate) does not provide for
sufficient evidence?

All the reasons explaining why I think that the raw data gathered by the industry is
not sufficient are detailed in the statement of concern (Environmental Health (2016)
15:19). I think that the raw data gathered by industry is of a good quality, but it
doesn’t cover all endpoints necessary to fully evaluate glyphosate toxicity. The most
important gap is the absence of studies investigating effects of both glyphosate and
glyphosate-based pesticides in long-term bioassays starting prenatally, which would
include important endpoints such as biomarkers of endocrine disruption as well as the
study of host microbiomes.

My view is that governments should not pay for the risk assessment of chemicals. I
recommend a system through which chemical manufacturers provide funds to
regulatory bodies as part of routine registration. Such funds would then be transferred
to appropriate government research institutes, or to a grant agency, to guarantee the
independency of regulatory tests.

62. What are in your view the most likely risks to public health and the environment caused
by glyphosate-based herbicides? Why do EU regulators come to the conclusion that
those risks are negligible?
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The most likely risks to public health are metabolic and congenital malformations
potentially caused by the exposure to commercial formulations of pesticides in
sensitive subjects such as human embryo and fetus, which have been suggested by
some epidemiological studies (reviewed in Mesnage et al., Front Public Health. 2018
Jan 22;5:36). EU regulators come to the conclusion that those risks are negligible
because only the declared active ingredient glyphosate has been tested in the long-term
risk assessment. This doesn’t reflect the reality of glyphosate-based herbicide uses.

63. What should be changed in EU regulation to allow for a more uncertainty-tolerant risk
assessment of pesticides and for a better evaluation of the available evidence of risks?

A more uncertainty-tolerant risk assessment of pesticides can be achieved by taking
into account gaps in risk assessment in the calculation of health-based guidance values
like the Acceptable Daily Intake. For example, an extra safety factor could be added to
take into account uncertainties regarding the effects of co-formulants in the toxicity of
commercial formulations of pesticides.

For a better evaluation, a first step would be to get more transparency, and access to
all the raw data obtained by companies and accepted by regulatory agencies as proof
of safety. The second step can be the creation of a system through which chemical
manufacturers provide funds to regulatory bodies as part of routine registration. Such
funds would then be transferred to appropriate government research institutes, or to a
grant agency. Such reforms would ensure the independency of regulatory toxicology,
and promote trust in companies and science.

64. How should member states assess formulations?

The assessment of formulations can be improved at the EU level by extending the
battery of tests performed on reference formulations. A limit of this approach is that
these reference formulations may not reflect all formulations on the market since they
contain a mixture of different ingredients. To overcome this problem, it would be
important to obtain the transparency on the composition of all commercial
formulations placed on the market in order to determine a set of reference
formulations (not only one).

65. Is there one synthetic pesticide that you would consider safe?

The notion of safety cannot be disconnected from the notion of dose. Many pesticide
ingredients will not cause any adverse health effects at concentrations at which they
are found in the environment. Moreover, the distinction between synthetic and natural
chemicals is very complex. Some pesticide ingredients are natural molecules which
have been synthetized using industrial processes to scale up production. Pesticide
safety should not be considered as a black versus white issue. The safety of a pesticide
ingredient should be considered on a case by case basis depending on exposure
scenarios.

66. In your view, what are the key improvements that need to be made to the EU’s dual
approval process in order to increase the transparency and sustainability of the EU risk
assessment model?
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 Do you consider that those improvements would support the maintenance of a
system built on an EU-level approval of active substances, and a secondary national
product approval system?

My view is that every commercial formulation of pesticide should be studied and
authorised at the EU-level.

67. The EU regulation requires that human, animals, the environment and its species should
be protected from harmful effects caused by pesticide active ingredients, products and
residues. The reported active ingredients go through a thorough toxicity assessment, for
human and the environment, through which acceptable exposure limits are set (e.g.
acceptable daily intake). In your scientific opinion, is the assessment of pesticide active
ingredients in EU sufficient to guarantee protection of human and the environment from
the potentially harmful effects of these compounds (active ingredients)?

My scientific opinion is that the assessment of pesticide active ingredients is
insufficient. The battery of toxicity tests used to estimate general toxic effects, such as
target organ toxicity or histopathological lesions, is very reliable. However, chronic
metabolic diseases are not well detected with the current battery of tests. This is the
case of diseases provoked by endocrine disrupting effects.

68. The Commission has stated in its written responses to the PEST Committee that there
are only 21 safeners and 13 synergists that are known to be used in formulated
products, whereas there are several hundred substances used as co-formulants. Under
Regulation (EC) No 1107/2009, safeners are defined substances added to reduce toxic
effects on certain plants, synergists are substances added to enhance the pesticidal effect
and co-formulants are all substances that are neither safeners nor synergists.

 How does that categorisation work in your view?

 Do you consider that there is a clear-cut boundary between these three categories
and that it is therefore clear that only just over 30 substances would need to undergo
a full approval procedure, according to Article 25 of Regulation (EC) No
1107/2009?

This categorisation is valid for effects on target species. However, this is not valid to
estimate the effects on non-target species. The fact that an ingredient is inactive in
plant does not mean that it will not be toxic in mammals. There is no clear-cut
boundary between these three categories when we address non-target effects. My view
is that they should be regulated similarly.

69. You have found in your research that compounds used as synergists (i.e. substances that
are added to enhance the pesticidal effect) in formulated products can be harmful
themselves and can increase the toxicity of the active substance.

 How important do you judge the difference in toxicity between glyphosate vs.
glyphosate-based formulations?
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Overall, commercial formulations are more toxic than their declared active principles
because they contain other chemicals which can be toxic depending on the dose.
However, it is not possible to generalise the difference in toxicity. My research showed
that some commercial formulations are a thousand times more toxic than glyphosate
in vitro, while some others do not seem to be more toxic than glyphosate. This is a
proof of principle and it cannot be used directly to regulate pesticide formulations. The
situation could be different in vivo depending on the organism or the duration of
exposure. This is a dark zone and new studies are urgently needed to better
understand to which extent co-formulants participate to the toxicity of pesticides. It is
very likely that some co-formulants can explain pathologies caused by pesticides after
occupational or environmental exposures as suggested by some epidemiological studies
(cited in Mesnage et al., Front Public Health. 2018 Jan 22;5:36).

 If there is a significant difference, is that an isolated case, or is this commonplace?

This is a commonplace because most pesticide formulations include co-formulants
which are used to increase the pesticidal activity of the declared active principle. These
co-formulants have their own toxic profiles.

 Do you think that formulations are adequately assessed?

Formulations are not adequately assessed because only their acute toxic effects are
studied. Long-term health effects of pesticide residues from the complete commercial
formulations are never tested.

70. EU Regulation (EC) No 1107/2009 requires that safeners and synergists must be
approved only if they meet the same safety criteria as active substances. However, so
far, no safener or synergist has been approved at EU level.

 How relevant, do you reckon, is this “blind spot” in the EU pesticide regime for the
protection of human health and the environment?

71. At EU level, only one co-formulant has been dealt with, polyethoxylated tallowamine
(POE-tallowamine). The Commission decided to ban the use of this co-formulant in
glyphosate-based herbicides.

 Do you know whether POE-tallowamine is also used in other formulations, which do
not include glyphosate?

In France, 126 formulations of glyphosate were removed from the market in July 2016,
but other POEA-containing pesticides can still be bought. In addition, French farmers
can still source POEA as a separate adjuvant mixture (product name Regain,
authorization 9300433) to mix with a glyphosate formulation in the spray tank
(https://ephy.anses.fr/adjuvant/regain). POEA is also still authorized as a co-formulant
in pesticide formulations containing other ingredients such as 2,4-D (such as Holster
XL, Barclay Chemicals Manufacturing Ltd).
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 If yes, is there any good scientific reason to ban POE-tallowamine in glyphosate-
based formulations only?

Concerns about POE-tallowamine are not based on interactions between glyphosate
and POE-tallowamine, but based on its toxicity. Thus, there is no scientific reason to
ban POE-tallowamine in glyphosate-based formulations only.

 Or do you think POE-tallowamine should be prohibited across the board for the
same or similar reasons as it is banned for glyphosate-based formulations (i.e.
include it in the list of unacceptable co-formulants further to Article 27 of
Regulation (EC) No 1107/2009)?

Prohibiting POE-tallowamine is not a complete solution, it is moving the problem to
another chemicals. Other ethoxylated adjuvants such as ethoxylated etheralkylamine
have very similar toxicological properties compared to POE-tallowamine. These are
still authorised in glyphosate-based formulations.

72. Pesticide products are rarely used alone in agriculture but farmers use a cocktail of
pesticides - in many cases a blend of fungicides, insecticides and others. Is there any
evidence that this might increase the adverse effects of the different formulations in a
synergistic manner?

There are evidences of combined effects between different active principles used in
agriculture (Environ Health Perspect. 2009 Dec; 117(12): 1839–1846.)

 Do you think that mixture effects are adequately assessed in the current regulatory
framework?

Mixture effects are not adequately assessed in the current regulatory framework.

 What would you suggest as a solution to address the exposure to pesticide mixtures?

Several solutions to this problem have been proposed in the 2011 opinion on Toxicity
and Assessment of Chemical Mixtures, by the non-food scientific committees of the
European Commission. This can be considered as a basis to improve the current
regulatory framework.

Assessing interactions between different commercial pesticide formulations is very
difficult given the number of combinations. My view is that whole-mixture approaches
can be recommended when there are unidentified materials in the mixture and for any
interactions among mixture components, which is the case of commercial pesticide
formulations.
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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES - 
AUTHORISATION OF PLANT PROTECTION PRODUCTS 

BY MEMBER STATES

PREPARATORY QUESTIONS

For all experts: 
1. According to the Myers et al statement of concern regarding concerns over use of 

glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19, 
regulators have not incorporated peer-reviewed and publicly available research on 
the risks of glyphosate because it ‘often uses standards and procedures to assess 
quality that are different from those codified in regulatory agency data requirements, 
which largely focus on avoiding fraud.’
 In your view, are current regulations on the use of evidence in pesticides risk 

assessments by EU agencies adequate?
 Do they allow for the consideration of all relevant information including for the 

consideration of scientific uncertainty?

We do not comment on EFSA’s assessments but we do certainly support the work done by 
EFSA. In addition, in the case of glyphosate, there was also a second assessment by the 
European Chemicals Agency which concluded on similar views as EFSA.

2. Is the separation between the risk assessment of active substances and plant 
protection products as currently established under Regulation 1107/2009 the best 
way to assess risks of pesticides to public health and the environment?
 Should EU regulators including the risk assessors rather evaluate the safety of 

the end products given that glyphosate-based herbicides are said to be ‘more 
potent, or toxic, than glyphosate alone to a wide array of non-target organisms’ 
and that ‘risk assessments that are based on studies quantifying the impacts of 
glyphosate alone underestimate both toxicity and exposure, and thus risk.’?1

From our point of view, the safety of the active substances has to be ensured before they 
enter into the market, no matters whether it is by EU regulators or by Member States. 
However, with the current system, it seems unrealistic that the EU services will have the 
resources to perform those assessments.

EFSA’s resourcing still remains marginal in comparison to other similar agencies worldwide 
(i.e. Food and Drug Administration in the United States).

3. What could be improved in the approval system of final plant protection products 
on EU level and national level?

Deadlines are often disregarded and PPPs, re-authorisation and Maximum Residue Levels 
usually suffer from them. Therefore, in many cases, no new uses are added to the labels 
1 Myers et al, Environmental Health (2016) 15:19.
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because of the uncertainty and it is mainly Minor Uses and Specialty Crops which face the 
consequences.

4. Do you consider the zonal system to be fit for purpose generally? What are its 
advantages and shortcomings compared to a centralised EU authorisation system 
for plant protection products? Do you have general recommendations on how to 
improve the zonal system? Would you advocate for a centralised EU system 
instead?

See reply to question 48.

5. How do you assess the level of harmonisation of methodologies, models and specific 
application conditions between Member States of the respective zones? Where do 
you think more harmonisation is needed, where is it necessary to maintain 
flexibility for Member States?

-

6. What provisions are in place to facilitate work sharing between Member States of 
each zone? How can work sharing be improved? What has proven to be best 
practices?

See reply to question 49.

7. From your experience, how can the compliance with legal deadlines be improved?

By applying automatic/mandatory Mutual Recognition amongst Member States instead of 
opening again the risk envelops.

By creating a single EU list of Minor Uses and Specialty Crops which ensures no 
discrepancies in the extension of uses to MUSC.

8. Beyond further harmonisation of methodologies, models and application 
conditions, how can the functioning of mutual recognition be improved?

By building trust amongst Member States.

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/
audits-analysis/overview_reports/details.cfm?rep_id=108) which has found that 
some Member States fully or partially re-evaluate applications although the 
majority of these evaluations have the same or very similar outcomes, what can be 
done to avoid the unnecessary duplications of evaluations?

By applying automatic/mandatory Mutual Recognition amongst Member States instead of 
opening again the risk envelops.

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 
has raised concerns about the protection of health and the environment. Could you 
explain what has led to this increase?
 Could you explain how compliance with the requirements of 1107/2009 and of its 

article 53 in particular is ensured?

2 | 12
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 How do you assess the health and environmental impacts of the increased use of 
emergency authorisations?

 Could you give concrete examples of emergency authorisations (both requested 
and granted) and their reasons?

One of the main reasons is the loss of PPPs at national level. According to our estimates, at 
EU level we have more or less the same number of active substances but around 1.000 less 
PPPs.

About concrete examples of emergency authorisations requested and granted:

 Tryciclazole in rice. Asked to fight pelicularia. It is the only tool to do it and it is 
authorised globally but not in the EU. For such limited market, companies are not 
interested to submit applications and the burden in case they decide to do it is so high 
that they refuse. This represents a clear competitive disadvantage to compete 
internationally.

For Copa-Cogeca

48. What are the impacts on your industry of the zonal approval system?

As clearly stated in the study supporting the REFIT evaluation of the EU legislation on 
PPPs and pesticides residues, several factors of the legislation on PPPs affect the 
competitiveness of EU farmers.

Direct effects might be linked to the approval procedures and criteria which affect the 
availability and prices of PPPs. Provisions intended to enhance harmonisation, such as the 
zonal system and the facilitation of mutual recognitions could have indirect (beneficial) 
impacts.

However, the zonal system established by Regulation 1107/2009 is not working in a 
sufficiently effective way and, overall, does not fully meet the objectives to improve the 
PPPs authorisation workflow and reduce the time necessary for the process. National 
requirements appear to limit the effectiveness of the authorisation system.

49. Where do you see improvements on national level?

The key issue is about trust amongst Member States and willingness to apply the provisions 
of the Regulation.

In reference to Mutual recognition, as shown in the Commission’s “Overview report on 
Authorisation of Plant Protection Products”, Member States re-evaluate fully or partially 
applications for Mutual Recognition so satisfy specific national requirements of their own 
evaluation models, which are not included in Regulation 1107/2009.

Moreover, the report shows how in more than 50% of the cases, the authorisation remained 
identical to that granted in the Member State of origin and in 27% the authorisation was 
granted with different risk mitigation measures. This means that in the majority of the cases, 
the outcome of the evaluation is either the same or very similar to the original authorisation, 
which means that there is no added value in it, however the authorisation is delayed beyond 
the deadlines.

3 | 12
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In reference to the zonal system, the Northern zone is performing correctly, the Southern 
zone is more or less correctly and the Central zone is not applying it.

According to the same Commission’s report, the majority of Member States fail to use the 
zonal authorisation system as envisaged in the Regulation and fail to comply with almost all 
legal deadlines under the Regulation, by significant margins in many cases. As a result, 
there is delayed or reduced access to new pest control tools for growers. In addition, the re-
evaluation of plant protection products already on the market, in light of new scientific and 
technical knowledge, is delayed.

From Copa-Cogeca’s perspective, the EU Minor Uses Coordination Facility provides a 
good platform to build trust amongst Member States. This is especially necessary for Minor 
Uses and Specialty Crops, which lack of necessary tools. However, there seems to be no 
interest from the European Commission and Member States to keep the work of the 
platform.

50. Are there more advantages for a one zonal system or should it be done at EU level?

One of the goals of the Regulation is to have safe PPPs available for all EU farmers and for 
all needs. However, there are many differences about needs and crops amongst Member 
States and what is needed in a certain Member State may not be necessarily needed in the 
neighbouring country.

We have also to acknowledge the fact that to bring new substances to the market is quite 
expensive and in many cases this investment is also higher due to the administrative burden. 
A completely centralised procedure would impose such a big burden that not many 
companies would be able to bring new products to the market.

Copa-Cogeca is in favour of a more centralised procedure which allows PPPs to genuinely 
benefit from the internal market. This would lead to better transparency of the evaluation 
process, harmonisation of EU legislation, increase the availability of products across the 
entire EU market, improved efficiency and predictability as well as an accelerated decision 
making process.

However, a more centralised procedure would require adaptation ,in order to take into 
account the application methods in different conditions on the ground (climatic conditions 
in northern and southern countries, different farming methods, etc.) and to avoid that 
administrative burdens and costs do not exclude from the market Small and Medium 
Enterprises (SMEs) which bring new products and competition to the market.

Pending on the publication of the study supporting the REFIT evaluation of the EU 
legislation on PPPs and pesticides residues, it seems to be the case that with the application 
of Regulation 1107/2009 many SMEs have left the market.

This would be in line with the consolidation trend observed at global level, which has 
reduced the number of big players.

51. Please tell us about the practical implications of the current system.

When Regulation 1107/2009 entered into force, we considered the zonal approval system as 
a step into the right direction, which is increasing availability of PPPs for farmers in all EU, 
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regardless of their Member State, production system, sector or crop. In particular, we 
expected the zonal system to improve availability of PPPs for Minor Uses and Specialty 
Crops.

However, we haven’t detected any particular increase of PPPs due to this provision of the 
Regulation. We consider that Member States and the industry could use it more extensively.

Specifically, about Minor Uses and Specialty Crops, each Member State has its own list, 
which makes the harmonisation at zonal and European levels more difficult.

52. Training and information on the safe and sustainable use of pesticides is essential 
to limit their impact on human health and the environment. Can you detail the 
measures and compliance activities taken by COPA COGECA to ensure the safe 
use, storage and disposal of plant protection products in the workplace?

According to the “Overview report on Sustainable Use of Pesticides” made the European 
Commission in 2017, all Member States (except Luxembourg) had established training and 
certification systems by 2013 with almost four million professional operators had been 
trained by 2016.

Moreover, the handling, storage and transport of pesticides is covered by a range of 
European and national legislation which preceded the Directive. In the audtis to Member 
States, the European Commission confirm that operators are knowledgeable in this area as 
the handling and storage of pesticides is covered in the mandatory training.

As part of the attention we pay to the Sustainable Use of Pesticides, we have participated in 
many projects about application of pesticides and forums of debate to disseminate in 
practice application of IPM principles.

Finally, I would like to underline that we are currently involved in a H2020 project on 
Accelerating Innovative practices for Spraying Equipment, Training and Advising in 
European agriculture through the mobilization of Agricultural Knowledge and Innovation 
Systems.

 Moreover, are these measures given sufficient consideration by Member States 
during the product authorisation process?

The authorisation process already considers Good plant protection practices in:

1. The conditions of approval of a PPP consequent on application consistent with good 
plant protection practice and having regard to realistic conditions of use. These PPPs 
shall be sufficiently effective and not having harmful effects on human and animal health 
or to the environment.

2. The setting up of Maximum Residue Levels. Maximum residue levels are the upper 
levels of pesticide residues based on good agricultural practice and the lowest consumer 
exposure necessary to protect vulnerable consumers.

53. The threat of antimicrobial resistance in veterinary medicines is well documented, 
but far less attention has been paid to the increasing occurrence of pesticide 
resistance in plant pests and diseases, and the need for a variety of plant protection 
solutions. If the number of products available to farmers continues to decrease, 
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resulting in fewer alternatives, what do you estimate will be the impact on 
European agriculture and food security?

There are several causes that increase the risk of development of resistances. Amongst 
them, climate change, natural appearance of resistance, increased global movements or 
reliance on fewer number of PPPs with different modes of action.

In this respect, the UN Environmental Program has listed pesticide resistance as the third 
most serious threat to global agriculture (after soil erosion and water pollution).

As farmers and food business operators, we are very worried about the appearance of 
resistances. We are especially worried about lack of new modes of actions in fungicides. 
Fungal diseases may end up in appearance of mycotoxins which may cause problems of 
animal and human health.

54. COPA continuously asks for less strict legislation for PPPs and allowing as many 
products on the market as possible. Just curious what COPA is doing to serve the 
interest of their organic farmers, since they are often paying the price, literally, for 
the pesticide use of their neighbours, leaving residues on their products?

We do not ask for less strict legislation. We want that all PPPs in the market are safe and 
effective. However, the main purposes of Regulation 1107/2009 are:

1) to ensure a high level of protection of both human and animal health and the 
environment; and

2) to improve the functioning of the internal market while improving agricultural 
production.

After 7 years of implementation, the current legislation is failing to deliver the second 
objective, providing new safer products to the market. Since 2011 when the Regulation fully 
entry into force, the availability of PPPs for EU farmers has decreased notably. This is 
especially worrying for minor uses and specialty crops (fruits and vegetables, hops, rice…).

According to our estimations, around 50/60 active substances have been phased out 
(approximately 1.000 PPPs and many more uses) since 2011. During the same period 
approximately, the same number of active substances were submitted but only 8 new active 
substances entered in the market and have at least 1 PPP.

In order to better compare: farmers have lost around 1.000 PPPs (with many uses on and off 
the labels) and have received 20 PPPs (with very few uses on and off the labels).

We consider that the same safety level can be achieved with a system based on risk and not 
on hazard. Thus, better achieving both objectives of Regulation 1107/2009.

We would like to underline that while the EU is further strengthening its legal framework 
on PPPs and thus their availability, many of the substances already banned in the EU are 
still used in several third countries.

This represents a clear loss of competitiveness in the long-term for EU in comparison with 
non-EU countries, where the substances would still be part of farmers’ toolboxes. 
Moreover, despite the huge effort of the sector, EU consumers will still be exposed to 
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residues and the effects on the environment of the use of pesticides in third countries will 
remain.

About organic farmers, Copa-Cogeca represents all types of farmers, including organic 
farmers. We have inside the organisation a WP on organic which has been actively involved 
in all the discussions of this method of production. In any case, also organic farmers must 
protect their crops against pests and diseases.

55. You represent a number of certified organic producers. Do those producers 
consider that there is enough availability of PPS on the market that they can use in 
their farms?
 Have you/they identified differences between countries?

Organic farming has its own list of authorised active substances but this does not imply they 
do not suffer from the loss of active substances, as we have recently seen in the case of 
copper compounds. This might be an increasing problem in case the current mainstreaming 
objective is achieved.

 What would you propose to change in the approval and authorisation 
procedure, so there is a bigger availability of low-risk, biological low risk 
pesticides and products to be used by the organic farmers?

We consider that there is a need and a possibility within the current legislative framework, to 
increase availability of low-risk active substances. To this extend, we have recently co-
signed, together with the International Biocontrol Manufacturers’ Association, a second 
Roadmap for Collaboration in order to look at solutions.

Amongst others, we suggest a fast-track authorisation procedure, based on a list of possible 
low-risk active substances and to include label claims for low-risk substances and PPPs.

56. Copa-Cogeca has often complained about EU decisions to restrict pesticides. It 
said, for example, that the near-total ban of three neonicotinoid insecticides would 
“jeopardise the livelihoods of many farmers and put our food supplies at risk”. With 
regard to glyphosate, it warned that: “Without it, production would be jeopardised. 
This would be disastrous for the EU given the current agricultural crisis and the need 
to meet increasing world food demand.”
 Does Copa-Cogeca accept the findings of scientific studies that demonstrate 

risks arising from the use of individual pesticides, such as neonicotinoids?

Copa-Cogeca position on pesticides is to support science-based decisions and therefore, we 
support since its inception, the role of EFSA as risk assessor and we do not question its 
opinions about active substances. No matters whether they are positive or negative to our 
economic interests.

However, for the sake of clarification, in the case of neonicotinoids EFSA did not propose to 
ban neonicotinoids, as stated in their Questions and Answers document accompanying 
EFSA’s opinion:

“(…) 6) As risks are confirmed, is EFSA recommending an EU-wide ban of 
neonicotinoids? No. In the EU regulatory system, EFSA acts as a scientific risk assessment 
body and does not make decisions regarding authorisations of regulated products, including 
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pesticides. These are the responsibility of the European Commission and Member State 
authorities in their capacity as risk managers and legislators (…)”.

In that case, we proposed mitigation measures to ensure safe uses, in particular on sugar beet 
so that the risk to bees could be handled and at the same time keep the substances in the 
market. The decision to further restrict the three neonicotinoids was a political one taken by 
the European Commission and Member States.

In the case of glyphosate, EFSA’s conclusion was favourable to the substance and again, a 
political decision was made not to follow the legislation in place. Let me remind you that 
instead of renewing it for 15 years it was only renewed for 5 years.

 Is Copa-Cogeca at all concerned about these findings or does it only care about 
agricultural productivity?

The concept of agricultural productivity relates not only to production but also to resource 
efficiency. There is a growing demand for food products due to an increasing world 
population. Therefore, the majority of the required increase should be reached by 
productivity growth.

At the same time, environmental sustainability concerns, climate change, as well as 
competition with other economic activities for scarce resources, may limit the potential to 
further accelerate productivity growth. All agricultural sectors and methods of production 
are concerned about productivity and take it into account.

However, as we have always said, we want as many safe and effective PPPs in the market as 
possible, even when it goes against our economic interests. We are in favour of a science-
based decision-making process and EFSA plays a crucial role in it.

 Does Copa-Cogeca feel that its strong advocacy in favour of pesticides could 
undermine farmers’ reputation amongst the public who are increasingly 
concerned about pesticides and wish to consume pesticide free food?

The objectives of “pesticide free food” or “zero residues” are fine for us, provided that the 
food products are safe and that there is a market for them. What we have seen so far is that 
consumers look for zero tolerance when it comes to quality of the food (mainly in fruits and 
vegetables), and in order to provide such quality, PPPs are needed. In addition, even if 
organic farming is steadily increasing, it represents 6% of the European land (UAA). We still 
see some potential growth in the organic sector.

From our point of view, consumers proper information and communication to the general 
public is missing. This communication should come from public authorities in the first place, 
farmers and agri-cooperatives (for instance, open days), retailers and other stakeholders to 
explain science and to build trust in the high safety standards of the food system in the EU. 
Moreover, we have to ensure that modern farming techniques are well understood by the 
general public, for instance, New Breeding Techniques that can help reduce the need for 
PPPs.

This is in line with Commission's proposal on transparency and sustainability of the EU risk 
assessment model in the food chain, which foresees an increase in risk communication as 
demonstrated that the current systems are not enough.
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We would like to remind that despite the concerns, the reality is that Europe has the safest 
and of highest quality food ever recorded in history.

57. The EU evaluates the risks and hazards of individual active substances, and 
national authorities evaluate the risks and hazards of individual pesticide products. 
In practice, however, many different pesticides are used on the same field. The 
Agricultural Health Study in the US has shown that that “farmers have a higher 
risk for developing some cancers, including prostate cancer”.
 How does Copa-Cogeca feel about the overall impact of pesticides?

The EU has the most stringent approval system for PPPs worldwide. It ensures that the 
active substances that arrive to the market are safe. Moreover, we have a very good system 
to ensure that the PPPs are used sustainably by training of operators, inspection of 
equipment, systems for storage and recovery of remnants, etc. We trust the authorities to 
ensure that all the controls are in place to avoid non-safe pesticides to enter the market.

However, when citing outside EU studies, we strongly recommend to be careful, as PPPs are 
used in the EU in a sustainable manner according to our high standards. These standards are 
not the same in other parts of the world and therefore the risk exposure is different. For 
instance, in the EU aerial spraying is almost negligible.

Farmers do not use pesticides without a preliminary cost/benefit analysis, including the 
production costs. This is also part of IPM principles.

 Is Copa-Cogeca concerned about adverse effects on the health of farmers?

Copa-Cogeca is very concerned about to the Sustainable Use of Pesticides, it is essential to 
remember that farmers, operators and agricultural workers are the first actors concerned 
about storing, handling and applying PPPs in a safe way to protect human health in general 
and themselves in particular. As well, persons living close to pesticide application areas, 
which in most of the cases are farmers’ families, are concerned.

According to the “Overview report on Sustainable Use of Pesticides” made the European 
Commission in 2017, all Member States (except Luxembourg) had established training and 
certification systems by 2013 with almost four million professional operators had been 
trained by 2016.

Moreover, the handling, storage and transport of pesticides is covered by a range of 
European and national legislation which preceded the Directive. In the audits to Member 
States, the European Commission confirm that operators are knowledgeable in this area as 
the handling and storage of pesticides is covered in the mandatory training.

By any means we would be in favour of decreasing the safe and sustainable use of 
pesticides.

58. Directive 2009/128/EC obliges farmers to apply the principles of Integrated Pest 
Management (IPM) set out in Annex III of the Directive.  However, a recent report 
of the European Commission shows that these principles are insufficiently applied. 
The Commission said that, in six EU countries studied in detail, “some IPM 
techniques could be adopted on a more widespread basis, such as crop rotation, 
proper selection of seed and planting material and use of adequate cultivation 
techniques.” A draft REFIT evaluation report for the Commission similarly 
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concludes that: “Alternative methods are generally insufficiently used as substitutes 
for plant protection products and IPM approaches are not yet fully exploited.”
 Why is it, in your opinion, that IPM principles are not fully applied?

The vast majority of pests and diseases are controlled with agricultural practices such as crop 
rotation, seed and variety selection, cultivation practices, sowing dates and densities, 
irrigation, etc. Nevertheless, many of these tools are under pressure because of lack of 
confidence in the EU Institutions and no science-based decisions, for instance New Breeding 
Techniques or PPPs.

European farmers and their cooperatives need access to these technological advancements in 
order to meet the upcoming challenges and to remain competitive. Of course, it includes 
low-risk active substances, whose availability is far from envisaged: currently there are 12 
low-risk active substances, 4 of them are not authorised at Member State level, 5 are 
authorised in less than 10 Member States, 2 in less than 20 and only 1 in more than 20 but 
not in the whole EU.

In any case, farm advisory systems could help to promote new and modern cultivation 
techniques which require less input and that may be beneficial for both, farmers economic 
performance and the environment.

 How does Copa-Cogeca help its member organisations to achieve full 
implementation?

Copa-Cogeca as well as its member organisations are fully involved in IPM. We have 
participated in the EU Expert Group on Sustainable Plant Protection, we have developed 
several brochures on Sustainable Use Directive and we have participated in many 
discussions on this subject. Some of them even in the European Parliament.
To this extend, we have also recently co-signed, together with the International Biocontrol 
Manufacturers’ Association, a second Roadmap for Collaboration in order to look at low-
risk solutions that can enter into farmers’ toolboxes.

As part of that work, we are also fully involved in the work of the EU Minor Uses 
Coordination Facility which also tries to increase availability of solutions to Minor Uses and 
Specialty Crops at EU level.

Finally, inside Copa-Cogeca we have a Working Party gathering together experts from the 
different Member States which regularly discuss, share information and update knowledge 
on IPM and sustainable practices.

59. In Northern Italy (Veneto and Friuli-Venezia Giulia regions), a Maize Mutual 
Funds has been set up to cover risk from IPM implementation. Maize growers can 
purchase insurance cover instead of soil insecticides, to provide financial 
compensation when yield losses can be attributed to pests or adverse weather 
conditions. This has turned out to be advantageous for both farmers and the 
environment (Furlan et al, 2017: An update of the Worldwide Integrated Assessment 
(WIA) on systemic insecticides. Part 3: alternatives to systemic insecticides).
 Do you think the members of Copa Cogeca could promote such a model, in 

order to protect the livelihoods of farmers?

There are different schemes available for farmers for such initiatives, this is one of them, but 
under Rural Development Programmes there are other possibilities for agri-environment-
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climate measures to compensate losses of production due to IPM or production with no 
fertilisers and/or pesticides.

In any case, farmers should be given discretion by making individual choices instead of 
mutual obligatory systems. Overall, we would not be in favour of mandatory systems since 
farmers as entrepreneurs should make their own decisions on what is best for their business.

Different sectors and production methods have different requirements and needs. If there are 
new tools or techniques coming to the market where farmers can benefit from, farmers will 
be open to explore them.

Copa and Cogeca believe that the main focus should be on how to improve the existing 
measures rather than making them mandatory for all EU farmers. Improving the existing 
measures would make them more interesting for farmers and therefore, there would be 
bigger engagement.

 Do you know of similar initiatives elsewhere in Europe?

EU farmers already apply IPM principles. However, the decision on which treatment to 
apply, is something that the farmer has to decide based on the different alternatives available, 
costs (including costs of labour), etc. About mutual funds, several Member States have in 
place mutual funds to allow their farmers certain risk management level.
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60. In France, many farming cooperatives (e.g. Triskalia) sell plant protection 
products to their members. The largest cooperative, InVivo, is directly invested in 
agrichemical companies such as Phyteurop and Life Scientific. At the same time, 
these farming cooperatives also have an important voice in the FNSEA, the French 
member of Copa-Cogeca.
 How common is it that members of your organisation, or their members, have 

financial ties to the agrochemical industry?

Pesticides are used by farmers and represent a major factor in EU competitiveness in terms 
of: (i) the cost of the input; (ii) the high quality feed produced for animals; and (iii) the high 
quality and homogenous products produced by EU farmers.

Naturally, we cooperate with all the different agri-food chain stakeholders, including the 
agrochemical industry. However, as Copa-Cogeca, we do not have direct financial ties with 
the industry and each organisation defends the interests of their constituents, which might 
not be the same.
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AUSTRALIAN PESTICIDES AND VETERINARY MEDICINES AUTHORITY (APVMA)

CANADIAN PEST MANAGEMENT REGULATORY AGENCY (CPMRA)

US ENVIRONMENTAL PROTECTION AGENCY (EPA)
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PEST COMMITTEE MEETING OF 30 AUGUST 2018 

 

PUBLIC HEARING 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES - COMPARATIVE 

ANALYSIS OF AUTHORISATION PROCEDURES IN OECD COUNTRIES 

 

PREPARATORY QUESTIONS 

 

In the context of the PEST Committee meeting of 30 August, an exchange of views will 

take place to give Members an insight into the authorisation procedure for pesticides in 

Australia, Canada and California. To prepare for this exchange of views, political groups 

have submitted the following questions. These questions, which address many of the topics 

at stake, should be answered in writing beforehand. 

 

Overview:  

Australia notes that the European Union (EU) takes a hazard-based regulatory approach to 

assessing pesticides (agricultural chemicals). This means that agricultural chemicals are 

assessed primarily on the intrinsic potential for harm (hazard), rather than the likelihood that 

harm may arise from the approved use and safety precautions for the agricultural chemical 

(risk).  

 

It is correct that agricultural chemicals, like industrial and other chemicals, may be 

hazardous and have the potential to cause harm. Australia’s regulatory system therefore has 

regard to the potential risk posed by agricultural chemicals and adopts a risk and science-

based approach to use.  

 

Australia’s system for regulating agricultural chemicals is a shared responsibility between 

the Australian and state and territory governments. The Australian Pesticides and Veterinary 

Medicines Authority (APVMA) is the independent Australian Government agency that 

regulates agricultural chemicals up to and including the point of supply. State and territory 

governments have regulatory responsibility after products are supplied for use. This 

includes the storage, use and possession of agricultural chemicals.  

 

The APVMA is responsible for registering agricultural chemicals before they can be 

supplied in Australia. The legislated process for registering agricultural chemicals, as set out 

in the Agricultural and Veterinary Chemicals Code Act 1994 which specifies that the 

APVMA can only register an agricultural chemical if it is ‘satisfied’ that an agricultural 

chemical is safe, effective, will not unduly prejudice Australia’s trade of commodities and 

the label for the product contains adequate information to ensure its safe and effective use. 

The APVMA uses the latest scientific developments, alerts from overseas regulators, or any 

other relevant information, including health and environmental information, when assessing 

an agricultural chemical for registration.  

 

Australia acknowledges the risks posed by the misuse of agricultural chemicals to human 

health and the environment. Legislation regulating the supply of agricultural chemicals 

recognises that the health and safety of human beings, animals and the environment is the 

first priority of the system for regulating chemical products and their constituent 

components. The legislation must also be implemented in a manner that promotes 

community confidence in the regulation of chemical products and their constituent 

components. Assessment processes are open and accountable, and provide opportunities for 
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public involvement and participation. This provides the context in which chemicals can be 

used safely, to enhance the productivity of our agricultural sector, and protect our 

communities from pests and diseases. 

 

Questions to all experts: 

 

1. Could you provide a general overview on the approval/authorisation procedure for 

plant protection active substances and products in your country? Particularly, are the 

approval of active substances and the authorisation of products separated or bundled 

in one step? Is there a separation of risk assessment and risk management in place? If 

no, can you please explain why?  

Australian legislation allows for the approval of an active constituent and registration of a 

product to occur separately or, within an individual application (i.e at the same time).  

The assessment and approval of an active constituent is conducted to the level of the 

individual source/site manufacturer.  

 

For novel active constituents being submitted for the first time the assessments of both the 

approval of the active constituent and registration of the product often occurs concurrently 

(i.e. bundled into the same submission, assessed and approved/registered concurrently). For 

registration of a product containing an already approved active constituent assessments are 

only conducted for the product.  

 

Active constituents are assessed against the safety criteria. Chemical products are assessed 

against safety, efficacy, trade and labelling criteria. 

 

In assessing a product for registration, the APVMA must be satisfied that the label meets the 

labelling criteria as outlined in legislation. That is the label contains adequate information 

to ensure the safe and effective use including appropriate directions for use and associated 

warnings and precautions for operators, the general public and the environment. 

 

In assessing the trade criteria the APVMA considers if commodities treated with the 

product, or livestock which have consumed the product, or by products of either, would not 

contain residues that would contravene residue limits in Australia’s major export 

destinations. If the risk of residues cannot be mitigated, the product cannot be registered in 

Australia. Examples of mitigation strategies can include longer withholding periods in the 

treated commodity or through establishing slaughter intervals for livestock fed treated 

commodities. 

 

When assessing active constituents and products the APVMA undertakes both risk 

assessment and risk management as part of its assessment processes. In assessing active 

constituents and/or products, the APVMA operates two scientific programs. The Scientific 

Assessment & Chemical Review Program (SACR) and the Registration Management and 

Evaluation Program (RME).  

APVMA scientific staff within the SACR program conduct technical assessments in each 

discipline of chemistry & manufacture, toxicology, environment, residues, efficacy and 

target safety. Scientific assessment teams within the SACR program provide detailed 

assessment reports and recommendations to the RME program. The RME program then 

determines whether the risks associated with the proposed use(s) can be appropriately 
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managed or mitigated (including through label modifications and/or additions by the 

applicant and as necessary further liaison with SACR).  

Post registration, Australian state and territory governments also conduct risk management 

to ensure legal use requirements are adhered to. 

To summarise: 

 

1. An active constituent will only be approved if the APVMA is satisfied of the safety 

criteria (approval is required for each source/site of manufacture) 

2. An agricultural chemical product will only be registered if the APVMA is satisfied 

that the product meets the safety, efficacy and trade criteria, and labelling criteria. 

3. Both processes (1 or 2 above) may be undertaken separately or concurrently, 

4. Risk assessment and risk management is undertaken by: 

a. specialist disciplinary teams within APVMA who conduct risk assessment, 

b. registration management teams within APVMA finalise the risk assessment 

and management via approval of the product label, and 

c. state and territory governments undertake post registration risk management 

in their jurisdiction to ensure use meets legislative requirements. 

 

2. In your opinion, is it scientifically justifiable to assess separately active substances 

and formulated products? This separation exists in EU rules. Does it also exist in your 

country? 

Yes.  As per the response to question 1, Australian legislation provides for the approval of 

an active constituent and registration of a product to occur concurrently or separately. 

3. How long does the evaluation/re-evaluation process take? Which criteria are used? 

Who ask for a re-evaluation? Who meets the costs of evaluation and re-evaluation?  

What is the average cost of evaluation and re-evaluation? 

The evaluation timeline in Australia varies depending on how novel the active constituent/s 

is and how the product will be used. Timeframes are typically between three and eighteen 

months. A combination of fixed timeframe and modular timeframe processes are used with 

different legislated assessment periods set for the approval of active constituents and 

registration of products.  

Australia has legislation that specifies how an active constituent, product registration or 

label approval is revaluated. The criteria for a chemical review are the same as those used to 

approve an active constituent or label or register an agricultural chemical product.  

Chemical reviews are initiated when new scientific information emerges that may suggest 

an active constituent, registered product or label may not meet criteria for safety, efficacy, 

trade or labelling. This process aims to reassess the risks and determine whether the active 

constituent and/or product continues to meet those criteria. The review may result in 

confirmation of existing approvals, require changes or result in the suspension of use or 

cancellation of authorisation. 

The costs of the chemical reviews are borne by the APVMA through levies imposed on 

suppliers of chemical products and holders of registration that may need to generate data to 

support continued uses of agricultural chemical products.   
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4. How do you set the duration of the authorisation and the re-authorisation? How are 

the criteria used adapted to changing environment and health standards? 

Agricultural chemical products are subject to regular (typically annual) renewal of 

registration. This is not a scientific assessment process, it is an administrative process 

dependent solely on payment of the renewal fee. The legislated chemical review process 

discussed in Question 3 can be triggered at any time to reconsider an approval or 

registration.  

5. How is risk communication with regard to plant protection products organised in your 

country? Are there any elements of your risk communication that you would consider 

best practices? 

In Australia, under the partnership regulatory arrangement between the Australian 

Government and state and territory governments, risk communication happens at all levels 

and in a number of ways.  Firstly, the APVMA conducts both risk assessment and risk 

management and, upon registration, approves the information to be contained on the product 

label. Therefore the first level of risk communication is achieved through the product label 

which contains adequate information to ensure the safe and effective use of the product 

including appropriate directions for use, withholding periods and associated warnings and 

precautions for operators, the general public and the environment. In addition, the APVMA 

may determine that certain products require specialist skills or training before those 

products can be accessed and used. These products are classified as Restricted Chemical 

Products.  

Australia’s state and territory governments are also responsible for risk communication 

activities.  As an example, a person cannot purchase and use a Restricted Chemical Product 

until they are authorised. This requires users to complete training competencies directly 

associated with the management of risks for particular product types (i.e. certain vertebrate 

poisons). In most Australian states and territories it is also a requirement that before persons 

operating commercial businesses can apply pesticides, they must be trained in systems and 

legislation for product safe use, handling and storage. State and territory governments who 

are responsible for regulating the use of plant protection products also communicate on the 

safe and effective use of products through published material on their websites and by 

running education and awareness activities with end users. 

In summary the key elements to risk communication are achieved by: 

1. Product labels containing adequate instructions for their safe use based on risk 

assessments conducted at the time of registration/authorisation, 

2. Minimum training requirements for commercial users of products that may vary for 

different product classes and their uses, and 

3. General education of end users via various mediums such as government websites 

and targeted education activities. 
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6. Under your approval/authorisation system, who bears the burden of proof with regard 

to the safety of active substances/products? For instance, who commissions and 

finances studies? 

The applicant seeking approval of an active constituent or product registration of an 

agricultural chemical, including the label, bears the burden of proof with regard to safety, 

efficacy and the potential impact on trade. The applicant may commission and finance the 

studies required to approve an active constituent or label, or register an agricultural 

chemical. In some cases, an agricultural user industry organisations may also generate data 

to support the registration of plant protection products.   

7. What provisions do you have in place to guarantee transparency of the 

approval/authorisation system? What provisions to guarantee the scientific 

independence of your agencies/competent authorities? 

The APVMA is an independent regulator established as a separate statutory entity within the 

Australian Government. This ensures that the decision-making role of the APVMA is 

separate from the policy arm of the Australian Government. The APVMA has an 

internationally regarded reputation for the assessment and regulation of agricultural 

chemicals.  

Australia has a range of measures providing for the transparency of the systems of 

assessment, approval and registration, and for ensuring the appropriate treatment of 

confidential commercial information. These measures include publishing summaries of 

applications when submitted, including details of the studies being submitted in support of 

an application,  legislated processes for public consultation prior to the approval of new 

active constituents and chemical products, and consulting on the potential trade impact/s of 

registering chemical products.  

Final registration and active approval decisions are published fortnightly. The types of 

studies, titles and authors relied on in making those decisions, which are subject to data 

protection, are also published.  The APVMA may also invite proposals for chemical reviews 

of existing approved active constituents or registered chemical products. 

As a statutory body of the Australian Government the APVMA is also subject to the 

information access requirements, such as Australia’s Freedom of Information legislation. 

8. Do you have provisions in place to facilitate the approval of low-risk active 

substances? If so, how are they designed and what are your experiences? 

Australian legislation provides for active constituents to be exempt from approval where the 

APVMA considers that to be appropriate (for example, in case of low-risk substances). 

Other legislative measures provide for standards to be created for agricultural chemical 

products that facilitate, or remove, need for product registration.  These measures are used 

from time to time and Australia is continuing to explore how they might be used more in the 

future. 

The registration of biological products (biocides or biopesticides) may also justify lower tier 

assessments in the modular system which is used to determine fees, timeframes and the 

level of supporting data required to register such products. 
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9. Do you have provisions in place to facilitate the application procedure for small and 

medium-sized enterprises? If so, how are they designed and what are your 

experiences? 

There are no provisions or procedures in place for applications based on the size of the 

applicant. The application requirements are set on the level of scientific information to be 

considered. The APVMA does provide pre-application assistance to help applicants engage 

with the process. The APVMA also works closely with agricultural industries, particularly 

those minor use industries which may lack sufficient registered options. The APVMA works 

with those industries to articulate required information and utilises existing information 

from the public domain and other internationally published sources to approve minor uses.   

10. Do you have provisions in place for emergency authorisations of plant protection 

products, similar to Article 53 of EU Regulation 1107/2009? If so, how are they 

designed and what are your experiences? 

Yes. An emergency use can be sought under specific situations. The APVMA and the 

Australian states and territories work closely together when authorising an emergency use, 

and can place a number of conditions on emergency uses. Emergency uses of agricultural 

chemical products must still be safe, efficacious and not unduly prejudice trade.  

Emergency uses are necessary and have been used successfully to provide agricultural 

chemicals for combating sporadic extreme pest pressures (i.e. plagues associated with mice 

or locusts) and managing biosecurity risks (exotic pest and disease incursions).  

There are many aspects of risk management that need to be understood and communicated 

when allowing access to chemicals in an emergency situation. Australia’s experience is that 

direct communication with users is critical to ensure that any possible risks to human health 

or the environment can be managed when emergency authorisations are approved.  

11. How do you approach authorisations when it comes to cocktails of active substances? 

When considering the potential impact on human health, the mixture is assessed for the 

likelihood of common modes of action (additive or synergistic effects) and the relevant 

health based guidance value(s) for risk assessment are adjusted accordingly. In terms of the 

active ingredients, this approach includes evaluations of both the pesticidal mode(s) of 

action and adverse effects/mode(s) of action that are not associated with the pesticidal 

mode(s) of action. Where necessary, the toxicological properties of the solvents and 

excipients are also considered. In many cases bridging or additional mixture toxicology 

studies are required. APVMA performs a comprehensive overall human health risk 

assessment of the complete product (including all its constituents and their potential 

interactions) and not just an evaluation of the active ingredients. 

12. Are there any legal deadlines regarding the approval/authorisation of active 

substances/products in your country? If so, how would you assess your country's 

compliance? 

There are legislated timeframes for approving active constituents and labels, and registering 

agricultural chemicals. The APVMA reports regularly and publicly on its performance in 

meeting these legislated timeframes. 
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During the final quarter of 2017-18 for plant protection product the APVMA completed 

77% applications within the statutory timeframe. 

13. How are data gaps that are identified during the approval/authorisation procedure 

addressed? For instance, do you apply a confirmatory data procedure similar to 

Article 6f of EU Regulation 1107/2009? If so, what are your experiences? 

The APVMA has the ability to request additional information, reports or samples for the 

purposes of approving an active constituent or label, or registering an agricultural chemical 

product.  

Some restrictions exist on when additional information can be provided. This seeks to place 

the onus on the applicant to submit the best application possible at the time the application 

is lodged. Our experience is that continual improvement is required in the publication of 

guidance material for applicants on the information required to be provided at the time of 

submission. We are working closely with industry on developing guidance material that is 

more tailored to the most commonly applied for application types. However flexibility for 

both the regulator and industry to seek and allow additional information to be provided 

during an assessment is beneficial in those situations where it is more efficient to do so 

14. If there is more than one agency/competent authority involved in the approval/ 

authorisation of active substances/products, how do you handle divergent 

assessments? For instance, do you have an arbitration mechanism in place? If so, 

how is it designed and what are your experiences? 

The APVMA is the decision-maker as to whether an active constituent or label is approved 

and whether an agricultural chemical product is registered. Guidance/information is sought 

from other areas of the Australian Government, including the Department of Health and the 

Department of the Environment and Energy. The Department of the Environment's advice 

and environmental risk assessments are considered by the APVMA when making regulatory 

decisions about agricultural and veterinary chemicals. 

15. How would you assess the functioning and soundness of EU Regulation 1107/2009 

overall? What could you learn from the EU system? What would you consider its 

strengths and weaknesses? 

Australia understands that the evaluation of Regulation (EC) No 1107/2009 and Regulation 

(EC) No 396/205 is of considerable interest to EU Member States, stakeholders and third 

countries that export agricultural products to the European Union.  Australia remains 

interested in the status of the REFIT review and appreciates the opportunity to engage with 

the European Commission and the European Parliament on its future direction.   

16. How would you assess the independence of the science based risk assessment and the 

risk management in the EU system?  

and 

17. What could the EU learn from your system? Which of your procedures would you 

consider more effective than EU procedures? 

Australia has not considered or assessed the independence of the science based risk 

assessment and the risk management in the EU system.  Should additional information be 
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required about Australia’s regulatory system for agricultural chemicals we would welcome 

contact from the European Commission and/or the European Parliament.   

18. Does an EU-authorisation or refusal of authorisation influence your decision 

making? 

The APVMA may take account of overseas regulatory actions, evaluations and/or decisions 

including those that occur within the European Union.  The Australian Department of 

Agriculture and Water Resources and the APVMA monitor the latest scientific 

developments to ensure regulatory decisions have a strong basis in contemporary science. 

The APVMA’s Standard on Good Regulatory Science (available at 

http://apvma.gov.au/node/336) clearly outlines the principles for Australia’s evidence-based 

regulatory approach, which aligns with international best practice.  The APVMA has also 

published guidance on its website about the use of international data and assessments to 

support product registrations in Australia. This is available at the following link: 

https://apvma.gov.au/node/14186  

19. How do you handle the precautionary principle? 

Agricultural chemicals, like industrial and other chemicals, may be hazardous and have the 

potential to cause harm. Australia’s regulatory system therefore has regard to the potential 

risk posed by agricultural chemicals and adopts a risk and science-based approach to the 

approval of active constituents, registration of products and their use. 

 

20. To what extent and in what way are research and innovation in new alternative plant 

protection products promoted in your country? 

The Australian and state and territory governments support a wide range of research 

activities aimed at promoting the development of new and sustainable ways to protect crops 

from pests and diseases.  

Rural Research and Development Corporations (RDCs) are the Australian Government's 

primary vehicle for funding rural innovation. RDCs are a partnership between the 

government and industry created to share the funding and strategic direction setting for 

primary industry R&D, investment in R&D and the subsequent adoption of R&D outputs. 

The RDCs commission and manage targeted investment in research, innovation, knowledge 

creation and extension. 

The Commonwealth Scientific and Industrial Research Organisation (CSIRO), Australia's 

national science agency, conducts world renowned research to protect Australia's 

agricultural industries from a range of threats and providing innovative solutions for 

industry, society and the environment. 

21. How does your Agency or Department collaborate with other OECD Member 

countries on the regulation of pesticides? Furthermore, when re-evaluating an active 

ingredient, how do you take into consideration recent developments and new 

information on the status of a pesticide in other jurisdictions? 

Refer to Australia’s response to question 18.  In addition, Australia actively contributes to 

international collaboration with OECD Member Countries, and others, on the regulation of 

pesticides.  This includes through Australia’s participation in the OECD Working Group on 

Pesticides and its associated expert groups.  Australia is also an active member of the 
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International Plant Protection Convention and its working groups and participates in other 

international standard setting fora such as CODEX Alimentarius.  

22. In your opinion, what is the level of cooperation between OECD countries and how 

should/could this level be improved in the future? 

There is a significant amount of cooperation occurring between OECD countries, and this 

cooperation is highly valued by Australia.  The work of the OECD is particularly relevant 

and important where member countries work to develop and review guidelines, facilitate 

consistency in regulatory requirements, conduct Global Joint Reviews and undertake 

work-sharing for the registration of plant protection products. 

23. How do you assess/ensure compliance with the OECD principles of Good Laboratory 

Practice (GLP) when ensuring that studies are of sufficient scientific quality for 

consideration within your respective approval processes? Can you also explain how 

you work together with the OECD to ensure that your national testing protocols are 

properly aligned with its test guidelines? 

Scientific studies submitted to the APVMA in support of an application to register a 

pesticide or veterinary medicine should be compliant with the OECD principles of Good 

Laboratory Practice. The APVMA’s technical assessors who review each study report to 

ensure that it is of a suitable scientist standard and is fit for purpose will identify and review 

the certificate declares compliance with the OECD principles of Good Laboratory Practice. 

For example, both the field and analytical phases of residue studies submitted in support of 

registration, and used to support the establishment of Maximum Residue Level’s in food 

and feed commodities, should be generated in accordance with these principles OECD 

principles of Good Laboratory Practice.  

The National Association of Testing Authorities (NATA) is the Australia’s accreditation 

and auditing body. GLP studies conducted in Australia must be conducted at NATA 

approved facilities. NATA's involvement in international groups such as the OECD 

Working Group on Good Laboratory Practice provides for mutual recognition of 

accreditation bodies at an international level and the global acceptance of reports issued by 

NATA accredited facilities.  

 

24. The PEST Committee has been seeking views on ways to improve the transparency of 

authorisation processes and product approvals. How do you address concerns around 

a lack of transparency or possible restrictions on disclosure as a result of commercial 

confidentiality in your regulatory framework? How does your Agency or Department 

contribute to the public discourse surrounding pesticide approvals? Do you have a 

policy regarding the communication of risk and informing public debates in order 

that citizens benefit from informed discussions? 

Refer to Australia’s response to question 5.  In addition, Australia has a range of measures 

providing for the transparency of the systems of assessment, approval and registration, and 

for ensuring the appropriate treatment of confidential commercial information. These 

measures include publishing summaries of applications when submitted, including details of 

the studies being submitted in support of an application, legislated processes for public 

consultation prior to the approval of new active constituents and chemical products, and 

consulting on potential trade impacts of registering chemical products. Final registration and 

active approval decisions or published fortnightly and the types of studies. Titles and 
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authors relied on in making those decisions, which are subject to data protection, are also 

published. 

The APVMA also releases discussion documents and informal reviews in relation to issues 

of public concern, such as the impact of pesticides on the health of bees.  As a statutory 

body of the Australian Government the APVMA is also subject to the information access 

requirements, such as Freedom of Information. 

25. How does your regulatory regime balance needs and objectives to uphold 

environmental standards, support agricultural production and provide public health 

protections? How does your Agency or Department ensure that policies related to 

pesticides support other policies, such as those directed towards supporting 

agriculture? Do you have a particular approach for minor or niche crops? 

The APVMA is an independent regulator that must be satisfied that active constituents, 

labels and agricultural chemical products meet the legislated criteria. These legislated 

criteria specify that the health and safety of human beings, animals and the environment is 

the first priority of the system for regulating agricultural chemical products and their 

constituents. 

The APVMA can authorise the use of products on minor crops where there is little 

commercial benefit in registering the use. The government has committed funding to help 

growers engage with the chemical industry to find solutions to pest problems in minor 

crops. Australia also works very closely with international efforts to solve the problem of 

minor use crops not having solutions to pest problems.  

26. Could you explain your method for re-evaluating products already placed on the 

market in light of new scientific data? In addition, can you describe the process for 

market withdrawal should a product be found to contain a harmful co-formulant?   

The APVMA, routinely evaluates the emerging scientific literature on all pesticide actives 

as well as evaluating published evaluations by other credible regulators. Through this 

process any concerns are rapidly identified allowing the APVMA to respond quickly should 

other international regulators identify concerns.   

The APVMA may undertake a formal legislative review (or reconsideration)to scientifically 

reassess the risks and determine whether regulatory changes are necessary to ensure that the 

chemical or veterinary medicine can continue to be used safely and effectively. The risks 

may arise from either the active constituent or co-formulant. These changes may include 

modifying the way chemicals are used or, if risks cannot not be managed, removing 

chemicals from the market. 

The reconsideration process incorporates legislative, administrative and scientific elements 

that contribute to the final decision to affirm, vary, suspend or cancel an approval or 

registration. As a result, formal legislative reconsiderations can be complex, have high 

resource requirements and long timeframes—under current legislation, a reconsideration 

must be completed within a maximum timeframe of 57 months. For these reasons, the 

APVMA seeks to address regulatory issues pragmatically by exploring alternative 

regulatory and non-regulatory pathways before deciding to conduct a review. 

The formal reconsideration process is initiated when new scientific information raises 

concerns relating to the safety or effectiveness of the pesticide or veterinary medicine. 
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The formal legislative process commences when the APVMA’s Chief Executive Officer 

decides it is necessary to undertake a reconsideration and issues a legal notice to holders 

placing their approvals and registrations under review.  

Through this process the APVMA reconsiders the risks and determines whether regulatory 

changes are necessary to ensure that agricultural chemicals can continue to be used safely 

and effectively and will not unduly prejudice trade. These regulatory changes may include 

modifying the way agricultural chemicals are used or, if risks cannot be managed, 

suspending or cancelling those products. The review process incorporates legislative, 

administrative and scientific elements that contribute to the final decision to affirm, vary, 

suspend or cancel an approval or registration. 

If a recall is required the product may be withdrawn through either a voluntary or 

compulsory recall. A voluntary recall is when the recall is undertaken by the manufacturer 

or supplier at any time, which may be for a variety of reasons. The APVMA may also issue 

recall notices (compulsory recalls) to remove products from the market or require other 

corrective action (such as relabelling).  

27. How do you regulate, monitor and enforce the conditions of use of pesticides? 

Refer to Australia’s response to question 1. In addition, the APVMA is responsible for the 

regulation of agricultural chemicals up to the point of supply. State and territory 

governments are responsible for regulating the use of pesticides beyond this point (control 

of use). The APVMA is authorised to conduct a number of post-registration activities to 

monitor and confirm that the chemical products, active constituents and approved labels 

remain compliant with the statutory registration criteria and any relevant conditions. 

APVMA monitoring can include inspecting the premises of holders, manufacturers, 

wholesalers and retailers of agricultural chemicals. The APVMA can also undertake other 

corrective actions to protect the health and safety of people, animals, plants and the 

environment, as well as Australia’s trade interests. These actions include issuing recall 

notices and entering into enforceable undertakings or seeking injunctions to deal with non-

compliance.  

The Australian Government works with the states and territories to ensure that the 

registration of pesticides and the approved labels are able to be enforced with the control of 

use legislation in their jurisdictions. This includes regular liaison with the states and 

territories to discuss changes to product uses and labels arising from the outcomes of 

chemical reviews.  Australian state and territory governments also conduct compliance 

activities to ensure legal use requirements are adhered to. This includes monitoring users to 

ensure they possess the minimum training requirements, users maintain adequate records of 

their use and through the conduct of residue monitoring in treated produce and where 

necessary undertake investigations and enforcement into non-compliances. 

28. The issue of industry funding for research used in the approval process has already 

been raised by the European Commission and EFSA in this special committee (on 12 

April 2018). It was put to EFSA that the existing model should be revised and instead 

all studies should be financed through public money, e.g. by EFSA themselves, 

perhaps through a fee or a tax. The representatives from EFSA expressed the view 

that this would support increased industry profits, as the burden of scientific proof 
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would shift from the economic operator who benefits from the approval to the 

regulatory authority. Do you concur with this view? 

A large amount of the research used to approve active constituents and register products in 

Australia is already generated overseas. While the EU economy may be able to fund such 

research through public money, this may not be the case in smaller economies. However, if 

the EU research was made publicly available then there is the potential for all economies to 

benefit from this research. The model of using public funds to fund all research into 

agricultural chemicals would seem to be different from the approach used for other kinds of 

substances assessed for EU use, for example, industrial chemicals and/or therapeutic goods.  

29. What serves as a basis for evaluation: the toxicity of the active substance alone or that 

of its detectable form/concentration in the end product? Furthermore, is the toxicity 

of each co-formulant evaluated? Is the pesticide assessed on the basis of scientific 

studies?  

In assessing a product for registration the APVMA evaluates the toxicity of the total 

product, not just the active ingredients. This includes specific evaluation of the final 

chemical form in the end product (e.g. different salts of the same active substance are 

evaluated individually). Furthermore the toxicity of the active constituent as well as the 

solvents, excipients and other substances in the final product, are assessed as part of the 

human health risk assessment process. The APVMA process for evaluating complex 

mixtures (described in Australia’s response to question 11) takes into account common 

modes of action for both pesticidal mode/s of action and adverse mode/s of action that are 

not related to the pesticidal effect. 

30. Is the potential of endocrine disruption effect tested and evaluated?  

The APVMA does not consider endocrine disruption to be an adverse toxicological 

end-point but rather a series of modes of action that could lead to an adverse outcome (i.e., 

reproductive, developmental, survival, carcinogenic or ecological effects). As well as 

evaluating the submitted toxicological data for potential endocrine effects, APVMA actively 

uses the publicly available data from the US EPA Tier 1 and Tier 2 Endocrine Disruptor 

Screening Programs.  

The APVMA also uses the World Health Organization’s IPCS ‘Mode of Action Framework’ 

and the OECD’s ‘Guidance on Developing and Assessing Adverse Outcomes Pathways’ to 

evaluate the human relevance of findings pertaining to endocrine disruption.  

The APVMA’s health based guidance values are always based on the most sensitive, human 

relevant, adverse effect identified in the toxicology data package to which appropriate 

uncertainty factors are applied. This approach incorporates evaluations for human relevant 

endocrine disruption. The APVMA can request further assessments or more data from 

chemical registrants in order to be fully satisfied about the risk profile of the chemical.  

31. Are all animals used in toxicity tests adult? 

No. Submitted toxicology packages to the APVMA must evaluate all life stages from 

conception and across an entire life span. Multigenerational studies are almost always 

required. If there is evidence of important effects at a specific life stage, additional specialist 

toxicology studies are typically required (e.g. studies on juvenile animals, critical window 

developmental studies, perinatal studies, neuro-developmental and neuro-behavioural 
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developmental studies). Overall, APVMA’s approach evaluates all life stages over an entire 

life span and typically includes evaluations for effects on subsequent generations.  In some 

cases, the APVMA has regulated on the basis of effects observed in the subsequent two 

generations (F1 and/or F2 generations) following parental (F1 generation) exposure.  

32. Do you apply the principle of mutual recognition with the countries that have a trade 

agreement with your country? 

The APVMA has been working with New Zealand to mutually recognise registrations in 

some classes of veterinary medicines as we share unique pest problems and environmental 

circumstances.  

33. Which active substances are authorised in the EU but not in your country, and why? 

Are you aware of active substances that are authorised in your country but not in the 

EU? If so, what are the five most frequently used such substances? 

Australia has not undertaken a comparison of the substances authorised in Australia and the 

EU. Australia has a different environment from many EU countries, as well as different 

pests and diseases. For this reason, Australia recognises that there may be legitimate 

differences in the agricultural chemicals used in Australia and the EU. As a result, there may 

be some agricultural chemicals that are used in Australia and that are not used in the EU 

(and vice versa). Australia is a small market and this may therefore also be the reason that 

some EU authorised agricultural chemicals are not used in Australia.    

34. How do you determine the maximum residue limit (MRL): is it set by you, or do you 

make use of Codex Alimentarius?  

Australia establishes its MRLs on the basis of the use of the agricultural chemical in 

Australia and the Joint Meeting On Pesticide Residues procedures for estimating MRLs. 

The APVMA and Food Standards Australia New Zealand conducts assessments to ensure 

agricultural chemical residues in foods (both chronic and acute dietary exposure) do not 

pose an unacceptable risk to human health. The MRLs established by Codex Alimentarius 

and importing countries are considered by the APVMA as part of determining if the use of 

the agricultural chemical may unduly prejudice trade.  

35. What happens when imported products contain active substances that are not 

authorised in your country, or exceed the MRL set in your country? 

In the case of imported agricultural chemicals, the APVMA may authorise the importation 

of unregistered and unapproved agricultural chemicals. An agricultural chemical cannot be 

legally imported, marketed, supplied or used in Australia without the approval of the 

APVMA. The APVMA enforces Australia’s agricultural chemical legislation. Enforcement 

examples include powers to issue substantiation notices, formal warnings, infringement 

notices and cancellation or suspension of authorisations. 

In relation to residues in imported food, the residues must comply with the MRLs in the 

Australia New Zealand Food Standards Code.     

36. What about the selection procedure for experts doing the evaluations? How is their 

independence guaranteed?  Do you use people who also provide expertise to EU 

bodies? 
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The APVMA is an independent regulator and uses its own experts and third-party assessors 

for assessments. All assessment decisions are made by the APVMA. APVMA has very 

strict rules pertaining to conflict of interest and perceived conflict of interest. These rules are 

stringently applied both within the organisation and to outside evaluators and consultants. 

There are serious civil and criminal penalties that can be applied regarding undeclared 

conflicts of interest. Where an evaluator or technical expert has a clear conflict of interest, 

or even a perceived conflict of interest is identified regarding a specific evaluation, APVMA 

will not use this evaluator/technical expert for that evaluation.   

37. What test guidelines do you use to evaluate impacts of pesticides on health and the 

environment? Do they cover the need to test for neurotoxicity and immunotoxicity? 

What about long-term effects and during vulnerable periods of development/life-time? 

How do you deal with any data gaps?  

Risk assessments carried by the APVMA follow standardised test methods developed by the 

OECD. Human health risk assessments are performed on the basis of international best 

practices and follow the procedures and approaches outlined by the OECD, the United 

States Environmental protection Agency (EPA), EFSA and other competent authorities. 

APVMA takes the view that high quality science should always take the lead and 

precedence over procedural matters. APVMA allows exceptions to standard guidance 

documents if there is a clear, well documented and agreed scientific reason to do so. 

APVMA’s human health risk assessments include extensive evaluations for neurotoxicity. 

Immunotoxicity evaluations are performed as required, based on the assessment of all data 

that is available to the agency.  

 

Submitted toxicology packages to the APVMA must evaluate all life stages from conception 

and across an entire life span.  Multigenerational studies are almost always required. If there 

is evidence of important effects at a specific life stage, additional specialist toxicology 

studies are typically required (e.g. studies on juvenile animals, critical window 

developmental studies, perinatal studies, neuro-developmental and neuro-behavioural 

developmental studies). Overall, APVMA’s approach evaluates all life stages over an entire 

life span and typically includes evaluations of effects on subsequent generations. In some 

cases, APVMA has regulated on the basis of effects observed in the subsequent two 

generations (F1 and/or F2 generations) following parental (F1 generation) exposure.  

 

The APVMA has the power to request additional information from applicants if it deems it 

appropriate. Active ingredients and products will not be approved if there are critical data 

gaps. 

 

38. According to the General Secretary of Copa Cogeca, speaking in the PEST committee 

hearing on 28 June 2018, ‘pesticides are applied in the EU in a safer manner than 

anywhere in the world’ – what is your response to this? 

Australia has an effective agricultural chemical registration system. This is verified by test 

results of the National Residue Survey (which monitors chemical residues in animal and 

plant products) which show a very high compliance rate with MRLs. Additionally, the 

Australian Total Diet Study (which examines the dietary exposure of the Australian 

population to agricultural and veterinary chemicals every two years) indicates that dietary 

exposures are below the relevant reference health standards.    
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39. Why are you continuing to authorise Glyphosate while it is a controversial issue and a 

potentially dangerous substance?  

The APVMA considers that current labels for glyphosate products contain appropriate 

instructions for use to keep those regularly handling glyphosate safe. These instructions 

include how, when, where and how often products can be used, and any protective 

equipment that needs to be worn. APVMA regulates on the basis of human and 

environmental risk rather than hazard (risk = hazard x exposure).  

In terms of human health risk assessment, the APVMA notes that the critical mode of action 

for glyphosate identified in the International Agency for Research on Cancer (IARC) cancer 

hazard assessment was redox/oxidative effects on DNA. Critically, in terms of human 

cancer risk assessment, this mode of action is regarded as a threshold endpoint (i.e. 

exposures below the threshold for the effect may have acceptable human health risk). The 

APVMA has performed evaluations of this mode of action as it pertains to human cancer 

risk assessment. These evaluations have been based on the data used by IARC to reach its 

decision as well as on all the subsequent peer reviewed data (including studies that were not 

evaluated by IARC). The current APVMA health based guidance values take these 

evaluations into account. APVMA has noted that the point of departure dose used for its 

health based guidance values falls below the dose needed to produce detectable 

redox/oxidative effects in vivo. APVMA has then applied a total uncertainty factor of 100 to 

the relevant point of departure dose to establish its health based guidance values. 

Critically, APVMA regularly monitors the emerging science regarding glyphosate and will 

adjust its human health based guidance values and regulatory position as appropriate to the 

emerging science in this area. 

40. How do you explain the fact that Australia, Canada and the U.S reached the same 

conclusion that EFSA and ECHA on non-carcinogenicity of glyphosate? Can we 

draw conclusions from that on their respective authorisation procedures? 

All the countries conducted risk-based assessments using comparable sets of data. These 

assessments were based on harmonised approaches to assessment methodology developed 

through the OECD, the U.S EPA, EFSA and other credible regulatory agencies.  The 

APVMA takes the approach that high quality science should always take the lead in human 

health risk assessments. It is important to note that APVMA makes its regulatory decisions 

based on extensive human health risk assessment processes rather than on a hazard 

assessment approach (risk = hazard x exposure).  

The APVMA has made its decisions regarding glyphosate based on extensive scientific 

evaluation and review of the data supporting the IARC hazard assessment of glyphosate as 

well as all of the subsequent scientific data (including data not considered by IARC). Refer 

also to Australia’s response to question 39.  

41. EFSA and ECHA classify some information as confidential on the ground of business 

confidentiality. What is your policy on the subject? 

The APVMA has obligations under the Australian Government’s Protective Security Policy 

Framework (PSPF) to ensure that it develops, documents, implements and reviews 

appropriate security measures to protect information from unauthorised use or accidental 

modification, loss or release. When information is provided to the APVMA that is 
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commercially sensitive or valuable, it is treated as Official Information and the APVMA is 

required to take measures to protect it under the PSPF.  

The Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and 

Veterinary Chemicals Code Act 1994 (Agvet Code) and Agricultural and Veterinary 

Chemicals Code Regulations 1995 also contain additional requirements about the use and 

disclosure of information provided to, or held by, the APVMA, including confidential 

commercial information.  

42. How do you foster innovation in clean technologies intended to replace pesticides 

while retaining current yields? 

Australia’s Research and Development Corporations, with funding from the Australian 

Government, foster innovation in technologies to improve agricultural productivity.  

The Commonwealth Scientific and Industrial Research Organisation, Australia's national 

science agency also conducts world renowned research to protect Australia's agricultural 

industries from a range of threats and providing innovative solutions for industry, society 

and the environment. 

43. Given the economic interests at stake with regard to pesticides, how do you handle 

lobbyism? In your country, how is the independence of scientists ensured? And that of 

policy makers? 

The APVMA’s assessors are all independent of the chemical industry and are not able to 

work for industry while working for the APVMA. APVMA employees are also public 

servants and are required to take reasonable steps to avoid real or apparent conflicts of 

interest. The Australian Public Servant Code of Conduct also ensure that public servants 

must disclose potential conflicts of interest.  

The APVMA and other public servants (policy makers) engage with the chemical industry 

when making changes to the regulation of pesticides, which are then subject to 

parliamentary processes. The APVMA can only approve an active constituent or label or 

register a chemical product if it is satisfied that they are safe, effective, will not unduly 

prejudice trade and will comply with labelling criteria.  

 

Questions to Ms Marylou Verder-Carlos, California Department of Pesticide 

Regulation 

 

44. There has been recent litigation in the State of California regarding the publication of 

warnings following a designation of glyphosate as a product which is known to cause 

cancer. Can you explain what the next steps are regarding the designation, if any? Can 

you also explain whether there is a difference of opinion between your Department and 

other agencies as to whether or not glyphosate is carcinogenic? 

45. Could you please give full details on the current court case ongoing in California on the 

active substance glyphosate? 

46. What are your views on the pesticide authorisation procedure in the EU, in particular on 

the hazard based cut off criteria which is applied prior to a risk based approach, and your 

evaluation of the necessity of these cut off criteria to help ensure the highest possible 
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protection of humans and the environment? [For information, the EU process requires 

that active substances which are not classified as, for example, carcinogenic, mutagenic 

or toxic to reproduction (CMR) (‘hazard based criteria’) must be assessed for the risk 

they pose in different exposure scenarios (‘risk-based approach’). Any substance that is 

classified as CMR, in the first step should not be authorised for most uses unless, for 

example with carcinogens, substances toxic for reproduction, it is used in closed 

systems, avoiding direct contact with humans etc. In addition, banned active substances 

may be authorised under the emergency use derogation.] 

47. As you may know, the European Commission is obliged to take into account the 

precautionary principle (which is enshrined into EU treaties and EU Regulation 

1107/2009) when proposing to authorise, or not, active substances. Is it the same in 

California? What do you think of the use of the precautionary principle in this context? 

48. In spite of some shortcomings, the EU authorisation process is one of the strongest in 

the world when it comes to protecting health and the environment. For this reason, some 

of the EU’s trade partners around the world would like to weaken or lower EU 

requirements. What are your views on the maintenance of these demanding standards 

despite external pressures that are often expressed during trade negotiations 

49. In 2017, the new director of the EPA, appointed by President Trump, rejected the 

prohibition of chlorpyriphos planned by the Obama administration. It is known that 

President Trump’ political line differs from that of President Obama, rightly or wrongly. 

Can scientific conclusions be interfered with political ideologies? How does the EPA 

guarantee its scientific independence in a context of official and unofficial links with 

politics and industry? 

Question to Ms Lynn Fortin, Mission of Canada to the EU, and Ms Nicola Hinder, 

Australian Mission to the European Union and NATO 

 

50. In the EU, the re-approval of glyphosate was not preceded by a tolerability study on 

the effects of the herbicide on humans. How were the effects on human beings 

assessed in the approval process you have carried out, and how could the substance be 

certified as harmless? 

Refer to Australia’s response to questions 39 and 40. In addition, the APVMA performs risk 

assessments and then determines if the risks to humans is acceptable based on Australian 

and international standards.  In doing so, the hazard and potential risk to humans are 

determined on the basis of well-characterised studies in silico, in vitro and in vivo in 

animals.  These studies are interpreted in a conservative manner and through the lens of 

mode(s) of action (both pesticidal and toxicological), human relevance of the findings 

(based on internationally accepted toxicological standards), and relative sensitivity of the 

human population cf. the animals used.  It is not ethically appropriate to do pre-clinical trials 

of agricultural chemicals in humans. Furthermore, a number of the critical studies cannot be 

feasibly performed in humans such as pre-market multigenerational studies, reproduction 

and development studies, carcinogenesis studies, genotoxicity and are both logistically and 

ethically inappropriate in human subjects. Following registration the APVMA carefully 

monitors any post-market incidents or concerns pertaining to human health. The APVMA 

also carefully monitors the large scale ongoing epidemiological studies in other countries 

(e.g. the US Agricultural Health Survey) as well as the experiences of other regulators in 

other jurisdictions. 
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PEST COMMITTEE MEETING OF 30 AUGUST 2018

PUBLIC HEARING

EU AUTHORISATION PROCEDURE FOR PESTICIDES - COMPARATIVE
ANALYSIS OF AUTHORISATION PROCEDURES IN OECD COUNTRIES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 30 August, an exchange of views will
take place to give Members an insight into the authorisation procedure for pesticides in
Australia, Canada and California. To prepare for this exchange of views, political groups
have submitted the following questions. These questions, which address many of the topics
at stake, should be answered in writing beforehand.

Questions to all experts:

1. Could you provide a general overview on the approval/authorisation procedure for plant
protection active substances and products in your country? Particularly, are the approval
of active substances and the authorisation of products separated or bundled in one step?
Is there a separation of risk assessment and risk management in place? If no, can you
please explain why?

 The Pest Management Regulatory Agency (PMRA) has the authority under the Pest
Control Products Act (PCPA) to approve the registration of pesticides, providing
that they have value and pose an “acceptable risk” to human health and the
environment. Pesticide manufacturers are required to submit detailed information
and scientific studies in support of a new active substance and its associated end use
product(s).

 The submitted data are reviewed by PMRA scientists in order to assess the risk and
value and provide decision making committees in the Agency with the necessary
risk management recommendations in order to make a regulatory decision.

2. In your opinion, is it scientifically justifiable to assess separately active substances and
formulated products? This separation exists in EU rules. Does it also exist in your
country?

 Yes - PMRA assesses both the active substances and the formulated products as the
use patterns of these products are an integral part of the determination of risk and
value.

3. How long does the evaluation/re-evaluation process take? Which criteria are used? Who
ask for a re-evaluation? Who meets the costs of evaluation and re-evaluation?  What is
the average cost of evaluation and re-evaluation?

 The timelines for evaluation (“pre-market”) are specified in the PMRA Management
of Submissions Policy, and can range from 17 days to 737 days depending on the
type of application.

 Depending on the complexity of the issues associated with a given pesticide, re-
evaluations should range from 2-4 years, according to a new process put in place in
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November 2016.  However, historically re-evaluations are typically between 4-6
years or longer depending on the complexity of the review.

 The breadth and depth of the re-evaluation is dependent on the complexity of the
issues associated with a given pesticide.

 Re-evaluations are not conducted based on a request. Under the PCPA, PMRA is
required to initiate re-evaluations for each pesticide on a 15-year cycle. There are
also provisions for the public to request a Special Review.

 There are no specific fees associated with re-evaluations, review costs are covered
by the pesticide program budget.

 The costs of pre-market evaluation are shared between the applicant and the PMRA;
pre-market application fees are set in the Pest Control Products Fees and Charges
Regulations, and represent approximately 30% of the total cost of evaluating a
pesticide application. Depending on the type of application, the total fee paid by the
applicant can range from a base fee of $1156 CDN  to more than $400,000 CDN for
a package including one active ingredient and as many as five end-use products.

4. How do you set the duration of the authorisation and the re-authorisation? How are the
criteria used adapted to changing environment and health standards?

 Pesticides are typically registered for five years and require renewal to maintain
registration.  Re-evaluations of registered pesticides occur every 15 years.

 The PMRA applies internationally accepted risk assessment methods and guidelines
(i.e., OECD) as well as current risk management approaches and policies.

5. How is risk communication with regard to plant protection products organised in your
country? Are there any elements of your risk communication that you would consider
best practices?

 Health Canada approved labels of registered pest control products convey
information to the user with regard to use directions and precautions.

 Consultation documents, including detailed risk assessment and risk management
proposals are published on the internet for all proposed and final decisions for all
pesticides in both official languages.

 Summary pages for such decisions are written in plain language.

6. Under your approval/authorisation system, who bears the burden of proof with regard to
the safety of active substances/products? For instance, who commissions and finances
studies?

 Registrants (manufacturers) are responsible for submitting required studies towards
registration of a pesticide according to internationally accepted guidelines (i.e.,
OECD, GLP).

 Onus is on registrants to demonstrate safety

 Industry finances these required studies.
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7. What provisions do you have in place to guarantee transparency of the
approval/authorisation system? What provisions to guarantee the scientific
independence of your agencies/competent authorities?

 Health Canada’s PMRA must publish complete risk assessment and risk
management proposals for public consultation.

 The scientists which are employed by Health Canada are hired based on a
competitive process, which includes reference and background checks.  All
employees of the public service in Canada are required to adhere to the Value and
Ethics Code of the public service and follow the Policy on Conflict of Interest and
Post-employment.

8. Do you have provisions in place to facilitate the approval of low-risk active substances?
If so, how are they designed and what are your experiences?

 PMRA deems biopesticides (including non-conventionals, microbials and
pheromones) as lower risk products and as such provides applicants an incentive in
terms of reduced fees and timelines and streamlined approach

9. Do you have provisions in place to facilitate the application procedure for small and
medium-sized enterprises? If so, how are they designed and what are your experiences?

 There are no particular provisions in place for small and medium-sized enterprises.
The PMRA provides a free of charge pre-submission consultation service to provide
guidance to any applicant who requests advice on the information required for an
application for product approval. In addition, applicants may apply for a reduction in
fees based on volume of sales, which can benefit small and medium-sized
enterprises.

10. Do you have provisions in place for emergency authorisations of plant protection
products, similar to Article 53 of EU Regulation 1107/2009? If so, how are they
designed and what are your experiences?

 Under Pest Control Products Regulations, the PMRA may register a pest control
product or amend the registration of a pest control product to permit its use, for a
period not exceeding one year, for the emergency control of seriously detrimental
pest infestations. The requests are sponsored by provincial or territorial authorities.
These registrations are not a tool for early or extended access to pesticides not
currently registered for that use.

11. How do you approach authorisations when it comes to cocktails of active substances?

 In cases where a product is coformulated with multiple distinct active substances the
risk presented by each substance is assessed individually.

 In cases where the active substance is a mixture of ingredients (eg: some essential
oils) the mixture is assessed as a whole.  The applicant is required to identify and
quantify the component active ingredients; however, risk assessments are conducted
for the mixture.
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12. Are there any legal deadlines regarding the approval/authorisation of active
substances/products in your country? If so, how would you assess your country's
compliance?

 In Canada, performance standards for the approval of new pesticides are defined in
policy, which we are required to meet under the Services Fee Act. However, the
PMRA is required to submit an annual report to Parliament, which includes a section
on performance.  The PMRA also routinely provides updates on performance to
stakeholders.

13. How are data gaps that are identified during the approval/authorisation procedure
addressed? For instance, do you apply a confirmatory data procedure similar to Article
6f of EU Regulation 1107/2009? If so, what are your experiences?

 Applicants are notified in writing of any data gaps (under s.7(4) of PCPA) identified
during the approval process that must be addressed prior to making a regulatory
decision. Furthermore, the PMRA can also require submission of confirmatory post-
market data under s.12 of the PCPA.

14. If there is more than one agency/competent authority involved in the approval/
authorisation of active substances/products, how do you handle divergent assessments?
For instance, do you have an arbitration mechanism in place? If so, how is it designed
and what are your experiences?

 In Canada pesticides are regulated at the federal level under the PCPA, administered
by Health Canada’s Pest Management Regulatory Agency, which conducts all
assessments. It is the only federal agency involved in approvals.

15. How would you assess the functioning and soundness of EU Regulation 1107/2009
overall? What could you learn from the EU system? What would you consider its
strengths and weaknesses?

 PMRA is not in a position to provide such an assessment. However, similar to the
EU’s Regulatory Fitness and Performance programme (REFIT) currently underway
for regulations on plant protection products and pesticide residues, PMRA regularly
looks at options and approaches to continually modernize pesticide regulation in
Canada, which includes studying best practices and lessons learned internationally.
For example, PMRA is interested in learning more about the EU’s processes for
renewing pesticide authorizations.

16. How would you assess the independence of the science based risk assessment and the
risk management in the EU system?

 PMRA is not in a position to comment on the independence of another regulator’s
science based risk assessment and risk management systems. The EU’s risk
assessment bodies are considered world class and highly professional.

17. What could the EU learn from your system? Which of your procedures would you
consider more effective than EU procedures?

 PMRA is not in position to suggest in what ways its procedures are more effective
than EU procedures; however, PMRA is interested in engaging in a constructive
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dialogue with the EU on modernizing risk assessment and risk management
approaches.

 PMRA notes that it will participate in the first in-person meeting of the International
Liaison Group for Methods for Risk Assessment of Chemicals in Food (ILMERAC),
hosted by the European Food Safety Authority (EFSA) in Parma, Italy in mid-
September 2018.

18. Does an EU-authorisation or refusal of authorisation influence your decision making?

 The PMRA is required under the PCPA (s.17 (2)) to initiate a special review of the
registration of a pest control product when a member country of the Organisation for
Economic Co-operation and Development prohibits all uses of an active ingredient
for health or environmental reasons.

19. How do you handle the precautionary principle?

 The PCPA prohibits the import, manufacture, distribution or use of a pest control
product until the associated risks have been assessed and any required mitigation
measures established.  The Act also requires prevention of exposure to unacceptable
risks (not just those of a serious or irreversible nature), and therefore, is inherently
precautionary in nature. This prevention is achieved through the requirement for a
pre-market assessment prior to a product receiving a registration for use in Canada.

 As scientific knowledge continues to advance, mechanisms are needed to ensure the
continued acceptability of pest control products that are currently registered. For this
reason the PCPA mandates periodic re-evaluations – a reconsideration of past
decisions to ensure they continue to meet modern scientific standards.

 Uncertainty is managed through the use of conservative assumptions and applying
large margins of safety.

20. To what extent and in what way are research and innovation in new alternative plant
protection products promoted in your country?

 Health Canada’s PMRA does not have a research mandate.

21. How does your Agency or Department collaborate with other OECD Member countries
on the regulation of pesticides? Furthermore, when re-evaluating an active ingredient,
how do you take into consideration recent developments and new information on the
status of a pesticide in other jurisdictions?

 Canada plays an active role in the OECD Working Group on Pesticides. The PMRA
is also an active participant in global joint reviews of new active substances.

 When re-evaluating an active substance, the PMRA takes into consideration recent
developments and new information on the status of a pesticide in other jurisdictions.
In addition, PMRA has a legislative requirement (s.17(2) of PCPA) to initiate a
special review of an active substance if an OECD member country prohibits all uses
of an active substance for health or environmental reasons.

22. In your opinion, what is the level of cooperation between OECD countries and how
should/could this level be improved in the future?
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 There is currently a good level of cooperation between OECD countries; but, there is
the potential for improvement.  Continued and expanded collaboration to harmonize
policies and tools, to increase information sharing and to develop measures for
increased work sharing would all contribute to improved cooperation and public
confidence.

23. How do you assess/ensure compliance with the OECD principles of Good Laboratory
Practice (GLP) when ensuring that studies are of sufficient scientific quality for
consideration within your respective approval processes? Can you also explain how you
work together with the OECD to ensure that your national testing protocols are properly
aligned with its test guidelines?

 Required studies that have been conducted following OECD guidelines, undergo a
thorough, independent analysis by Health Canada's scientists, and the data is
crosschecked between studies to ensure consistency. The studies are conducted
either by the applicants or by independent third party laboratories, and they are
conducted in compliance with internationally accepted study protocols and Good
Laboratory Practice. In addition, the laboratories are subject to independent audits to
ensure their reliability. Canada also plays an active role in the OECD Working
Group on Pesticides.

24. The PEST Committee has been seeking views on ways to improve the transparency of
authorisation processes and product approvals. How do you address concerns around a
lack of transparency or possible restrictions on disclosure as a result of commercial
confidentiality in your regulatory framework? How does your Agency or Department
contribute to the public discourse surrounding pesticide approvals? Do you have a
policy regarding the communication of risk and informing public debates in order that
citizens benefit from informed discussions?

 A commitment to transparency in pesticide regulation in Canada is mandated within
the PCPA.  With regard to confidential test data, the public has the opportunity to
inspect the confidential test data supporting the decision to register a new pesticide
active ingredient, or a major amendment, re-evaluation or special review of a
registered pesticide.  This is conducted through a “reading room” established by the
PMRA.

 Web documents are published for all proposed and final decisions for all pesticides
in both of Canada’s official languages. These describe in detail PMRA’s risk
assessments, risk management proposals, and the reasons for all decisions.

25. How does your regulatory regime balance needs and objectives to uphold environmental
standards, support agricultural production and provide public health protections? How
does your Agency or Department ensure that policies related to pesticides support other
policies, such as those directed towards supporting agriculture? Do you have a particular
approach for minor or niche crops?

 Under the PCPA, a pesticide can only be registered or remain registered for use in
Canada if any associated risks to health or the environment have been determined to
be acceptable.
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 For minor crops, Health Canada's PMRA works closely with Agriculture and Agri-
Food Canada (AAFC) on a minor use pesticide program. The program aims to
increase grower competiveness by improving access to new and effective crop
protection tools and technologies on low acreage, high-value crops, or, where pest
control is only needed on a small portion of the overall crop acreage.

26. Could you explain your method for re-evaluating products already placed on the market
in light of new scientific data? In addition, can you describe the process for market
withdrawal should a product be found to contain a harmful co-formulant?

 The re-evaluation considers data and information from pesticide manufacturers,
published scientific reports and other regulatory agencies. The PMRA applies
internationally accepted risk assessment methods as well as current risk management
approaches and policies.

 Under the PCPA, any time that new scientific data comes to light that provides
grounds to believe that the health and environmental risks of a pesticide are
unacceptable, a special review must be initiated.  A special review will also be
initiated if there is an OECD country decision to ban a pesticide for health or
environmental reasons. The scientific review process is similar to that conducted for
re-evaluations.

 Formulants identified as being of significant concern are subject to regulatory action
that may include their removal or substitution in the pesticide products or immediate
voluntary discontinuation or cancellation of the product registration.

 Cancellation of pesticides can also occur as a result of a re-evaluation or special
review due to risks relating to health or the environment.  If risks are not considered
imminent and serious, existing stocks of the pesticides are phased-out following a
specific schedule within 3 years.  However, if risks are imminent and serious, an
expedited phase-out will be implemented.

27. How do you regulate, monitor and enforce the conditions of use of pesticides?

 In Canada, pest control products are regulated under the Pest Control Products Act
(PCPA) to minimize risk to human health and the environment. The terms and
conditions to meet this requirement are specified during the registration process and
included on the product label. The information (e.g., instructions or restrictions for
use, precautions for storage, handling and disposal) on the labels reflects the
scientific studies that have been carried out on the product. The PCPA and its
regulations deal with the manufacture, possession, handling, storage, transport,
import, distribution, and use of pest control products.

 Consequently, registered pest control products must be used according to label
directions. Unregistered pest control products are not eligible for import, sale, use,
etc. in Canada.

 Our National Pesticide Compliance Program monitors compliance with the PCPA
through compliance promotion and inspections to ensure that only registered
products are used, and that they are used according to label directions. Using a risk-
based approach, activities are conducted each year in seven sectors: Registrant,
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Importation, Marketplace, Users, Re-Evaluation, Surveillance, and Complaints and
Inquiries.

 Under the PCPA, a suite of enforcement tools are available to address non-
compliance, including: education, enforcement letters, seizure and detention or
forfeiture, denial of entry of product into Canada, Compliance Orders, Notices of
Violation (NOVs) with warning or monetary penalty, and prosecution.

28. The issue of industry funding for research used in the approval process has already been
raised by the European Commission and EFSA in this special committee (on 12 April
2018). It was put to EFSA that the existing model should be revised and instead all
studies should be financed through public money, e.g. by EFSA themselves, perhaps
through a fee or a tax. The representatives from EFSA expressed the view that this
would support increased industry profits, as the burden of scientific proof would shift
from the economic operator who benefits from the approval to the regulatory authority.
Do you concur with this view?

 In Canada, entities that wish to register pest control products for use, manufacture,
sale, transportation or distribution are required to submit scientific information in
accordance with the requirements of the PCPA. PMRA has published a number of
documents that elaborate on these requirements in detail.

 Applicants and registrants are responsible for incurring all costs related to generating
these studies. PMRA charges fees for the review of this information. The revenue
generated by the fees charged by PMRA represents approximately one third of the
total budget for the pesticide program. Canada considers that the registration of
pesticides, following a rigorous scientific evaluation, is both a private and a public
benefit.

29. What serves as a basis for evaluation: the toxicity of the active substance alone or that of
its detectable form/concentration in the end product? Furthermore, is the toxicity of each
co-formulant evaluated? Is the pesticide assessed on the basis of scientific studies?

 Acute, short and long-term studies, and special studies, such as genotoxicity,
carcinogenicity and multi-generation reproduction studies, are required for the active
substance. The toxicology assessment requires submission of acute studies for the
end-use product and this data is used to determine the acute hazard labelling
requirements for all the end-use products that are being proposed for market
authorization; however, depending on use pattern, short-term and other studies can
be requested.

30. Is the potential of endocrine disruption effect tested and evaluated?

 The potential effects on the endocrine system are evaluated to characterize what the
effects are, which includes determining if they are resulting from endocrine
disruption.

31. Are all animals used in toxicity tests adult?

 Typically the animal studies that are used for the health risk assessment are based on
studies conducted in adults; however, special studies, such as multigeneration
reproductive studies, are designed to determine whether there is sensitivity in the
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young through in utero, lactation and direct exposure (e.g., from diet in the post-
weaning stage and onwards) require the use of young animals.

 Having said that, the PMRA continues to work with regulatory partners to validate
and promote alternatives to animal testing, while also supporting the international
development and use of alternatives to animal testing through participation on
international scientific committees.

32. Do you apply the principle of mutual recognition with the countries that have a trade
agreement with your country?

 In Canada, the principle of mutual recognition does not apply with respect to pest
control products; however, applicants may include information that is available from
a review or evaluation of a pest control product conducted by the government of
another member country of the OECD if the proposed use of the pest control product
in Canada would be under conditions similar to those under which the foreign
review or evaluation was conducted.

33. Which active substances are authorised in the EU but not in your country, and why? Are
you aware of active substances that are authorised in your country but not in the EU? If
so, what are the five most frequently used such substances?

 PMRA has not conducted such a comparative analysis. The decision to seek a
registration in any jurisdiction is driven by a number of factors, such as market
demand. It is normal for some active substances to be registered in one country and
not in another.

 PMRA is a proponent of regulatory cooperation, such as joint reviews, to increase
the likelihood of parallel registration in two countries or more.

34. How do you determine the maximum residue limit (MRL): is it set by you, or do you
make use of Codex Alimentarius?

 As part of the health risk assessment process prior to the registration of a pesticide,
PMRA must determine whether the consumption of the maximum amount of
residues that are expected to remain on food products when a pesticide is used
according to label directions, will not be a concern to human health. This maximum
amount of residues expected is then legally specified as a maximum residue limit
(MRL) under the Pest Control Products Act (PCPA).

35. What happens when imported products contain active substances that are not authorised
in your country, or exceed the MRL set in your country?

 All pest control products imported into Canada must be registered, under the PCPA
and its Regulations.

 Importation of these products is a violation of the PCPA and subject to enforcement
actions including denial of entry at the border, seizure or detention of the product(s),
orders to dispose or remove from Canada, and administrative monetary penalties.

 Maximum Residue Limits for agricultural products treated with pesticides are
enforced by the Canadian Food Inspection Agency (CFIA).
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36. What about the selection procedure for experts doing the evaluations? How is their
independence guaranteed?  Do you use people who also provide expertise to EU bodies?

 Health Canada’s PMRA is a branch of Health Canada that includes three science-
based directorates.  These include; health evaluation, environmental assessment and
value.  There are over 300 scientists within these areas, the majority with advanced
degrees in various science disciplines including chemistry, toxicology, biology, and
environmental science, and all of whom have considerable experience in human and
environmental risk assessment.

 As mentioned above, the scientists which are employed by Health Canada are hired
based on a competitive process, which includes reference and background checks.
All employees of the public service in Canada are required to adhere to the Value
and Ethics Code of the public service and follow the Policy on Conflict of Interest
and Post-employment.

 Scientists are assigned to work on pesticide active ingredients based on expertise
and availability.

37. What test guidelines do you use to evaluate impacts of pesticides on health and the
environment? Do they cover the need to test for neurotoxicity and immunotoxicity?
What about long-term effects and during vulnerable periods of development/life-time?
How do you deal with any data gaps?

 For the health risk assessment, the Agency uses the test guidelines developed by
OECD, WHO and those established by the US EPA. These guidelines include
protocols that assess the potential for neurotoxicity and immunotoxicity along with
the long-term effects and those that could occur during vulnerable periods of
development.

 When dealing with data gaps, the Agency can require applicants to submit
information and/or include a data-base uncertainty factor (3 to 10-fold) along with
the intra- and inter-species factor when calculating the point-of-departure.

38. According to the General Secretary of Copa Cogeca, speaking in the PEST committee
hearing on 28 June 2018, ‘pesticides are applied in the EU in a safer manner than
anywhere in the world’ – what is your response to this?

 PMRA is not in a position to comment on this, other than to concur that the EU’s
system ensures a high level of protection to human and animal health, and the
environment.

39. Why are you continuing to authorise Glyphosate while it is a controversial issue and a
potentially dangerous substance?

 After a re-evaluation of the herbicide glyphosate, Health Canada’s Pest Management
Regulatory Agency (PMRA), under the authority of the Pest Control Products Act
and Regulations, granted continued registration of products containing glyphosate
for sale and use in Canada.
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 An evaluation of available scientific information found that products containing
glyphosate do not present risks of concern to human health or the environment when
used according to the revised label directions.

40. How do you explain the fact that Australia, Canada and the US reached the same
conclusion that EFSA and ECHA on non-carcinogenicity of glyphosate? Can we draw
conclusions from that on their respective authorisation procedures?

 In making its decision, PMRA assessed the potential human health risk of
glyphosate from drinking water, food, occupational and bystander exposure, as well
as the environmental risk to non-target organisms. PMRA also considered a large
number of comments and new data and information, which resulted in revisions to
some parts of the risk assessments, but did not result in substantial changes to the
proposed re-evaluation decision.

 Australia, the US, EFSA and ECHA also conducted their independent assessments
on the basis of risks to human health and the environment, taking into account both
hazard and exposure scenarios.

 To date, such risk assessments, which are all based on internationally accepted
OECD guidance documents, have resulted in similar conclusions.

41. EFSA and ECHA classify some information as confidential on the ground of business
confidentiality. What is your policy on the subject?

 The PCPA clearly defines confidential business information and confidential test
data.  It is the applicant’s responsibility to identify confidential business information,
which is not released to the public.  Confidential test data, however, are referenced
in public documents and may be released for public inspection in the “Reading
Room”, upon application at the PMRA offices located in Ottawa.

42. How do you foster innovation in clean technologies intended to replace pesticides while
retaining current yields?

 PMRA is not involved in fostering innovation in clean technologies.

43. Given the economic interests at stake with regard to pesticides, how do you handle
lobbyism? In your country, how is the independence of scientists ensured? And that of
policy makers?

 In Canada, lobbying a public office holder is permitted, subject to a strong
framework set by Parliament under the Lobbying Act.

 As noted previously, all scientists employed by the PMRA are public servants for
the Government of Canada and are therefore subject to the Conflict of Interest Policy
and Values and Ethics Code as outlined in the Public Servants Disclosure Protection
Act.

 At PMRA, the review of pest control product submissions is driven strictly by
science; however, the public, which includes applicants and registrants, is free to
contact PMRA to discuss any issue related to PMRA’s mandate.
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PEST COMMITTEE MEETING OF 30 AUGUST 2018 

 

PUBLIC HEARING 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES - COMPARATIVE 

ANALYSIS OF AUTHORISATION PROCEDURES IN OECD COUNTRIES 

 

PREPARATORY QUESTIONS 

 
In the context of the PEST Committee meeting of 30 August, an exchange of views will 
take place to give Members an insight into the authorisation procedure for pesticides in 

Australia, Canada and California. To prepare for this exchange of views, political groups 
have submitted the following questions. These questions, which address many of the topics 

at stake, should be answered in writing beforehand. 
 
Questions to all experts: 

 

1. Could you provide a general overview on the approval/authorisation procedure for 

plant protection active substances and products in your country? Particularly, are 

the approval of active substances and the authorisation of products separated or 

bundled in one step? Is there a separation of risk assessment and risk management 

in place? If no, can you please explain why?  

The process of registering a pesticide in the United States is a scientific, legal, and 
administrative procedure through which the US EPA examines the ingredients of the 

pesticide, the particular site or crop where it is to be used, the amount, frequency, and 
timing of its use, and storage and disposal practices. 

Companies desiring to register a new pesticide active ingredient and products for that 

active ingredient may choose to register these separately, or bundle them together. 
Pesticide registration applications are submitted by pesticide companies and are 
evaluated by the agency. In evaluating a pesticide registration application, we assess a 

wide variety of potential human health and environmental effects associated with use of 
the product. The company that wants to sell and distribute the pesticide must provide 
data from studies that comply with EPA testing guidelines. 

Companies submit an application for a registration action, such as to register a new 
pesticide active ingredient, new product for an existing pesticide, or adding a new use to 
an existing product. The company's application typically includes: service fee(s), forms 

describing the requested action, the identity and quantity of all chemicals in the product, 
data on potential risks to human health and the environment, including about the 
potential for pesticide residues on food (if applicable), proof that the product 

manufacturing process is reliable, labelling, including directions for use, contents, and 
appropriate warnings, evidence of meeting all legal and financial obligations. 

There is a separation of risk assessment and risk management in the U.S. Risk 

assessment is crucial to the process of making decisions about pesticides, both new and 
existing. New pesticides must be evaluated before they can enter the market. Existing 
pesticides must be re-evaluated periodically to ensure that they continue to meet the 

appropriate safety standard. As part of the risk assessment process, EPA performs risk 
assessments that evaluate the potential for harm to humans, wildlife, fish, and plants, 

including endangered species and non-target organisms. We also assess for 
contamination of surface water or ground water from leaching, runoff, and spray drift. 
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As well as, potential human risks range from short-term toxicity to long-term effects 
such as cancer and reproductive system disorders. The decision process is part of a risk 
management process, which is conducted in registration for new pesticide chemicals or 

new uses of existing chemicals, or registration review in the case of a general review of 
an existing chemical.   

The agency also evaluates and approves the language that appears on each pesticide 

product label to ensure the directions for use and safety measures are appropriate to any 
potential risk. Following label directions is required by law and is necessary to ensure 
safe use. The language on the label is the law for how the pesticide can be used. This 

language is then used by state and local governments to help enforce and manage 
pesticide use at the local level. 

More information on our evaluation processes, pesticide laws, label review, and 
enforcement and compliance can be found in greater detail on the EPA website: 

https://www.epa.gov/pesticide-registration/about-pesticide-registration.  

2. In your opinion, is it scientifically justifiable to assess separately active substances 

and formulated products? This separation exists in EU rules. Does it also exist in 

your country? 

In the U.S., EPA carefully evaluates the hazard potential for each active ingredient in a 

pesticide product. For applications of new formulated products, EPA determines if the 

pesticide registration application and accompanying information and data are accurate 

and complete, consistent with proposed labeling and any tolerance or tolerance 

exemption for the product’s active ingredient. Additionally, all inert ingredients in 

pesticide products, including those in an inert mixture that may be added to other 

approved pesticide products, must be approved by EPA for use in the relevant product.  

As a part of EPA’s evaluation of a pesticide product, the product’s composition is 

examined to verify that all inert ingredients proposed for use in the pesticide formulation 

have been approved by EPA for that use. Just as with individual inert ingredients, each 

component of an inert mixture must be supported with a battery of toxicity data and 

must be approved for use by EPA.   

3. How long does the evaluation/re-evaluation process take? Which criteria are used? 

Who ask for a re-evaluation? Who meets the costs of evaluation and re-evaluation?  

What is the average cost of evaluation and re-evaluation? 

FIFRA includes a registration service fee system for applications for specific pesticide 

registration, amended registration, and associated tolerance actions. The goal of this fee 

system is to create a more predictable evaluation process for affected pesticide decisions 

and couple the collection of individual fees with specific decision review periods. The 

fee system supplements the resources to conduct EPA’s registration activities. There are 

over 60 registration categories and the fees range from approximately $1,500 to just 

over $600,000 depending on the category.  

EPA is required to review all existing registered pesticides every 15 years to ensure they 

can be used safely, without unreasonable risks to human health and the environment. 

The registration review program is intended to make sure that, as the ability to assess 

risk evolves and as policies and practices change, all registered pesticides continue to 

meet the statutory standard of no unreasonable adverse effects. To maintain a registered 

product, registrants must pay annual registration and maintenance fees for all   
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registrations under FIFRA. The periodic review of pesticide registrations is required by 

the pesticide statute – FIFRA. For more information on the registration review program, 

visit https://www.epa.gov/pesticide-reevaluation/registration-review-process.  

4. How do you set the duration of the authorisation and the re-authorisation? How 

are the criteria used adapted to changing environment and health standards? 

Most registrations are issued without time limitations. To determine if a product 

continues to meet the FIFRA standard for registration, EPA reviews all registered 

pesticides at least every 15 years using the current science, as mandated by FIFRA 

through the registration review program. Whenever EPA determines that there are 

urgent human or environmental risks from pesticide exposures that require prompt 

attention, we take appropriate regulatory action (including modifying any conditions of 

the registration), regardless of the registration review status of the pesticide.  

5. How is risk communication with regard to plant protection products organised in 

your country? Are there any elements of your risk communication that you would 

consider best practices? 

Pesticide product labeling provides critical information about how to safely and legally 

handle and use pesticide products. Unlike most other types of product labels, pesticide 

labeling is legally enforceable, and always carries the statement: “It is a violation of 

Federal law to use this product in a manner inconsistent with its labeling.” In other 

words, the label is the law. A key function of the pesticide product label is to manage the 

potential risks from pesticides by providing the set of conditions, directions, and 

precautions that define who may use a pesticide, as well as where, how, how much, and 

how often it may be used. In support of that function: state and federal agencies enforce 

pesticide label requirements; educational programs train and certify pesticide users; and 

pesticide users read and follow the label directions. 

In addition, under most circumstances, employers must notify workers about areas 

where agricultural pesticide applications are taking place or where restricted-entry 

intervals (REIs) are in effect. Some pesticide labels require the employer to notify 

workers both orally and with signs posted at entrances to the treated area.  

One example of a best practice that EPA utilizes in its risk communication efforts is the 

administration of several programs with universities and non-governmental 

organizations to educate pesticide applicators, handlers, and farmworkers on working 

safely with, and around, pesticides. Through these programs, EPA helps to educate the 

public about pesticide risks and safe use. 

6. Under your approval/authorisation system, who bears the burden of proof with 

regard to the safety of active substances/products? For instance, who commissions 

and finances studies? 

The applicants for registration bear the burden of showing their products meet the 

standard for registration.  As part of meeting this burden, applicants must fulfil 

regulatory data requirements by submitting studies or by citing to studies or literature. 

FIFRA provides a data compensation scheme that address the citing of data owned by 

other parties. After registration, registrants continue to bear the burden of showing their 

products meet the standard of registration whenever EPA re-evaluates their products. 
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7. What provisions do you have in place to guarantee transparency of the 

approval/authorisation system? What provisions to guarantee the scientific 

independence of your agencies/competent authorities?  

EPA strives for transparency in our scientific analyses.  Our science policies, guidance 

documents, and guidelines have been through peer review and public comments, and are 

publicly available.  Our scientists develop independent, objective evaluations of studies 

sponsored by pesticide registrants and those available in the open scientific literature.  

Risk assessments and regulatory decisions are routinely published for public comment.  

Public input is reviewed and considered in decision-making.  Our scientists routinely 

give presentations to the public and to other scientific experts.  We also frequently meet 

with stakeholders (including industry, growers, non-governmental organizations, U.S. 

states) on numerous issues pertaining to pesticides.   

EPA brings major pesticide and pesticide-related scientific studies and issues to the 

FIFRA Scientific Advisory Panel (SAP) meetings to seek peer review and/or technical 

advice from independent experts. The scientists of the FIFRA SAP neither make nor 

recommend policy decisions. They provide advice on the science used to make these 

decisions.  

8. Do you have provisions in place to facilitate the approval of low-risk active 

substances? If so, how are they designed and what are your experiences? 

The EPA’s Conventional Reduced Risk Pesticide Program expedites the review and 

regulatory decision-making process of conventional pesticides that pose less risk to 

human health and the environment than existing conventional alternatives. The goal of 

this program is to quickly register commercially viable alternatives to riskier 

conventional pesticides such as neurotoxins, carcinogens, reproductive and 

developmental toxicants, and groundwater contaminants. Participants in the program 

include the chemical companies and state or federal agencies that submit to the Agency 

initial registration and amended registration applications for pesticide products.  

An Important Distinction to Note: While most reduced risk discussions refer to 

conventional reduced risk pesticides, a reduced risk decision is actually made at the use 

level, for a pesticide/use combination. 

The reduced risk decision is based on comparison between the proposed use of the 

pesticide and existing alternatives currently registered on that use site. Registered 

pesticide alternatives may differ depending on the use in question, thus risk comparisons 

across uses may also differ.  

This program does not apply to biological or antimicrobial pesticides, which are handled 

through separate expediting processes. Biopesticides, also known as biological 

pesticides, are pesticides derived from natural materials such as animals, plants, bacteria, 

and certain minerals. Typically, biopesticides have unique modes of action and are 

considered reduced risk pesticides. Since biopesticides tend to pose fewer risks than 

conventional pesticides, EPA generally requires less data to register a biopesticide than 

to register a conventional pesticide, and EPA provides both reduced pesticide 

registration fees and shorter review times for biopesticides.  
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9. Do you have provisions in place to facilitate the application procedure for small 

and medium-sized enterprises? If so, how are they designed and what are your 

experiences? 

Small businesses may request waivers of registration service fees. A small business 

means a corporation, partnership, or unincorporated business that has 500 or fewer 

employees and an average annual global gross revenue from pesticides that did not 

exceed $60 million (including any such revenue from all of its affiliates) during the 

three-year period prior to the most recent maintenance fee billing cycle. An applicant 

that qualifies as a small business is eligible for a partial waiver of 50% or, in some cases, 

75% of the registration service fee. Section 33(b)(7)(F) of FIFRA contains the 

provisions for small business waivers. Registrants may also contact the product 

registration ombudsman for registration guidance. 

10. Do you have provisions in place for emergency authorisations of plant protection 

products, similar to Article 53 of EU Regulation 1107/2009? If so, how are they 

designed and what are your experiences? 

Section 18 of FIFRA authorizes EPA to allow Emergency Exemptions (also called 

“Section 18s”) for unregistered uses of pesticides to address emergency conditions. 

Under such an exemption, EPA allows limited use of the pesticide in defined geographic 

areas for a finite period of time once EPA confirms that the situation meets that statutory 

definition of "emergency condition." The regulations governing Section 18 of FIFRA 

(found at Title 40 of the Code of Federal Regulations, part 166 (40 CFR 166)) define the 

term “Emergency Condition” as an urgent, non-routine situation that requires the use of 

a pesticide(s). EPA must also conduct assessments of potential risks to human health 

and the environment which confirm the pesticide use meets the required safety 

standards. The maximum duration of an Emergency Exemption may be: one year for 

specific or public health exemptions or three years for quarantine exemptions. 

Emergency Exemptions can be requested by State or Federal agencies when an 

emergency condition (e.g., serious pest problem) jeopardizes production of agricultural 

goods, the environment, or public health, but there are inadequate tools (including 

pesticide registrations) to address the situation. The applicants submit information 

describing the pest emergency and request permission for a specific unregistered 

pesticide use. Instructions for applicants and detailed listings of required information to 

include in emergency exemption requests may be found at 40 CFR 166. 

11. How do you approach authorisations when it comes to cocktails of active 

substances? 

The EPA takes a risk-based approach in addressing concerns specific to all registered 

pesticides.  EPA is currently developing an Agency policy on how to consider claims of 

synergy being made by registrants in their patents.  If there is data to indicate synergy 

for a formulated mixture EPA will evaluate the potential effects in our risk assessments. 

12. Are there any legal deadlines regarding the approval/authorisation of active 

substances/products in your country? If so, how would you assess your country's 

compliance? 
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Applications for which registration service fees apply have associated specific decision 

review periods. EPA completes its decision making within the statutory decision 

timeframes over 99% of the time. 

13. How are data gaps that are identified during the approval/authorisation procedure 

addressed? For instance, do you apply a confirmatory data procedure similar to 

Article 6f of EU Regulation 1107/2009? If so, what are your experiences? 

In evaluating a pesticide registration application, we assess a wide variety of potential 

human health and environmental effects associated with use of the product. The 

company that wants to produce the pesticide must provide data from studies that comply 

with our testing guidelines. FIFRA provides EPA with broad authority to establish or 

modify data needs and timing for individual pesticide registration actions to achieve 

statutory and program objectives. Data requirements for pesticide registration actions are 

found in the Code of Federal Regulations at 40 CFR Part 158. 

Additionally, when conducting re-evaluation assessments, the agency determines if any 

additional or new data is needed. If, additional data or information is needed to conduct 

the review, EPA will issue a Data-Call In (DCI) notice to the registrant under the 

authority of FIFRA section 3(c)(2)(B).   

14. If there is more than one agency/competent authority involved in the approval/ 

authorisation of active substances/products, how do you handle divergent 

assessments? For instance, do you have an arbitration mechanism in place? If so, 

how is it designed and what are your experiences? 

EPA regulates pesticides at the national level under the authority granted by FIFRA.  In 

general, pesticides distributed or sold in the United States must be registered (licensed) 

by EPA. Before EPA may register a pesticide under FIFRA, the applicant must show, 

among other things, that using the pesticide according to specifications "will not 

generally cause unreasonable adverse effects on the environment.'' 

Other federal agencies also work with the EPA. The FDA and USDA help ensure food 

safety, while the US Fish and Wildlife Service assess the risks of pesticides to wildlife 

and the environment when determining if certain species or their designated critical 

habitat may be affected by use of the product. While there is no formal arbitration 

system in place, EPA works with other U.S. agencies to reconcile approaches to 

assessment. State and Tribal governments also have a role with oversight of the 

program. 

15. How would you assess the functioning and soundness of EU Regulation 1107/2009 

overall? What could you learn from the EU system? What would you consider its 

strengths and weaknesses? 

The United States appreciates the opportunity to provide Members of this Committee 

with insight into US pesticide authorization procedures. Our regulatory system is 

grounded in the scientific assessment of risk, and seeks first and foremost to ensure 

safety to people and the environment, while also ensuring continued availability of 

diverse and efficacious crop protection tools to facilitate agricultural production and 

food security, and promoting scientific integrity and transparency.  
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We welcome technical exchange with EU regulators, particularly to the extent that such 

cooperation would facilitate the sharing of scientific information and enhance regulatory 

efficiency.  

16. How would you assess the independence of the science based risk assessment and 

the risk management in the EU system? 

EPA agrees with the need to ensure scientific independence and integrity, including peer 

review procedures, rules to safeguard against financial and intellectual conflicts of 

interest, and public transparency requirements. The United States is not in a position to 

assess the independence of the science based risk assessment and the risk management 

in the EU system. 

17. What could the EU learn from your system? Which of your procedures would you 

consider more effective than EU procedures? 

The United States recognizes that there are many types of regulatory systems which are 

able to achieve high levels of public health and environmental protection. The U.S. 

experience in the field of pesticide regulation has reaffirmed a principle that measures 

must be developed in accordance with scientific principles and based on evaluation of 

risk.   

We appreciate the opportunity to share information about the U.S. regulatory system, 

however, we do not find that we are in a position to make comparisons between the 

relative objectives and effectiveness of our respective governments’ procedures.  

18. Does an EU-authorisation or refusal of authorisation influence your decision 

making? 

The United States welcomes opportunities for scientific exchange and information 

sharing with the EU and other regulatory agencies around the world. All U.S. pesticide 

registration decisions are made on the basis of scientific risk assessments and in 

accordance with the relevant U.S. statutes and regulations. Data to develop decision 

making in the EU can be informative to the US decision making process.  

19. How do you handle the precautionary principle? 

There is a high degree of conservatism built in to the scientific risk assessments that 

underpin U.S. pesticide regulatory decisions.  

20. To what extent and in what way are research and innovation in new alternative 

plant protection products promoted in your country? 

FIFRA requires that all pesticides intended for use in the United States be registered 

(licensed) by EPA to ensure that they do not cause "unreasonable adverse effects on man 

or the environment". As the national regulatory authority, EPA actively engages with a 

variety of stakeholders to encourage research and innovation in new alternative plant 

protection products.  

21. How does your Agency or Department collaborate with other OECD Member 

countries on the regulation of pesticides? Furthermore, when re-evaluating an 

active ingredient, how do you take into consideration recent developments and new 

information on the status of a pesticide in other jurisdictions? 
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EPA’s Office of Pesticide Programs participates in several OECD working groups 

including the Working Group on Pesticides (WGP), the Working Group of National 

Coordinators of Test Guideline Program (WNT) and the Working Group on Biocides 

(WGB).  EPA also participates on a number of OECD expert groups.  

EPA works closely with our counterparts in Canada (PMRA) on risk assessment and 

risk management issues. For most new active ingredient registrations, the US EPA and 

PMRA review applications jointly. Additionally, the US government monitors final risk 

management decisions from other countries and authorities.  

22. In your opinion, what is the level of cooperation between OECD countries and how 

should/could this level be improved in the future? 

EPA actively cooperates with OECD countries, and plans to continue the current level 

of cooperation in the future.  

23. How do you assess/ensure compliance with the OECD principles of Good 

Laboratory Practice (GLP) when ensuring that studies are of sufficient scientific 

quality for consideration within your respective approval processes? Can you also 

explain how you work together with the OECD to ensure that your national testing 

protocols are properly aligned with its test guidelines? 

EPA's Good Laboratory Practice Standards (GLPS) compliance monitoring program 

ensures the quality and integrity of test data submitted to the Agency in support of a 

pesticide product registration under the Federal Insecticide, Fungicide and Rodenticide 

Act (FIFRA). The GLP Program monitors compliance with the applicable regulations; 

40 CFR Part 160 and 40 CFR Part 792. 

EPA’s test guidelines are harmonized with those established by the Organisation for 

Economic Co-operation and Development (OECD). EPA works closely with other 

government agencies and with other countries through the OECD to facilitate the 

harmonization of test guidelines. Harmonized test guidelines reduce the burden on 

chemical producers and conserve scientific resources, including the minimal use of 

laboratory test animals. They also form a basis for work sharing and cooperation among 

all OECD countries. All harmonized OECD test guidelines fall under the OECD Mutual 

Acceptance of Data decision, which calls for acceptance for regulatory use by all OECD 

member nations. 

24. The PEST Committee has been seeking views on ways to improve the transparency 

of authorisation processes and product approvals. How do you address concerns 

around a lack of transparency or possible restrictions on disclosure as a result of 

commercial confidentiality in your regulatory framework? How does your Agency 

or Department contribute to the public discourse surrounding pesticide approvals? 

Do you have a policy regarding the communication of risk and informing public 

debates in order that citizens benefit from informed discussions? 

Public participation is vital to the effective registration and registration review of 

pesticides. All interested individuals and groups are equally welcome to participate in 

our multiple opportunities for public comment, which are established in the registration 

and registration review processes. For more information on how stakeholders can 

participate see the Public Participation Process for Registration Actions and the 
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Opportunities to Participate in Pesticide Reevaluation. EPA has policies in place which 

strive to provide meaningful public engagement while also protecting confidential 

business information. 

Another way we ensure the inclusion of stakeholders in our scientific and policy 

decisions is by consulting our federal advisory committees. The Pesticide Program 

Dialogue Committee, in particular, is a representative federal advisory committee. 

Representative members are selected to represent the points of view held by specific 

organizations, associations, or classes of individuals. EPA considers candidates from 

pesticide user, grower and commodity groups; consumer and environmental/public 

interest groups; farm worker organizations; pesticide industry and trade associations; 

State, local and Tribal governments; Federal government; academia; the general public; 

and public health organizations.  

25. How does your regulatory regime balance needs and objectives to uphold 

environmental standards, support agricultural production and provide public 

health protections? How does your Agency or Department ensure that policies 

related to pesticides support other policies, such as those directed towards  

supporting agriculture? Do you have a particular approach for minor or niche 

crops? 

FIFRA requires that all pesticides that will be sold or distributed in the United States be 

registered (licensed) by EPA to ensure that they do not cause "unreasonable adverse 

effects on man or the environment". FIFRA defines unreasonable adverse effects as "any 

unreasonable risk to man or the environment, taking into account the economic, social, 

and environmental costs and benefits of the use of any pesticide." Pesticides may pose 

some risk because they are meant to kill or control insects, weeds, rodents, and other 

pests. But even though pesticide use entails some risk, pesticides provide substantial 

benefits to society. Hence, FIFRA requires EPA to balance these risks and benefits in 

the pesticide decision making process. In order to be able to balance risks and benefits, 

EPA conducts complex risk and benefits assessments that employ the best scientific and 

economic analyses currently available.  

FIFRA provisions related to the registration of minor uses provide incentives to 

pesticide companies to register minor uses of pesticides. For example, EPA under 

FIFRA offers 100% fee waivers to federal/state agencies and IR-4 submissions that meet 

criteria specified in FIFRA. IR-4 is a federally funded program established in 1963 to 

conduct the research necessary for obtaining registrations of pest control agents needed 

to grow minor crops. IR-4 works with farmers, agricultural scientists, and extension 

personnel to conduct research and petition the Environmental Protection Agency (EPA) 

for tolerances for specific pesticides.  The IR-4 program has grown to include biological 

pest control agents and biochemicals, which are important in the implementation of 

Integrated Pest Management (IPM). 

26. Could you explain your method for re-evaluating products already placed on the 

market in light of new scientific data? In addition, can you describe the process for 

market withdrawal should a product be found to contain a harmful co-formulant?    

EPA’s re-evaluation procedure is discussed in detail in response to question 3, please 

refer to question 3.  
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In response to the additional question pertaining to cancellations, FIFRA provides a 

process for cancellation or suspension of pesticides in Section 6 of FIFRA. EPA may 

seek to cancel a pesticide registration if it appears that the pesticide does not comply 

with FIFRA or, when used in accordance with widespread and commonly recognized 

practice, the pesticide generally causes unreasonable adverse effects on the environment.  

Initiating a cancellation proceeding affords the registrant an opportunity for an 

administrative hearing.  Cancellation may also be initiated for failure to meet the 

conditions of a conditional registration or requested voluntarily by the registrant.  

27. How do you regulate, monitor and enforce the conditions of use of pesticides? 

The US EPA regulates pesticides under authority granted in FIFRA. EPA monitors the 

use of EPA-registered products through its inspection authority and its relationship with 

our co-regulators, the states, and also through cooperative agreements.   

FIFRA prohibits the use of any EPA-registered pesticide in a manner that is inconsistent 

with its labeling. Most states in the U.S. have the primary enforcement responsibility for 

such use violations, and the type of enforcement response and the amount of penalties 

assessed, if any, varies from state to state. EPA may also enforce against pesticide 

misuse directly. The enforcement response available under FIFRA that EPA would 

typically select in the case of pesticide misuse may be a notice of warning, a stop sale, 

use or removal order, and/or the assessment of civil penalties. 

The National Pesticide Program implements a strategy to protect people and ecosystems 

that may be exposed to pesticides, through its pesticide product registration and 

registration review program, outreach, technical assistance, and compliance and 

enforcement programs. Achieving these protective outcomes requires collaborative 

efforts by citizens, pesticide users, states, tribes, territories, regions, EPA’s Office of 

Pesticide Program (OPP), EPA’s Office of Enforcement and Compliance Assistance 

(OECA), and other partners. As co-regulators, states, tribes and territories serve an 

essential role as the EPA’s “eyes and ears” on the ground to identify pesticide concerns; 

to provide EPA feedback from the field to determine if intended risk mitigation 

measures are effective; to monitor compliance with the regulated community; and to 

take appropriate enforcement action when necessary. 

28. The issue of industry funding for research used in the approval process has already 

been raised by the European Commission and EFSA in this special committee (on 

12 April 2018). It was put to EFSA that the existing model should be revised and 

instead all studies should be financed through public money, e.g. by EFSA 

themselves, perhaps through a fee or a tax. The representatives from EFSA 

expressed the view that this would support increased industry profits, as the 

burden of scientific proof would shift from the economic operator who benefits 

from the approval to the regulatory authority. Do you concur with this view? 

EPA has regulations and practices in place to help ensure that registrant-developed data 

represent sound science. The Good Laboratory Practice Program referenced in answer to 

question 23 is one example. Additionally, the EPA developed an extensive set of 

guidelines and protocols that applicants and registrants use in developing required data. 

Once studies are submitted to the Agency, EPA scientists conduct extensive analysis of 

the raw data to ensure that the design of the study is appropriate and that the data are 
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collected and analyzed accurately. In addition to registrant-submitted studies, EPA 

scientists review pesticide studies from peer-reviewed scientific journals and data from a 

wide variety of sources when they are available. In doing so, agency scientists identify 

hazards and characterize risks using the best data available for their review. For more 

information, see the Guidance for Identifying, Selecting and Evaluating Open Literature 

Studies at www.epa.gov/pesticides/science/literature-studies.html. Ultimately, the 

agency looks at all the studies to decide what the preponderance of evidence shows. 

29. What serves as a basis for evaluation: the toxicity of the active substance alone or 

that of its detectable form/concentration in the end product? Furthermore, is the 

toxicity of each co-formulant evaluated? Is the pesticide assessed on the basis of 

scientific studies? 

Please refer to the response to question number 11. 

30. Is the potential of endocrine disruption effect tested and evaluated? 

EPA evaluates the potential for endocrine disruption through the Endocrine Disruptor 

Screening Program. The Endocrine Disruptor Screening Program (EDSP) uses a two-

tiered approach to screen pesticides, chemicals, and environmental contaminants for 

their potential effect on estrogen, androgen and thyroid hormone systems. The EDSP is 

mandated to use validated methods for the screening and testing chemicals to identify 

potential endocrine disruptors, determine adverse effects, dose-response, assess risk and 

ultimately manage risk under current laws. These methods or assays allow EPA to 

identify and characterize the endocrine activity (specifically, estrogen, androgen and 

thyroid) of pesticides, commercial chemicals, and environmental contaminants.  

31. Are all animals used in toxicity tests adult? 

EPA evaluates all data received to support pesticide applications, which may include 

results from testing performed on adult and non-adult animals.  

32. Do you apply the principle of mutual recognition with the countries that have a 

trade agreement with your country? 

EPA’s test guidelines are harmonized with those established by the OECD. EPA works 

closely with other government agencies and with other countries through the OECD to 

facilitate the harmonization of test guidelines. Harmonized test guidelines reduce the 

burden on chemical producers and conserve scientific resources, including the minimal 

use of laboratory test animals. They also form a basis for work sharing and cooperation 

among all OECD countries. All harmonized OECD test guidelines fall under the OECD 

Mutual Acceptance of Data decision, which calls for acceptance for regulatory use by all 

OECD member nations. In addition, EPA may have bilateral agreements with some 

countries for mutual acceptance of data.  

33. Which active substances are authorised in the EU but not in your country, and 

why? Are you aware of active substances that are authorised in your country but 

not in the EU? If so, what are the five most frequently used such substances? 

Active substance registration is a dynamic process and there are numerous reasons—

agronomic, economic, regulatory, political—why pesticide registration status may vary 

across countries.  
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EPA periodically develops reports that provide economic profile information on the 

pesticide producing and pesticide using sectors in the US. These reports contain 

information estimating the quantities of active ingredients used and sold in the US. This 

information is available at https://www.epa.gov/pesticides  

34. How do you determine the maximum residue limit (MRL): is it set by you, or do 

you make use of Codex Alimentarius?  

In making its Maximum Residue Limit (MRL) decisions, EPA seeks to harmonize U.S. 

MRLs, also referred to as tolerances, with international standards whenever possible, 

consistent with U.S. food safety standards and agricultural practices. EPA considers the 

international maximum residue limits (MRLs) established by the Codex Alimentarius 

Commission (Codex), as required by the Federal Food Drug and Cosmetic Act 

(FFDCA) section 408(b)(4). EPA may establish a tolerance that is different from a 

Codex MRL; however, FFDCA section 408(b)(4) requires that EPA explain the reasons 

for departing from the Codex level. For a better understanding of how EPA assess 

exposure to pesticides in food information can be found in our dockets:  

https://www.regulations.gov/document?D=EPA-HQ-OPP-2007-0780-0001  

35. What happens when imported products contain active substances that are not 

authorised in your country, or exceed the MRL set in your country? 

Under section 408 of FFDCA, EPA is responsible for regulating the amount of pesticide 

residues that can remain in or on food or feed commodities as the result of a pesticide 

application. A tolerance is the maximum residue level of a pesticide (usually measured 

in parts per million, or ppm) that legally can be present in food or feed, regardless of 

whether the food or feed originates in the US or is imported from a foreign country. If 

residues of a pesticide exceed the established tolerance, or no tolerance has been 

established, the crop is considered adulterated and may be seized by the U.S. Food and 

Drug Administration (FDA). 

36. What about the selection procedure for experts doing the evaluations? How is their 

independence guaranteed?  Do you use people who also provide expertise to EU 

bodies? 

Under EPA’s Scientific Integrity Policy, EPA strengthens the actual and perceived 

credibility of Agency science by ensuring that the selection of candidates for scientific 

positions is based primarily on their scientific and technological knowledge, credentials, 

experience, and integrity; ensuring that scientific studies used to support regulatory and 

other policy decisions undergo appropriate levels of independent peer review; setting 

clear standards governing conflicts of interest; and adopting appropriate whistleblower 

protections.  

37. What test guidelines do you use to evaluate impacts of pesticides on health and the 

environment? Do they cover the need to test for neurotoxicity and immunotoxicity? 

What about long-term effects and during vulnerable periods of development/life -

time? How do you deal with any data gaps?  

Data requirements for pesticide registration actions are found in the Code of Federal 

Regulations at 40 Code of Federal Regulations (CFR) Part 158. These regulations 

provide us with substantial discretion to make registration decisions on the basis of what 
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we determine to be the most relevant and important data for each action. The studies 

required under Part 158 provide the scientific basis for characterizing the potential risks 

associated with pesticide exposure and may include data needed for product chemistry, 

product performance, toxicology, ecological effects, and human exposure among others. 

Scientists determine the need for all studies, including neurotoxicity and immunotoxicity 

studies, based on data that Agency has and the product uses of an active ingredient. 

Please see the response to question 13 for EPA’s use of DCIs to cover data gaps. For 

more information on pesticide data requirements in the 40 CFR, see 

https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration. 

38. According to the General Secretary of Copa Cogeca, speaking in the PEST 

committee hearing on 28 June 2018, ‘pesticides are applied in the EU in a safer 

manner than anywhere in the world’ – what is your response to this? 

The United States has robust regulatory, training, certification, and enforcement 

programs in place to ensure that pesticides are applied safely and in accordance with 

approved labels, both at the Federal and State levels.  

39. Why are you continuing to authorise Glyphosate while it is a controversial issue 

and a potentially dangerous substance? 

In the US, the re-evaluation of glyphosate is ongoing. EPA’s draft human health risk 

assessment evaluated dietary, residential/non-occupational, aggregate, and occupational 

exposures. This included an in-depth review of the glyphosate cancer database, 

including data from epidemiological, animal carcinogenicity, and genotoxicity studies.  

All the evidence used, and EPA’s weight-of-evidence approach is summarized in the 

human health draft risk assessment and associated documents.  

In the draft ecological risk assessment, EPA used the most current risk assessment 

methods, and completed a comprehensive evaluation of the potential effects of 

glyphosate exposure on non-target organisms. Full details on the evidence used as well 

as the EPA’s methods for estimating them, can be found within the ecological risk 

assessment.  

EPA expects to release a proposed regulatory decision for glyphosate in 2019. 

40. How do you explain the fact that Australia, Canada and the US reached the same 

conclusion that EFSA and ECHA on non-carcinogenicity of glyphosate? Can we 

draw conclusions from that on their respective authorisation procedures? 

EPA’s risk assessment for glyphosate was conducted independently of any other 

organization.  EPA’s cancer classification for glyphosate is based on a weight-of-

evidence evaluation in accordance with the Agency’s 2005 Guideline for Carcinogen 

Risk Assessment. The dataset considered by EPA included studies submitted for 

registration of glyphosate, as well as studies identified in the open literature as part of a 

systematic review. EPA is confident in its risk assessment and its conclusion that 

glyphosate is not likely to be carcinogenic to humans.   

41. EFSA and ECHA classify some information as confidential on the ground of 

business confidentiality. What is your policy on the subject? 
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Section 10 of the US Federal Insecticide, Fungicide, and Rodenticide Act provides 

applicants with the ability to claim information as confidential, and requires EPA to 

protect information, which, in the Administrator’s judgment, is entitled to confidential 

treatment. 

42. How do you foster innovation in clean technologies intended to replace pesticides 

while retaining current yields? 

It is unclear what is meant by “clean technologies” in the context of pest management. 

EPA supports Integrated Pest Management (IPM) approaches, which take advantage of 

all appropriate pest management strategies, including the judicious use of pesticides. 

Using IPM, preventive pesticide application is limited because the risk of pesticide 

exposure may outweigh the benefits of control, especially when non-chemical methods 

provide the same results. EPA also engages with a wide variety of stakeholders on 

emerging pesticide issues and technologies, including non-chemical alternatives. In 

addition, see our response to question 8.  

43. Given the economic interests at stake with regard to pesticides, how do you handle 

lobbyism? In your country, how is the independence of scientists ensured? And 

that of policy makers? 

EPA follows established procedures to avoid and prevent employee conflicts of interests 

from happening and to preserve the integrity of our mission, programs and policies. The 

Principles of Scientific Integrity set forth the Agency’s commitment to conducting 

science objectively, presenting results fairly and accurately, and avoiding conflicts of 

interest. Consistent with the EPA’s Principles of Scientific Integrity, the Agency’s 

Scientific Integrity Policy reaffirms the expectation that all Agency employees, 

including scientists, managers, and political appointees, regardless of grade level, 

position, or duties:  

 Ensure that the Agency’s scientific work is of the highest quality, free from 

political interference or personal motivations. 

 Represent his/her own work fairly and accurately. 

 Appropriately characterize, convey, and acknowledge the intellectual 

contributions of others. 

 Avoid conflicts of interest and ensure impartiality. 

 Be cognizant of and understand the specific programmatic statutes that guide 

their work. 

 Welcome differing views and opinions on scientific and technical matters as a 

legitimate and necessary part of the scientific process. 

 Accept the affirmative responsibility to report any breach of this Scientific 

Integrity Policy. 

 

Questions to Ms Marylou Verder-Carlos, California Department of Pesticide 

Regulation 
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44. There has been recent litigation in the State of California regarding the publication of 

warnings following a designation of glyphosate as a product which is known to cause 

cancer. Can you explain what the next steps are regarding the designation, if any? Can 

you also explain whether there is a difference of opinion between your Department and 

other agencies as to whether or not glyphosate is carcinogenic? 

45. Could you please give full details on the current court case ongoing in California on the 

active substance glyphosate? 

46. What are your views on the pesticide authorisation procedure in the EU, in particular on 

the hazard based cut off criteria which is applied prior to a risk based approach, and your 

evaluation of the necessity of these cut off criteria to help ensure the highest possible 

protection of humans and the environment? [For information, the EU process requires 

that active substances which are not classified as, for example, carcinogenic, mutagenic 

or toxic to reproduction (CMR) (‘hazard based criteria’) must be assessed for the risk 

they pose in different exposure scenarios (‘risk-based approach’). Any substance that is 

classified as CMR, in the first step should not be authorised for most uses unless, for 

example with carcinogens, substances toxic for reproduction, it is used in closed 

systems, avoiding direct contact with humans etc. In addition, banned active substances 

may be authorised under the emergency use derogation.] 

47. As you may know, the European Commission is obliged to take into account the 

precautionary principle (which is enshrined into EU treaties and EU Regulation 

1107/2009) when proposing to authorise, or not, active substances. Is it the same in 

California? What do you think of the use of the precautionary principle in this context? 

48. In spite of some shortcomings, the EU authorisation process is one of the strongest in 

the world when it comes to protecting health and the environment. For this reason, some 

of the EU’s trade partners around the world would like to weaken or lower EU 

requirements. What are your views on the maintenance of these demanding standards 

despite external pressures that are often expressed during trade negotiations? 

49. In 2017, the new director of the EPA, appointed by President Trump, rejected the 

prohibition of chlorpyriphos planned by the Obama administration. It is known that 

President Trump’ political line differs from that of President Obama, rightly or wrongly. 

Can scientific conclusions be interfered with political ideologies? How does the EPA 

guarantee its scientific independence in a context of official and unofficial links with 

politics and industry? 

Question to Ms Lynn Fortin, Mission of Canada to the EU, and Ms Nicola Hinder, 

Australian Mission to the European Union and NATO 

 

50. In the EU, the re-approval of glyphosate was not preceded by a tolerability study on the 

effects of the herbicide on humans. How were the effects on human beings assessed in 

the approval process you have carried out, and how could the substance be certified as 

harmless? 
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Answers by Prof. Dr. Jeroen P. van der Sluijs (University of Bergen and Utrecht University) to the preparatory questions for the public hearing on 
“Environmental impacts of pesticides, including mitigation measures at Member State level” and “Stakeholders' recommendations on the current EU 
regulation on the approval of plant protection products” pest committee meeting of 6 September 2018, EU authorisation procedure for pesticides - 
authorisation of plant protection products by member states. 

Bergen, 3 September 2018 

Question Answer by Prof. Dr. Jeroen P. van der Sluijs 

1. What are, in your view, the most likely risks to 
public health and the environment caused by 
glyphosate-based herbicides? 

The large-scale use of glyphosate-based herbicides over the past decades has had a very high 
negative impact on floral resources and floral diversity in European agricultural landscapes. This has 
high negative impact on insect biomass, including bees, butterflies, other pollinators and predatory 
insects that depend on arable weeds and floral resources. It also negatively impacts insectivorous 
bird populations and soil ecosystem processes. 
 
Gyphosate residues are found virtually everywhere in the environment (surface water, ground water, 
soils) and in our diet. This leads to both health impacts and environmental impacts.  
 
Regarding health risks, Clausing et al (2018) [http://dx.doi.org/10.1136/jech-2017-209776] have 
shown that European authorities’ assessment of the carcinogenic hazard posed by glyphosate based 
on Regulation (EC) 1272/2008 is flawed and that proper application of statistical methods and 
weight of evidence (WoE) criteria inevitably leads to the conclusion that glyphosate is 'probably 
carcinogenic' (corresponding to category 1B in the European Union).  
 
There are emerging concerns about risks of glyphosate to health for the unborn child (teratogen) and 
effects of long-term chronic exposure. 
 
In commercial formulations such as RoudUp, Glyphosate is always mixed with other chemical 
ingredients (co-formulants). The authorization procedure has only tested and evaluated the risks of 
the pure “active” ingredient (glyphosate) while some research shows that the co-formulant chemicals 
may be equally or more harmful to ecosystems and human health. 
 
Only a small fraction of arable weeds in agricultural lands has negative impact on crop yields. Many 
arable weeds provide essential ecosystem services in agro-ecological systems. They provide 
essential floral resources to pollinators and host predatory insects that act as natural pest control. 
Glyphosate is a generic weed killer that eradicates all weeds, including the beneficial ones, and has 
direct and indirect negative impacts on a wide range agroecosystem processes and services.  
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Almost all use of glyphosate is unnecessary and proven alternative agricultural practices exist. 
2. Are public health and environmental risks 

adequately assessed at EU level at the moment? If 
not, what should change? In particular, do you see 
any problems with the assessment criteria as laid 
down in the EU legal framework and agency risk 
assessment guidance documents (of EFSA for 
example)? Or, are the problems due to the 
application of those criteria by the scientific 
agencies? 

No, public health and environmental risks of pesticides (and chemicals in general) are not 
adequately assessed at EU level at the moment. The assessment criteria are not up to date. The 
assessments do not include the latest state of scientific knowledge. Many of the protocols and tests 
are flawed and outdated. It takes very long time to update risk assessment guidelines to include new 
scientific insights and get new guidelines approved by all member states. Typically, the guidelines 
lag 15 years behind the scientific state of knowledge. Industry interests dominate expert panels of 
the EFSA and dominate the design of guidelines and protocols for regulatory risk assessment. The 
quality and independence of both the test protocols themselves, and the studies (based on these 
protocols) that form the basis of authorization decisions is not warranted.  
 
The present system where the industry does the risk assessment of its own products and where these 
studies are not public and can thus not be scrutinized and quality controlled by other scientists and 
the general public, is fundamentally wrong. The safety tests should be done by scientists (and 
institutions) that have no ties with the industry.  
 
All the studies used for authorization decisions should be public and peer reviewed.  
 
Public availability of, and unlimited access to, industry’s full studies and raw data should be 
guaranteed by law, which is currently not the case.  
 
Even the access by authorization authorities is limited under REACH where only abstracts of 
(eco-)toxicological studies have to be submitted by the industry but not the full study and the raw 
data; authorities have to actively ask for the full texts of the study from the industry – which means 
time and resources – and the industry has no obligation to provide them. 

3. According to several scientific sources (see for 
example the following link1), current criteria for 
assessing pesticides in the EU authorization are 
inadequate, because they do not consider the 
cumulative effects of the use of different 
pesticides on human health and the environment. 
How could the current criteria of risk assessment 

The current risk assessment methods for pesticides in the EU are indeed inadequate for many 
different reasons. [1] It ignores cumulation of effects from the same substance used on other crops in 
the same area. [2] it ignores cumulation of effects from other pesticides that have the same mode of 
action and bind for instance to the same receptor. [3] it ignores cumulation of effects from exposure 
to other pesticides and [4] it ignores cumulation of effects of other stress factors. 
 
Furthermore, different authorities (e.g., EFSA, ECHA) often study the risk of the same substance but 
for different uses (pesticides, biocides, uses in foodstuff or consumer products, etc.), which leads to 
partial exposure assessments unavoidably underestimating the risks. BPA is an example: EFSA 

                                                           
1 Schäffer A, Filser J, Frische T, Gessner M, Köck W, Kratz W, Liess M, Nuppenau, E-A, Roß-Nickoll M, Schäfer R, Scheringer M.: The Silent Spring - On the need for sustainable plant 
protection. Leopoldina Discussions No. 16; 61  
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be improved to take better account of the real 
world effects of pesticide use? 

studies its risks for food-related uses, ECHA for cash receipts for example, whilst the use of BPA in 
medical devices is not included in any of these. Nevertheless, people are exposed simultaneously to 
different sources of BPA and not to a selection dictated by regulatory formulations. The different 
authorities implementing different regulations should work together to assess the cumulated 
exposure from one substance. 
 
A major flaw is that the risk assessment of PPP is presently done on specific applications without 
accounting for the fact that the same substance (active ingredient) is authorized in many other 
applications and many other plant protection products. Each risk assessment for each individual 
application thus incorrectly assumes that that application occurs in a world where no other 
applications of the same active ingredient exist, while in reality there are often many other 
applications of the same pesticide AND of other pesticides with the same mode of action AND of 
other pesticides that may act synergistically AND of other stress factors. As a result, the risks of 
pesticides are systematically underestimated and ecosystems and human health are not sufficiently 
protected. 
 
To improve the risk assessment, test protocols should no longer use tests that include recovery (of 
aquatic insect populations, of bee colonies, etc.) following pulse-exposure or multiple pulse 
exposure, because in reality the scale of use and the number of different crops where they are used is 
so big, that there is year-round permanent exposure. 
 
As a first step, it is a good idea to apply an extra safety factor of 10 to account for cumulative and 
additional stress factors, as has been proposed by A. Kortenkamp from RIVM in the Netherlands. 

4. Based on your research, what are best practices for 
mitigating environmental risk of plant protection 
products? 

- Prioritize and promote a transition towards organic farming and towards the agroecological 
approach, where agriculture does not go against nature but with nature. 
- Enforce implementation of IPM (Integrated Pest Management) where chemical pesticides can only 
be used curative as a last resort (after there is evidence that a plague is developing and other 
approaches to control the plague fail). 
- Immediately ban all prophylactic (preventive) use of pesticides, this includes all seed-coating with 
insecticides and fungicides, which by definition violates the principles of IPM. 
- Acknowledge that all outdoor use of pesticides equals emission of pesticides into the environment. 
Set binding emission-ceilings for the total amount of active ingredient that can be emitted in a year 
in a country or region. At present the authorization is a yes/no decision with no limit on the total 
scale of use. This ceiling should apply to the total of all uses, thus, a ceiling for the total allowed 
amount of kg of the (same) active ingredient in pesticides, biocides and animal health together. 
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Implement a feedback loop where if monitoring shows a violation of norms for pesticide levels in 
surface water, this immediately should translate in a reduction of the emission ceiling (and thus of 
the scale of use) for the next years or a ban when the violation persists over years. 

5. What are important factors for successful 
mitigation strategies? 

- Make IPM a condition for CAP.  
- Reimpose national extension services to implement IPM (educate farmers, facilitate knowledge 
transfer). 
- Promote strict separation between people/services counselling farmers about the management of 
their crops and sellers of pesticides. 
- Provide funding for research and innovation in sustainable agriculture based on agroecology. 
- Set emission ceilings for all active ingredients (caps on the maximum total amount of use per year 
of active ingredient).  

6. Birds: Research has shown great impact of PPP on 
birds, especially migratory birds. Beyond birds, 
what is the impact of the loss of biodiversity on 
their prey, predators and others?  

The highest impact from PPP on birds is via the massive impact of insecticides such as 
neonicotinoids on insect abundance. As a consequence, the breeding success of insectivorous birds 
is impaired with negative impacts on insectivorous bird populations. 

7. Bees: We have evidences that LD50 used in 
assessment is not accurate for bees. Other methods 
could be used, for instance by quantifying the 
apparent exposure surface area of honey bees 
submitted to pesticide treatments by spraying. 
Moreover, we know now that PPP can also have 
reprotoxic effects on bees, especially by 
undermining male fertility.  

For bees a simple rule can be used: if laboratory tests show observable negative impacts at field 
realistic levels of exposure, the use of the pesticide should not be approved (if PEC>PNEC no-go). 
Laboratory tests should get priority over field tests, because reliable, reproducible, field tests for 
bees are fundamentally impossible given the size of the foraging area (honeybees forage in a radius 
of up to 10 km around the beehive, in such a large area, experimental conditions cannot be 
controlled and vary too much from location to location). At present field tests get priority over 
laboratory tests and as a consequence bees are not protected. 

8. What improvements could be decided in PPP and 
active substances assessments regarding effects on 
bees?  

- Make all industry studies that are used in the authorization procedure public and open to public 
scrutiny and quality control. 
- Drop the so-called "Klimisch ranking" from all authorization protocols Klimisch is a fake quality-
ranking that unduly favours industry studies (with GLP certificate / according to OECD Guidelines 
for the Testing of Chemicals) over peer reviewed academic studies. Instead, real criteria of high 
scientific quality should be used and applied equally to both industry studies and academic 
publications. 
- Give lab tests priority over field tests in all authorization protocols. Acknowledge the fact that field 
tests cannot prove absence of ecologically relevant effects. 
- If lab-tests or field tests show observable negative impacts on bees or other non-target organisms at 
field realistic levels of exposure, ban the substance. 
- Add a 20-day chronic toxicity test. 
- Add a "time to 50% mortality" chronic toxicity test for a wide range of non-target bee species. 
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- Do not allow the use of PPPs that have the property that the toxicity is amplified by exposure time 
(because for such substances a safe dose does not exist). 
- Test for a wider range of sublethal effects (immunocompetence, navigation, reproduction, etc.) 
- Do not allow the use of tests that include recovery of the colony after exposure (because in reality 
there is no pulse exposure but year-round exposure and there are always many other stressors in the 
real world that counteract such recovery). 
- Test on a much wider range of bees and pollinators other than honeybees.  
- Assess effects of chronic exposure to realistic mixtures. 

9. Waters: it is now well known that waters are 
polluted by PPP, among others products. Since 
decades can be necessary to see the results of 
pollution on spring waters, what are the 
expectations for EU waters regarding PPP?  

- Member states should routinely monitor pesticide residues in water resources. 
- If water quality standards (such as MTR) are exceeded for a particular PPP, this should have 
immediate consequences for the allowed scale of use of that PPP in that area. Emission (= use) 
ceilings (see above) are a good instrument for that. If the violation of water quality standards persists 
for 3 years in a row, the authorisation of the active ingredient should end completely. 
- The producer of the pesticide could pay a fee (like an annual tax for each product) directly 
proportional with the amount of polluted water by that pesticide. The money should go to cleaning 
the water and changing the farming practices. Such measure should be retrospective (pollution found 
years after the production of a pesticide has stopped should still lead to a payment). 

10. Do we have examples of mitigations measures 
decided by MS and finally implemented at EU 
level?  

No. The problem is that at EU level mitigation measures are not included and member states are 
highly reluctant to do more than the minimum that the EU requires. 

11. Neonics: When the EU banned neonicotinoids in 
April, some scientists feared that there would be a 
switch to pesticides that would have even more 
harmful effects on microorganisms such as beetles 
and spiders. How can such effects be prevented in 
the approval process? The main example is the 
active substance sulfoxaflor (that will be banned 
in France for example), can the active substance 
sulfoxaflor safely replace neonicotinoids?  

To my knowledge there is no evidence that such a switch actually happened following the ban on 
flowering crops in 2013. An obvious way to prevent such a possible shift is to provide support for 
farmers in finding alternatives to PPPs, as in question 5. 
 
No, sulfoxaflor has a similar mode of action as neonicotinoids. From a chemical point of view it is a 
neonicotinoid. It has similar risks to bees and other non-target organisms as the neonicotinoids that 
are included in the ban. 
  
Following the ban, there is a problematic shift to other neonicotinoids, especially thiacloprid, which 
is also not safe for bees and gives the same range of sublethal effects. 

12. Seeds: It was also feared that there might be a 
change from rapeseed to soya, for example, which 
could have negative effects on pollinator insects. 
Did you gain experience on this matter in your 
field of research? 

It is 5 years since 2013, and this has not happened – Europe still produced plenty of OSR. 
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13. Concretely, which consequences do pesticides 
have on flora and fauna? How do pesticides lead 
to these consequences? 

This a very generic question. In summary: pesticides have large-scale impact on flora and fauna. 
They lead to large-scale year-round pollution of water air and soil with persistent ecotoxic 
chemicals.  
This large-scale pollution impacts a very wide range of so called non-target species (collateral 
damage), many of which are crucial in sustaining ecosystem processes, functions and services in 
soils and waters.  
 
The result is, among others, a massive loss of soil fertility (by impairment of natural nutrient cycles 
and other soil ecosystem processes), massive loss of floral and insect diversity, and massive loss of 
biodiversity in general. This in turn leads to large-scale destabilisation of ecosystems and erosion of 
ecosystem resilience. With the present scale of use of PPP, the entire life-support system of the 
planet is at stake. 
 
For a detailed example, I refer to our studies on the of the impacts of a particularly problematic class 
of pesticides, namely the systemic pesticides, on biodiversity and ecosystems: 
http://www.tfsp.info/wp-content/uploads/2017/09/TFSP-WIA2-highlights-FINAL.pdf 
and 
http://www.tfsp.info/assets/WIA_2015.pdf 

14. Is it possible to get a PPP in accordance with the 
sustainable development, that is to say a non-
polluting PPP with no impact on environment? 

There are gradations in sustainability. Sustainable agriculture is possible without pesticides, and this 
should be the first choice, making the question irrelevant.  
To develop PPPs that are more sustainable, innovation could aim to: 
- replace technologies based on prophylactic use of PPP (e.g. seed coating) by curative use based on 
informed diagnostic of the pest problem and only as last resort (IPM); 
- replace generic PPP (e.g. insecticides that harm all insects) by PPP that only acts on the plague 
species (for instance: RNA insecticides are designed to, and act, in such a way that they can only 
harm the plague insect); 
- replace persistent PPP by PPP that rapidly degrade; 
- develop PPP that does not have the potential of bioaccumulation in the food chain: 
- replace PPP that exhibit carcinogenicity, mutagenicity, reproductive or developmental toxicity, 
endocrine disruption, neurotoxicity, or impairment of the immune system by PPP that do not have 
these problematic properties: 
- Replace PPP with the property that the (eco)toxicity is amplified by exposure time by PPP that do 
not have that property. 

15. Can society both life with no pesticides and 
guarantee the growing food needs? Which other 
options are there or will there be in a near future? 

Yes. Reduce food waste, reduce meat consumption, provide financial support (via redirecting pillar 
one) for R&D into organic farming, permaculture, agroforestry, agroecology based farming etc. 
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16. How is your scientific independence guaranteed in 
your scientific work, given that many conflicts of 
interest exist in the question of pesticides? 

I have a permanent position at the University of Bergen as full professor (my main job) and a 
permanent position at the Utrecht University as associate professor.  
Both positions do not depend on funding from third parties. 
 
In Norway, academic freedom is established in law for universities since these institutions have a 
particular responsibility for safeguarding free, independent and critical research and education. The 
law emphasises institutional autonomy and the individual right to choose subject and method, but 
also the right to publish research results and the responsibility to ensure that research and teaching is 
performed to established ethical and professional standards. 
 
With my academic research, I seek to serve the public interest by contributing to policy-relevant 
high quality scientific knowledge on environmental and health risks, in a way that is compatible with 
sustainable development. 
 
The Norwegian guidelines for research ethics in science and technology (that also apply to all staff 
at the University of Bergen) state that the following obligations of research to society exist: 
"1 Research has an independent responsibility for the role it plays in social developments. 
2 Research should be compatible with sustainable development. 
3 Research has a responsibility to contribute to greater global justice." 
https://www.etikkom.no/globalassets/documents/english-
publications/60126_fek_guidelines_nent_digital.pdf 
 

17. Do you consider that the residues of the active 
substance, its metabolites, a safener, synergist and 
the co-formulant contained in it, are studied and 
assessed sufficiently on human or animal health or 
on groundwater, or their potentially unacceptable 
effects on plants or plant products or the 
environment in order to guarantee one of the 
purposes of the Regulation 1107/2009, which is 
the protection of both human and animal health 
and the environment? Do you see the results 
reflected in the authorisation assessment at MS 
level? 

There are major flaws in the present practice of regulatory risk assessment in Europe because co-
formulants, metabolites and synergistic effects are not or insufficiently included in the risk 
assessment / authorization assessment that forms the basis of authorization decisions, both at EFSA 
level and at MS level. 
 
It is thus not guaranteed that human, animal and ecosystem health are sufficiently protected. 
 

18. The Implementation Assessment commissioned 
by the European Parliament (2018) revealed that 
“Several stakeholders (PPP producers and PPP 

No, since we know very little about exposure of most non-target organisms. Regulators have 
repeatedly failed to timely recognise the persistence of pesticides (e.g. glyphosate, neonics) and 
failed to timely detect and to timely act upon on the scale of environmental contamination that 
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users) stated that exposure is not sufficiently 
considered in the current framework’’ 
(p.164/588). Do you consider that the risk 
mitigation measures, take enough into 
consideration the non-dietary intake and the 
exposure of non-target organisms? 

results from large-scale use. The authorization framework overlooks many exposure pathways. As a 
result, exposure of non-target organisms has been, and is, systematically underestimated. 

19. Your "research seeks to increase our 
understanding of the phenomenon and dynamics 
of scientific controversy on contemporary old, new 
and emerging environmental and health risks" 
(see link).  
In what way could the risk communication be 
improved to avoid diverging reports? 

Risk communication should not "avoid diverging reports". Enforced consensus can lead to 
misrepresentation of the state of the current scientific knowledge. Where relevant, scientific 
uncertainty and scientific dissent should be included in risk communication, that is, it should include 
the full range of scientifically tenable interpretations of the body of evidence. Decision-makers and 
society should be aware of both consensual and diverging expertise. 
 
A progressive change in risk communication is needed away from the "public misperceptions of 
risk" framing where all deviations from expert estimates are seen as products of ignorance or 
stupidity, towards investigation of what actually does cause concern amongst the public  and why, so 
that risk communication becomes a two-way process in which both "expert" and "lay" perspectives 
should inform each other. 
 
For improved communication of uncertainty information in risk assessment, I refer to our 2007 
report "Uncertainty Communication 
Issues and good practice" 
(http://www.nusap.net/downloads/reports/uncertainty_communication.pdf) 

20. How do you respond to claims that the IUCN Task 
Force on Systemic Pesticides, for which you were 
head of the scientific committee, had 
predetermined its conclusions on neonicotinoid 
pesticides to support an advocacy campaign before 
even starting its work on its Worldwide Integrated 
Assessment (WIA)2? Do you consider the work of 
the Task Force on Systemic Pesticides to be 
consistent with the principles of academic 
scientific integrity?  

The Task Force on Systemic Pesticides, TFSP, did not have any predetermined conclusions. 
 
In 2010 most of the scientific evidence of harmful effects on bees of field-realistic exposure to 
neonicotinoids were already known and published.  
 
The evidence at that time clearly showed that the harmful impact on bees and other pollinators of 
normal authorised use of the neonics imidacloprid, thiamethoxam and clothianidin was inconsistent 
with the high level of protection chosen for the Community by the EU (Regulation 1107/2009), but 
the official risk assessment methods and practices in use by the EFSA and  by the authorization 
authorities of the Member States were and are too outdated and too flawed to detect this scientific 
fact.  
 

                                                           
2 https://risk-monger.com/2017/01/15/beegate-revisited-iucns-anti-neonic-pesticide-taskforce-an-expose-into-activist-science/  
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The knowledge gap addressed by the TFSP was a different one: no synthesis studies existed at that 
time that integrated all the findings from the published literature to map the impacts on all relevant 
ecosystem processes and all relevant ecosystem services. Until then, the focus had been manly on 
honeybees and no overview study existed of the impacts on the entire ecosystem, including aquatic 
and terrestrial non-target species and water and soil ecosystem services and processes.  
 
To systematically address the shortcoming and knowledge gaps, the WIA was initiated. 
 
The WIA meets the highest principles of scientific integrity and complies with amongst others 
ALLEA's European Code of Conduct for Research Integrity; the Netherlands Code of Conduct for 
Scientific Practice; and the Norwegian Guidelines for research Ethics in Science and Technology by 
The National Committee for Research Ethics in Science and Technology (NENT). 
 
My expertise on research integrity is evident in that I teach Research Ethics and Academic Integrity 
at the PhD level both at the University of Bergen (PhD course Theory of Science and Ethics of the 
natural sciences) and at Utrecht University (PhD Course "Maintaining Scientific Integrity in Present 
Day Academic Reality"). 
 
Quality and integrity is further warranted by the fact that I am a long-standing member of The 
Integrated Assessment Society (https://www.tias-web.info/) and its precursors (the European Forum 
on Integrated Environmental Assessment I and II) and I also develop and teach methods for 
integrated assessment. 

21. In 2010 you took part in an “international 
workshop on neonicotinoids” at the Université de 
Paris-Sud, the “resumé” of this meeting can be 
found publicly on the internet. In this resumé it 
was agreed to publish research papers with the aim 
of calling for a ban on neonicotinoids and of 
launching an NGO-campaign against those 
substances. The separation of (scientific) risk 
assessment and (political) risk management in 
Regulation 1107/2009 is internationally 
recognised. In this regard, could you share your 
opinion on the role of science in assessing and 
managing risks of pesticides? 

See my answer to questions 16 (for the role and responsibility of science) and 20 above. 
 
The aim of the TFSP's integrated assessment studies was and is not to call for a ban, but to make a 
synthesis of the state of knowledge that is policy relevant but not policy prescriptive. 
 
The Task Force on Systemic Pesticides is an independent group of scientists from all over the globe, 
who came together to work on the Worldwide Integrated Assessment of the Impact of Systemic 
Pesticides on Biodiversity and Ecosystems.  
 
The mandate of the Task Force on Systemic Pesticides (TFSP) has been “to carry out a 
comprehensive, objective, scientific review and assessment of the impact of systemic pesticides on 
biodiversity, and on the basis of the results of this review to make any recommendations that might 
be needed with regard to risk management procedures, governmental approval of new pesticides, 
and any other relevant issues that should be brought to the attention of decision makers, policy 
developers and society in general” 
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In 2011, I became the scientific coordinator and led the TFSP's first integrated assessment study that 
was published in 2015.  
 
Under my leadership, the Task Force adopted a science-based approach aiming to promote better 
informed, evidence-based, decision-making. The method followed is Integrated Assessment (IA), 
which aims to provide policy-relevant but not policy-prescriptive information on key aspects of the 
issue at hand. To this end, a highly multidisciplinary team of 30 scientists from all over the globe 
jointly made a synthesis of 1,121 published peer-reviewed studies spanning the last five years at that 
time, including industry-sponsored ones.  
 
All  publications of the TFSP have been subject to the standard scientific peer review procedures of 
the scientific journal in which the study was published (Environmental Science and Pollution 
Research).  
 
The TFSP informs all societal actors, including NGOs. 

22. What is your view on the importance or 
consideration that the Commission gives to 
environmental aspects/risks when deciding 
whether or not to approve an active substance? In 
your opinion, is their approach in line with 
legislative requirements, such as Article 4 of 
Regulation 1107/2009? Is it sufficient to protect 
the environment? Please give examples to back up 
your answer. 

The current practice of approval of PPP is not in line with the legislative requirements. For instance, 
water quality norms of PPP residues in surface water for substances such as imidacloprid have been 
exceeded on very large scale since 2004, without any consequences for the scale of use, nor for the 
authorisation itself. The partial ban in the EU in 2013 was based on risks for bees, not on the 
systematic violation of the water quality standards for 10 years in a row. In fact, violations of water 
quality norms for imidacloprid persisted across Europe in the years after the 2013 partial ban. 
 
In for instance the Netherlands this continued use of imidacloprid despite scientific evidence (since 
2004) of large-scale collateral damage has led to extreme impacts on aquatic insect populations, with 
up to70% loss of abundance of all aquatic invertebrates in the polluted waters. We demonstrated this 
in our 2013 study: 
https://dx.doi.org/10.1371/journal.pone.0062374 
 

23. In relation to the evaluation of the inspection unit 
of SANTE, according to the Commission's report 
to the Ombudsman in 2018 following the 
complaint 12/2013/MDC (https://www.pan-
europe.info/sites/pan-
europe.info/files/public/resources/press-
releases/report-sante-on-confirmatory-data.pdf, 
see page 12) 

It means that there are many PPP in use in Europe of which the safety has not been adequately 
reviewed by the authorization boards.  
  
From the peer-reviewed literature, we know that many of these pesticides have unacceptable effects 
on health and on the environment. This situation thus clearly has significant negative impacts on 
public health and the environment.  
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"In 2015, the Commission undertook a survey of 
all Member States on the authorisation of PPPs. 
The responses to the survey showed that the 
majority of the Member States did not comply with 
the legal requirements laid down in the Regulation 
(EC) No 1107/2009 regarding deadlines for the 
authorisations of PPPs. 
In 2016 and 2017, audits on the authorisation of 
PPPs were conducted in 7 Member States: 
Germany, the United Kingdom, Luxembourg, 
Portugal, France, Lithuania, and Spain. Audit 
reports can be found on the Commission website. 
The audits confirmed that the national re-
evaluations of PPPs on the market, which must 
take account of the EU approval Regulations and 
their related conditions, are significantly delayed. 
In three Member States there were significant 
numbers of PPPs still authorised which had not 
been evaluated in accordance with EU agreed 
uniform principles. In these Member States the 
percentage of authorised PPPs that had not been 
evaluated in accordance with the uniform 
principles ranged from 9% to 33%." 
What is your evaluation on how this situation may 
affect the environment? 

This continued use of substances without adequate risk assessment (that is:  not based on the latest 
state of scientific knowledge) is also a violation of the EU's precautionary principle. 
 
 
 

24. One of the purposes of Regulation 1107/2009 is 
“to ensure a high level of protection of both human 
and animal health and the environment… The 
precautionary principle should be applied and this 
Regulation should ensure that industry 
demonstrates that substances or products 
produced or placed on the market do not have any 
harmful effect on human or animal health or any 
unacceptable effects on the environment.” (recital 
8, addressed in article 4) 

At present, the precautionary principle is not adequately applied. 
 
For instance, virtually none of the field tests by the industry that form the basis of authorisation 
decisions of PPP has the required statistical power, nor an adequate experimental set-up, to prove 
absence of unacceptable effects on the environment. Still such test are used as if they would provide 
such proof, but that is a false assumption. 
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25. Based on your work and research, do you consider 
that this aim of the regulation is fulfilled, and 
therefore the authorisation and use of pesticides in 
the EU do not cause any harmful effects on 
animals or any unacceptable effects on the 
environment? In your opinion, do you consider 
that the current authorisation and use of pesticides 
allows a high level of protection of the 
environment and its ecosystems? 

No, the aim of the regulation is not fulfilled. 
 
The large scale use of pesticides in Europe has been a major factor in pollinator loss, bee disorders, 
the observed collapse of the entomofauna (insects and other invertebrates) in Europe, and the 
observed declines in insectivorous bird populations.  
I see this ongoing collapse of the entomofauna (sometimes referred to as insectageddon) as the most 
pressing and urgent environmental crisis of our times. 

26. On Residues: According to Regulation 1107/2009, 
pesticide residues, or mixtures of pesticide 
residues should have no harmful effects on 
humans and animals and no unacceptable effects 
on the environment and each active substance (or 
its metabolites) has to fulfil the following 
conditions (Annex II, 3.7 and 3.8): it should not be 
considered a POP, a Persistent Bioccumulative 
and Toxic (PBT), very persistent, very 
biocumulative, an endocrine disruptor to non-
target organisms, to have unacceptable acute or 
chronic effects on bees or to have unacceptable 
impacts following ecotoxicty testing among 
others.  
In your opinion do you consider that the current 
system ensures that all the above criteria are 
fulfilled? Do you know of any cases where these 
criteria are not fulfilled? 

In practice, the current system fails to fulfil these criteria of regulation 1107/2009. For instance, 
many PPP residues do indeed have endocrine disrupting effects.  
 
Field-realistic residues of both thiacloprid and sulfoxaflor are known to have unacceptable chronic 
effects on bees and other pollinators but are still authorized in the EU. 

27. A recent study found a 75% decline of insect 
biomass in proximity to agricultural sites 
(Hallmann et al, 2017), another found that more 
than 400 million of birds have disappeared in 
Europe (Inger et al. 2014), whereas an average of 
33% of all birds have disappeared in France 
(French National Museum of Natural History, 
CNRS, 2017). All these studies attributed the 
observed decline in populations of species, at least 

In my perspective, the observed dramatic declines in insects and in insectivorous birds is caused by a 
range of factors that amplify one another and are all related to the way we do agriculture. As a 
consequence of upscaling, and monocultures, wild flowers have disappeared from agricultural 
landscapes and suitable nesting places for wild bees have become scarce. Practices of seed cleaning 
and large-scale use of herbicides such as glyphosate have led to a disappearance of previously 
common and ecologically important arable weeds in agricultural fields such as Cornflower, Poppies, 
Corncockles, Shepherd’s Needle, Buttercup and Redshank.  
Use of fertilizers and emission of NH3 has contributed to high concentrations of active nitrogen in 
the atmosphere and subsequent deposition of active nitrogen in soils of nature areas. These soils 
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in part, to intensive agriculture and the use of 
pesticides. In your perspective, what is the 
significance of these observations in relation to 
biodiversity and ecosystem services? Do you 
consider these changes alarming? And if yes, what 
political action would you propose as necessary? 

subsequently become so rich in nitrogen that many wild flowers can no longer flourish and floral 
diversity declined dramatically.  
The large-scale – largely prophylactic – use of insecticides and fungicides leads to high levels of 
pollution of surface water with high impacts on aquatic insects and year round exposure of bees and 
other pollinators to residues of toxic pesticides in nectar and pollen. In our 2013 study 
(https://doi.org/10.1371/journal.pone.0062374.t001) we found that in large scale long term nation-
wide surface water monitoring in the Netherlands, in half of all the samples the water quality norm 
set to protect aquatic insects was exceeded. In the area's where the norm for imidacloprid was 
exceeded we found a 70% loss of abundance of aquatic invertebrates.  
 
Many flying insects begin their life cycle as larva in surface water, think of dragonflies, damselflies, 
several hoverflies, a wide range of nonbiting midges mosquitoes and flies, etc. This surface water 
pollution with pesticides thus directly impacts insectivorous birds that require high abundance of 
flying insects, especially in the breeding season, for their reproductive success. 
 
The present way of doing agriculture is not sustainable but has dramatic impacts on biodiversity and 
ecosystem services and is in my perspective the main cause of the observed ongoing collapse of the 
entomofauna (insectageddon) including the sharp decline in pollinators and the subsequent decline 
in insectivorous birds (mainly farmland birds). I consider these changes alarming. A transition to 
sustainable farming (organic farming, agroecology) and a rapid phase out of synthetic pesticides is 
urgently needed. All prophylactic use of pesticides needs to be banned. IPM should be implemented 
with high priority. 

28. A meta-analysis study in 2014 (Malaj et al. 2014) 
studied more than 2000 European freshwater sites 
and found that in 42% of the sites, aquatic 
ecosystems (using as reference invertebrate, fish 
and algae) were under chronic chemical risk, and 
pesticides were the major contributors. Is it true 
that the use of pesticides in agricultural areas are 
putting our freshwater ecosystems at risk? What 
are the long term consequences of such impacts?  

Yes, it is true that the use of pesticides in agricultural areas puts freshwater aquatic ecosystems at 
risk. It has led to a sharp decline in abundance and diversity of aquatic invertebrates. See also my 
answer to question 23. 
The long-term consequences are large-scale loss of biodiversity and impairment of ecosystem 
processes and ecosystem services. It puts at stake the existence of species, ecosystem resilience and 
global food security. 

29. What recommendations do you have on how to 
improve the current functioning or design of the 
EU pesticides approval process in order to ensure 
the highest possible level of protection of the 
environment and health as well as a high level of 
public trust in the process? Please feel free to also 

Many such recommendations can be found in my answers to questions 1-28 above. Without being 
complete these include: 
- There should be a post-authorisation follow up of the real impacts on the environment (monitoring) 
to check if the assessment criteria were relevant and respected and the test protocols were adequate 
to protect the environment once the products are in use. 
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include areas which may not have already been 
covered in PEST hearings to date. 

- Make all industry studies that are used in the authorization procedure public and open to public 
scrutiny and quality control. 
- Establish an independent scientific body at more than an arms-length form the industry to do the 
safety tests instead of letting the industry do these tests themselves. 
- Address the problem that at present corporate interests dominate the expert panels of EFSA. 
- Drop the so-called "Klimisch ranking" that unduly favours industry studies (with GLP certificate) 
over peer reviewed academic studies. 
- Give lab tests priority over field tests. Acknowledge the fact that field tests cannot prove absence 
of ecologically relevant effects. 
- If lab-tests or field tests show observable negative impacts on non-target organisms at field realistic 
levels of exposure, ban the substance. 
- Add a "time to 50% mortality" chronic toxicity test for a wide range of non-target species. 
- Do not allow the use of PPPs that have the property that the toxicity is amplified by exposure time 
(because for such substances a safe dose does not exist). 
- Test for a wider range of sublethal effects on a wider range of non target species, especially those 
that play key roles in ecosystem functioning. 
- Do not allow the use tests that include recovery of populations of non-target species after exposure 
(because in reality there is no pulse exposure but year-round exposure). 
- Assess effects of chronic exposure to realistic mixtures. 
- Include all co-formulant chemicals in PPP in the risk assessment, not only the stated active 
ingredient. Companies should be obliged to reveal the full list of chemical ingredients of their PPPs 
to the authorities and to the public. 
- Scientists that blow the whistle should be better protected against agrochemical corporations and 
their lobby groups that systematically discredit and silence the messengers of unwelcome scientific 
facts. 
 
The pollution of the environment (including surface water) with neonicotinoids continues despite the 
EU's ban because the ban fails to cover non-outdoor use (greenhouses etc.) and large scale uses of 
neonicotinoids as biocide and animal health products. To protect the environment, the ban should be 
extended to include all uses, including the use in greenhouses, all the uses as biocides and all the 
uses as animal health products. The ban should also be extended to include the other neonicotinoids, 
in particular thiacloprid, acetamiprid and sulfoxaflor. 

30. You promote a worldwide-integrated assessment 
of pesticides. Such an approach is interesting, 
because it is essential to have a systemic way of 
looking. Scientifically speaking, all data and 
parameters have to be considered to measure 

As I have argued in our 2016 paper "Pollinators and Global Food Security: the Need for Holistic 
Global Stewardship" (https://dx.doi.org/10.1007/s41055-016-0003-z) the impacts of modern 
agriculture on ecosystem functioning are transboundary and are a global environmental risk which 
poses an international challenge for science and policy.  
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correctly the impact of a phenomenon. Moreover, 
the systemic approach shows that this is the entire 
planet, as a whole, which is concerned.  The 
problem goes beyond the borders. However, the 
political aspect is necessarily a part of this 
problem. What do you think about principles such 
as subsidiarity or westphalian sovereignty? Which 
political framework do you suggest to aim a 
worldwide-integrated assessment of pesticides? 

In the governance of other global environmental risks, such as acidification, climate change, ozone 
depletion and persistent organic pollutants, the international community has recognized that the 
common international interest of sustaining the life support system of our planet (protecting 
ecosystem functioning and ecosystem services) cannot be left to the local level but needs binding 
forms of global governance. This takes the shape of international treaties such as the Stockholm 
Convention on Persistent Organic Pollutants, the Montreal Protocol on Substances that Deplete the 
Ozone Layer, the UN Framework Convention on Climate Change etc. 
 
Regional bans or stricter authorisation regimes for problematic pesticides are not sufficient to 
counteract the decline in insects, including pollinators and the loss of crucial ecosystem processes 
and ecosystem services in soils and waters. The present collapse of insect populations, including the 
pollinator crisis, is pressing and urgent. It threatens global and local food security, can worsen the 
problems of hidden hunger and can destabilise ecosystems that form our life support system. To 
respond to this crisis, an integrated approach aimed at global pollinator stewardship and restoration 
of floral, nesting and micro-habitat resources is needed. 
The knowledge infrastructure required to support global pollinator stewardship needs to be 
strengthened, and here is where the recently established Intergovernmental Science-Policy Platform 
on Biodiversity and Ecosystem Services (IPBES) can play a role.  
 
IPBES is tasked with assessing the state of biodiversity and ecosystem services in response to 
requests from decision makers. The platform resides under UNEP, UNESCO, FAO and UNDP and 
is administered by UNEP. One of its first achievements has been the drafting of a thematic 
assessment on pollinators, pollination and food production, which has characteristics of an integrated 
assessment. It has been criticised for conflicts of interests of some of the authors 
(https://doi.org/10.1038/516170c) and better guarantees to avoid conflicts of interests in the author 
teams are urgently needed.  
 
Still, the priority that IPBES gave to initiating a thematic assessment on pollinators is a sign of the 
emerging realisation of the global importance of the issue of pollinator loss, and is a first step 
towards a global vision to more efficiently cope with the situation. 
 
IPBES can play a further role here, but investments are also needed in interdisciplinary research 
aimed at better understanding of trends and interacting drivers of pollinator decline as well as 
development of new and improved options for restoration of floral and nesting resources and micro-
habitats. Development of pollinator friendly landscape management and agricultural practices 
should be promoted.  
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While some important steps have been made in recent years, particularly in the EU (the partial ban 
on the three most problematic neonicotinoids), the current regulations at the national and regional 
levels at present do not have the scope and aims to efficiently protect insects, including pollinators 
against the accumulating hardships of pesticides.  
 
Given the complexity of the issue and the global nature of the problem of insect decline in general 
and especially pollinator decline, concerted international effort is needed.  
 
It is time to initiate an international treaty for global pollinator protection and pollinator ecosystem 
restoration. Such a treaty would include global phase out of the prophylactic use of ecotoxic 
agrochemicals such as all neonicotinoids and fipronil, glyphosate, and systemic fungicides such as 
boscalid, and agreement on measures to conserve and restore pollinator habitats, considering the 
core importance of these insect species for ecosystem resilience and human food security and 
acknowledging their intrinsic value. 
 
Existing mechanisms of global governance that can already be used to counteract the crisis include 
the UN Convention on Biodiversity and the Stockholm Convention on Persistent Organic Pollutants. 
 
The Convention on Biodiversity's strategic plan for after 2020 should be improved by prioritizing 
global protection of insects such as pollinators. It presently fall short in doing so because it solely 
builds on human benefits from biodiversity as rationale for conservation. Too much focus on 
ecosystem services and economic value of pollinators ignores the potential value for future 
agriculture of species presently hardly contributing to crop pollination, fails to protect pollinators of 
wild plants and ignores the value of pollinator diversity and resilience and the intrinsic value of 
pollinators and plant-pollinator relationships. Biological, moral and cultural arguments for pollinator 
conservation and more broadly, insect conservation, should complement the currently dominant 
economic arguments to achieve a more effective and holistic policy approach. 
 
The Stockholm Convention on Persistent Organic Pollutants can be a good instrument to achieve a 
global ban on pesticides that are known to come with high collateral damage on ecosystem processes 
and functioning, such as: all neonicotinoids (including thiacloprid and sulfoxaflor), fipronil, boscalid 
and glyphosate. 
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PEST COMMITTEE MEETING OF 6 September 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES - 
AUTHORISATION OF PLANT PROTECTION PRODUCTS 

BY MEMBER STATES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 6 September 2018, a public hearing on
“Environmental impacts of pesticides, including mitigation measures at Member State level” and
“Stakeholders' recommendations on the current EU regulation on the approval of plant protection
products” with altogether six invited experts will take place.

To prepare for this public hearing, political groups have submitted the following questions. These
questions, which address many of the topics at stake, should be answered by the experts invited in
writing by 4 September 2018, 12.00 h.

Questions to ALL experts of the 1st panel (Environmental impact & mitigation): 

1. What are, in your view, the most likely risks to public health and the environment caused
by glyphosate-based herbicides? 

The long-term risks of a carcinogenic pesticide are not well documented. Residues from this
pesticide can now be found everywhere, even in humans, food products such as honey produced in
natural areas such as forests (non-published data from the Italian beekeeping sector). The Internation
Agency for Research on Cancer (IARC) report, based on peer-reviewed literature classified
glyphosate as probable carcinogenic to humans. The impact of such a chronic exposure cannot be
estimated precisely and therefore the precautionary principle should be applied. 

Furthermore, in the American case opposing a groundskeeper, Johnson Dewayne and Monsanto,
internal Monsanto documents led to the conviction of the company. The jury considered Monsanto
has acted with malice and oppression with regards to the carcinogenicity of glyphosate-based
herbicides. Further, proofs from internal documents have shown that Monsanto has been steadily
trying to influence the scientific literature by paying scientists to publish articles indicating
glyphosate is safe.

Glyphosate is always mixed with other molecules (adjuvants) in commercial formulations.
However, the toxicity is often tested only on the so-called “active” ingredients while some research
shows that the adjuvant molecules may be equally or more toxic to some organisms1. 

As for the environment, the EFSA 2015 Peer review of the substance has concluded a high risk to
small herbivorous mammals. The risk to insectivorous birds could not be assessed and a data gap
was identified. The substance was thus re-approved, despite the high risk it poses to small
herbivorous mammals and that the risk assessment was not finalized for birds. This is against the
‘high level of protection of the environment’ mentioned in article 1 of pesticide regulation
1107/2009. The only experience we have in the beekeeping sector with glyphosate come from
Argentina and the areas of RoundUp-ready soya (please see question 12).

2. Are public health and environmental risks adequately assessed at EU level at the moment?
If not, what should change?  

In particular, do you see any problems with the assessment criteria as laid down in the EU
legal framework and agency risk assessment guidance documents (of EFSA for example)?
Or, are the problems due to the application of those criteria by the scientific agencies?

1 http://pan-international.org/wp-content/uploads/Glyphosate-monograph.pdf 
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Public health and environmental risks are NOT adequately assessed at EU level at the moment.
Some improvements should include: 

(1) take into account the multiplicity of pollutants coexisting in nature (and not molecule by
molecule assessment);

(2) test systematically the effect of adjuvants;

(3) have more tests on toxicity, considering for example chronic exposure, cumulative toxicity and
toxicity of mixtures of pesticides (i.e. cocktail effects);

(4) take into account all available data (publications and grey literature)2

(5) make independent expert assessments (both at EU and national level) without any conflicts of
interest over their entire past; 

(6) there would be a need for the assessment of pesticides to be done at a landscape level, bearing in
mind the context in which a pesticide is going to be introduced (i.e. it is not the same risk involved
by a pesticide introduced in an area where it will be the only product used once in the year, than in
an area where several crops will make us of it at different parts of the year together with many other
products);

(7) risk of drift to neighbouring/succeeding crops needs to be assessed into a systematic way and
born in mind for the setting up of MRLs in neighbouring/succeeding crops (again this is linked with
the contextualisation of the risk assessment at a landscape level);

( 8 ) an assessment should be carried out evaluating at the same time the pesticide v s the
existing/novel alternatives to its uses instead of any alternatives. Actually, following the logic of the
regulatory framework in place, any pest control method or technique involving
persistent/systemic/highly efficient active ingredients should be prohibited. In theory, the Regulation
encourages the use of less dangerous active substances or non-chemical methods, otherwise we
would be breaching the precautionary principle;

(9) The results of the risk assessment of the PPP, and not just that of the active ingredient, should be
publicly available. PPP contain already a mixture of molecules (the active ingredient and
surfactants, synergists or co-adjuvants) that may as well have an impact to human, animal or
environmental health.

(10) Currently, many OECD test guidelines are not up to date. Those should be evaluated by
independent experts and updated.

(11) Some endpoints are not systematically assessed such as developmental neurotoxicity or
immunotoxicity. Those should also by systematically tested.

Problem with assessment criteria?

Assessment criteria are concretisation of authorisation criteria established by article 4 of Regulation
1107/2009. They should be based on the latest scientific knowledge available, which involves a
frequent update of guidance documents and risk assessment methodology. It would be also relevant
to hear what the stakeholders need to say about the relevance of such assessment criteria. Finally,
and most relevant, there should be a post-authorisation follow up to check if the assessment criteria
were relevant and respected once the products are in use. This part is what lacks the most in our
system: all the efforts are put on assessment on a predictive basis (EFSA and national agencies are
requested to know what will happen in the future if the product X gets authorised), but the data on

2
Scientific articles published in international peer-reviewed journals produce results often obtained through innovative protocols or 

techniques. In occasions these publications are ignored from the authorisation dossiers because they were obviously not achieved by 
officially validated methods. It would be ideal to establish a clear procedure/structure for the inclusion of these innovative methods 
and techniques (most recent science) as complementary or alternative to those that are officially validated. This is done increasingly 
by EFSA in certain cases, but it is not yet systematic to my knowledge
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real uses and exposure in the environment is not fed back into the system to verify if the assessment
assumptions and criteria were valid or not and if they continue being respected. 

3. According to several scientific sources (see for example the following link3), current
criteria for assessing pesticides in the EU authorization are inadequate, because they do
not consider the cumulative effects of the use of different pesticides on human health and
the environment. How could the current criteria of risk assessment be improved to take
better account of the real world effects of pesticide use? 

Test including other molecules present in the environment, other molecules mixed with active
ingredients in commercial formulations (i.e. adjuvants), other synergistic molecules or molecules
having the same modes of action, in particular. Some of these data are already available at the
moment of the assessment, because many pesticides producing companies patent such synergistic
effects4.

As it is not possible to test combinations, an additional safety factor of 10 should be applied to the
limit of residues citizens should be exposed to.

4. Based on your research, what are best practices for mitigating environmental risk of plant
protection products? 

It may be obvious to say, but the most efficient practice for mitigating any risk from pesticides is not
to use them. Good practices for mitigating environmental risks of PPP are linked to agricultural
system itself, and they differ widely from the one leading nowadays. Agro-ecology, organic farming,
conservation agriculture, or agro-forestry are some examples of best practices integrating a wide
reduction of the use of pesticides as well as other elements mitigating environmental risks of
pesticides nowadays. If there is no option or will to apply these practices, the use of pesticides
should be kept as a last resource, when all the other measures included in the logic of integrated pest
management are not efficient enough to avoid economic damage of the crop. Pest monitoring,
selection of resistant varieties and varieties adapted to the climatological conditions of the region,
long crop rotations (5 years at least), stimulation of the presence of beneficial insects and pest
predators are tools that must be favoured prior to the use of pesticides. 

5. What are important factors for successful mitigation strategies?

(1) Awareness raising of the risks posed by pesticides to human, animal and environmental health
among the users of pesticides by independent operators;

(2) training on the alternative ways of production and good agronomical principles of both farmers
and farm advisory operators;

(3) foster public research on alternative ways of production on a crop-by-crop basis

(4) Availability of resistant and adapted varieties, fostering public research and development and the
dissemination of results;

(5) Favouring natural-based bio-stimulators (i.e. oligo-elements, etc);

3 Schäffer A, Filser J, Frische T, Gessner M, Köck W, Kratz W, Liess M, Nuppenau, E-A, Roß-Nickoll M, 
Schäfer R, Scheringer M.: The Silent Spring - On the need for sustainable plant protection. Leopoldina 
Discussions No. 16; 61 

4Some examples here: https://patents.google.com/patent/US20150111741; https://patents.google.com/?

q=Synergistic+herbicide
%2finsecticide&q=composition&q=containing&q=certain&q=pyridine&q=carboxylic+acids&q=certain&q=insecticides&
oq=Synergistic+herbicide
%2finsecticide+composition+containing+certain+pyridine+carboxylic+acids+and+certain+insecticides

3

Page 554 of 754

https://www.leopoldina.org/uploads/tx_leopublication/2018_Diskussionspapier_Pflanzenschutzmittel_EN.pdf
https://patents.google.com/patent/US20150111741
https://www.leopoldina.org/uploads/tx_leopublication/2018_Diskussionspapier_Pflanzenschutzmittel_EN.pdf


(6) New technologies linked to digitalisation of agriculture allowing a prompt identification of pest
attacks at thresholds of economic concern, and avoiding prevention treatments;

(7) Development of environmentally-friendly solutions to minimise the impact of pests (e.g.
biological control, co-cultures, crop rotation);

(8) Taking into account energy use including the production of fertilizers and pesticides and all
energy use for food production to determine true energy cost per unit food produced;

(9) Considering the very long-term sustainability of agricultural practices (i.e. > 1000 years) aiming
for zero loss of fertility and biodiversity at that time scale.

6. Birds: Research has shown great impact of PPP on birds, especially migratory birds.
Beyond birds, what is the impact of the loss of biodiversity on their prey, predators and
others? 

Most bird species are insectivores in their young age, including most seed-eating species, and many
remain so afterwards. A number of direct and indirect impacts of pesticides on birds have already
being described by literature and field observations5, showing a variety of effects depending on the
birds species considered. It is necessary to preserve invertebrate populations (terrestrial and aquatic)
to maintain the full diversity of agro-ecosystems and thus also the potential for ecosystem services
by beneficiary species (e.g. insectivores may rely on non-target insects during some part of their life
cycle and then represent useful antagonists for agricultural pests at other stages).

Beekeepers have massively reported that pesticide-treated seeds are found at the surface of paths or
fields. For certain pesticides, the ingestion of a single treated seed can kill a bird. Apart from the fact
that using coated seeds means using a pesticide preventatively (which goes against the spirit of the
Sustainable of pesticide use directive 128/2009), banning this practice would be very positive for
birds and entire ecosystems.

7. Bees: We have evidences that LD50 used in assessment is not accurate for bees. Other
methods could be used, for instance by quantifying the apparent exposure surface area of
honey bees submitted to pesticide treatments by spraying. Moreover, we know now that
PPP can also have reprotoxic effects on bees, especially by undermining male fertility. 

There are many improvements on toxicological testing that could be included in the risk assessment
like sublethal effects on immunity, reproduction and others, these ones tested on honey bees but also
on the most sensitive wild bees. This in chronic exposure (life-time-toxicity for products present in
the environment over weeks) with worse-case exposure. However, it would be already very good
first step if the Member States would accept to implement the 2013 guidance document published
by EFSA for the risk assessment of pesticides on bees. It already includes some good improvements,
both linked to the exposure and the toxicological assessment part. Once the guidance document is in
application, it should need to be kept up-to-date in accordance to the scientific evolution of the
dossier. 

In my opinion, risk assessment should not only focus on honey bees but on representative species of
other ecosystems such as wild bees, other pollinators and non-target species (e.g. earthworms,
spiders, etc.)

8. What improvements could be decided in PPP and active substances assessments regarding
effects on bees? 

(1) It is crucial to consider the accurate exposure of the bees to the pesticides without a prioris
(pesticides are more mobile in the environment as what may be expected and crops considered non-

5 Gibbons, D., Morrissey, C. & Mineau, P. A review of the direct and indirect effects of neonicotinoids and fipronil on vertebrate wildlife. 
Environ Sci Pollut Res 22, 103–118 (2015).
; http://www.birdlife.org/europe-and-central-asia/news/meet-pesticides-silent-bird-killers-protect-our-crops; 
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attractive to bees, as sugar beet or cereals, can be sources of exposure for bees); this part includes
possible improvements as the one mentioned in the previous question (i.e.  quantifying the apparent
exposure surface area of honey bees submitted to pesticide treatments by spraying), but also bearing
in mind the length of the exposure to the pesticide or the diversity of pesticides that the bees are
exposed to simultaneously and in time.

(2) Toxicological assessment: sublethal effects on immunity, behaviour and reproduction with an
exposure that considers correctly the length and mixtures of pesticides in real time (including
synergistic effects of such mixtures).

(3) Consider multiple exposure as well as adjuvants (molecules included in commercial
formulations besides the active ingredient, but often also toxic) and metabolites. As combinations
are almost infinite an assessment of environmental contamination by these different molecules
should be done over space and time and the impact of the most relevant combinations of molecules
tested.

9. Waters: it is now well known that waters are polluted by PPP, among others products.
Since decades can be necessary to see the results of pollution on spring waters, what are
the expectations for EU waters regarding PPP? 

I do not understand the question very well, but if I can make a wish I would like that no products
likely to end up in surface and ground waters would be authorised or used and that monitoring data
of PPP residues in water would be fed back into the authorisation system, which currently do not
seem to be the case.

The half-life of PPP including adjuvants, synergist and co-formulants should be very short. The
current use of molecules with long remanence leads to build-up in soils and water at concentrations
likely to harm human health, vertebrates and other organisms when exposed over the long-term.

10. Do we have examples of mitigations measures decided by MS and finally implemented at
EU level?

Unfortunately I have not found a publicly available inventory of national mitigation measures
anywhere, which includes the efficacy of such mitigation measures in avoiding collateral damages
of pesticide use. 

It may be worthwhile reminding the meaning of what is a risk mitigation measure, which according
to Regulation 1107/2009 (Art. 4, §7) is a measure “[…] to ensure that exposure of humans and the
environment is minimised. [...]”.

I know of some countries who foster the communication between farmers and beekeepers or
bystanders/walkers (with Smart phone Apps, letters, signs in the treated fields, etc) to avoid
complaints of colony losses or human intoxications. This is an example of a non-effective mitigation
measure, since non-target beneficial insects flying freely in the area (yet illiterate)will be affected by
the treatment. Not only it is not efficient to reduce the exposure of humans and the environment, but
it also creates a social distress for beekeepers and bystanders in the area. Beekeepers are considered
the culprits of their colony losses (i.e. they should have kept their bees in their colonies during the
effective life of the treatment – which for persistent pesticides could be months-, or just move
away). Bystanders are pushed either not to go out of their houses or not to go into the area.

11. Neonics: When the EU banned neonicotinoids in April, some scientists feared that there
would be a switch to pesticides that would have even more harmful effects on
microorganisms such as beetles and spiders. How can such effects be prevented in the
approval process? The main example is the active substance sulfoxaflor (that will be
banned in France for example), can the active substance sulfoxaflor safely replace
neonicotinoids? 
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Beetles and spiders are not microorganisms. Furthermore, currently there is no or maybe a very
reduced amount of PPP inducing more harmful effects to entomo-fauna than neonicotinoids if we
consider their persistency in the environment. They are the most toxic products ever authorised, and
they combined very dangerous characteristics like being persistent (up to months or years), being
water-soluble, being systemic (independently on the way of application, they are absorbed by the
plant and their residues can be found in flowers, fruits or green parts) and being used in a
prophylactic way by seed coating. 

The approval process does not consider the context in which new molecules arrive into the market
(the already authorised pesticides, their uses, the agronomic alternatives, etc.). However, the
regulatory framework says that less harmful and agronomic alternatives should be favoured. So
should the approval process work as it is meant to work, there should not be pesticides causing more
harmful effects than neonicotinoids arriving into the market. 

Sulfoxaflor cannot safely replace neonicotinoids as it is similar to the neonicotinoids: it has the same
mode of action and the results were shown to be the same! Preventive treatments with this type of
molecules must be stopped and sales limited to extreme cases defined by independent agronomists
and mandated by governments (with strong reduction objectives).

12. Seeds: It was also feared that there might be a change from rapeseed to soya, for example,
which could have negative effects on pollinator insects. Did you gain experience on this
matter in your field of research?

Wth the protein plan that DG Agriculture is promoting, there may be a possibility that soya starts
being produced over Europe in large surfaces. I think we have now enough experience gained from
the errors done in South America regarding how soya should NOT be produced. Round Up-ready
soya (GM soya resistant to the pesticide Round Up (herbicide based on glyphosate)) has damaged
human, animals and environmental health in countries like Argentina or Brazil, creating green
deserts in which only soy could survived and no other plant. For the beekeeping community, for
example, the increase in the territory cropped with soy meant the loss of large surfaces of potential
feeding grounds for bees, colony losses and price drop for bee-related products due to the high risk
of contamination with glyphosate and GM pollen. 

In Europe, we have already areas with green desserts (if we consider flowers as nutritional sources
for pollinators). Cereals are the crops produced in the largest amount of surface in Europe, providing
little or no food resources for bees (unless they are attacked by aphids, which is rarely the case).
Furthermore, weeds are fought with herbicides, while in areas with cereals weeds provide the only
source of food for pollinators. 

It must be said that some varieties of soya have some melliferous potential (they produce nectar that
bees transform into honey), which if possible should be the ones planted in Europe. If I may add, the
breeding of varieties of melliferous species like oilseeds or pulses should take care that these plants
continue producing nectar and pollen. Unfortunately, this is not the case and beekeepers have
already described cases of oilseed rape and sunflower varieties from which their bees could not get
any food.

There are crops that provide a source of nutrition for pollinators like oilseeds -oilseed rape,
sunflower- or pulses –alfalfa, beans, etc.- and are a good nutritional source for productive mammals
as well. Common sense should lead us to keep the agricultural land as diversified as possible,
enabling farmers to grow as many different crops as possible (thereby distributing the risk of severe
yield losses over several crops). In doing so, not only the environment will gain, but also the farmers
will have diverse sources of income, thus spreading the risk in case of extreme climatic conditions
(which are increasingly frequent) and/or high pest damage. 

13. Concretely, which consequences do pesticides have on flora and fauna? How do pesticides
lead to these consequences? 
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This question is far too complex to be answered in a few lines. Different pesticides have different
modes of action, targets (herbicides, insecticides, fungicides, nematicide, molluscicide, piscicide,
rodenticides, etc.), physico-chemical characteristics (persistency, solubility in water or fat,
systemicity, bioaccumulation, etc.) and therefore consequences on flora and fauna. As a result, a
general answer is impossible, apart from the fact that etymologically “-cide” means killing or killer
and thus by their very nature, these molecules can only have detrimental effects on biodiversity and
ecosystem functioning. Therefore, these products are not substances stimulating life and represent
rather a simplistic solution to a complex problem.

I would recommend reading the publications made by our Task Force of Systemic Pesticides to gain
knowledge about the impact of neonicotinoids on environmental health6. Everything is said on the
example of neonics which is very illustrative of the derivatives of agriculture. 

Other pesticides with other mode of action provoke detrimental effects in humans, animals or the
environment. Only insecticides, pesticides products created to kill insect pests, may be neurotoxic
(disrupting the nervous system of insects), muscle paralysers (disrupting the muscular system of
insects), or insect growth regulators (disrupting the developmental process of immature insects). For
us humans, some pesticides disrupt as well our nervous system (therefore favouring neurological
diseases to appear such as parkinson, alzheimer, dementia, etc.), they may be carcinogenic (causing
or tending to cause cancer), or interact with our hormones (endocrine disrupters). 

Their effects and consequences need to be considered on a case-by-case basis and the existence of
co-exposure and interaction between them need to be also considered. 

In the case of bees, insecticides have been the most studied products for obvious reasons. They have
proved to affect lifespan of bees (acute, chronic mortality) as well as having delayed mortality on
honey bees (contaminated colonies do not show visible effects until some weeks or months later).
Some of them, specially the neonicotinoids but not only, proved to have an atypical dose-effects
relationship with a high toxicity at very low and very high doses. Some also show synergistic effects
with other pesticides and interactions with pathogens (virus, bacteria, microsporidians, etc.) and
parasites (varroa, etc.), making bees more sensitive to develop clinical signs of disease. In the
sublethal area of effects, studies with a variety of insecticides have shown behavioural modifications
(learning, memory, response to stimuli, disturbance on the communication, etc.), morphological
modifications (on bees' glands or organs), physiological modifications (on metabolic, respiratory
rhythm, etc.), reproduction modifications (of queens and drones), or problems with activity,
locomotion, homing flight (flight performed by forager bees to go back to the hive after foraging for
nectar or pollen). These effects have mainly been studied in honey bees, but increasingly studies are
carried out in other species of bees and in some cases even on mammals (bats were shown to have a
disturbed foraging behaviour when exposed to neonicotinoids), where similar effects are observed
with differences on the doses triggering the effects. 

The impact of fungicides or herbicides starts as well to gain attention with surprising results mainly
on the microflora existing on/in bees and their impact on their nutritional status.

14. Is it possible to get a PPP in accordance with the sustainable development, that is to say a
non-polluting PPP with no impact on environment? 

Yes, they must be molecules that degrade very quickly and completely, to be used on a case by case
basis (if the pest damage threshold is reached) and as little as possible (to avoid resistance), if
environmental-friendly alternatives do not exist. As far as possible, these molecules must be specific
for a given pest. Highly specific PPP with low remanence have however not been a priority in R&D
of agro-chemical companies. The development of such molecules is very costly and each would
represent a rather small market, thus they would be expensive, as compared to the existing products
or those that may be developed in organic agriculture. 

6http://www.tfsp.info/worldwide-integrated-assessment/ 
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15. Can society both live with no pesticides and guarantee the growing food needs? Which
other options are there or will there be in a near future? 

According to the Food and Agriculture Organisation (FAO) from the UN, we already produce
enough calories worldwide to feed 9 billion people. Still according to the UN, the majority of the
food produced worldwide is produced without pesticides. Currently, pesticides are massively used to
produce feed and meat. We can produce enough without pesticides, or without synthetic, persistent
ones, by restoring value to quality agricultural production and by adopting agro-ecological
principles. For the bulk of its history, humanity has not only been able to 'sustain itself' with
pesticide-free agricultural production - but some of the world's most populous societies -e.g., in
eastern Asia- have even built themselves using 'smart' agriculture and ecologically-founded farming
principles. Farmers in southern China and Vietnam already employed predatory ants to effectively
control insect pests in citrus orchards, long before there was talk about pesticides. Pesticides are
indeed a recent invention, and have only been perceived to be 'necessary' (if not essential) for
agriculture over the past 50-60 years - with those 'needs' further enhanced by a powerful, profit-
driven agro-chemical industry that was created in the wake of WWII. Through a mandatory and
scientifically-guided incorporation of biological control -under IPM schemes- and the usage of
pesticides as a measure of 'last resort', Europe can fully meet existing goals of agricultural
productivity and farm profitability, while equally safeguarding the environment and human/farmer
health.

We should work on other areas of the food chain, rather than producing more, for example wasting
less. Besides, the evolution of European diets goes in a direction of increasing consumption of fruits
and vegetables, less meat and sugar/hydrocarbons. Hopefully, the crops that occupy our European
soils will follow this tendency and reduce the production of cereals or sugar beet to allow more
fruits, vegetables, and extensive pasture.

16. How is your scientific independence guaranteed in your scientific work, given that many
conflicts of interest exist in the question of pesticides? 

I work for a technical centre of beekeeping where I perform research to understand several issues
affecting bee health and I provide technical assistance mainly to beekeepers and administration in
related issues. My research is publicly financed either by the region or by the federal state. My
objective is to find out if the pesticides answer to all the legal requirements imposed to them. 

To perform unbiased research on pesticides it is important not to accept collaborations with private
interests, in this case that of pesticide industry who makes money from the sales of pesticides, and to
demand full transparency and accessibility to the information of the past and present activities of
public civil servants. 

It may be interesting to remind the legal framework (Regulation 1107/2009) when considering who
has an interest and in which direction this interest goes. It may happen that some collectives
(citizens in rural areas, farmers, beekeepers, hunters, wild bird producers, mushroom producers,
etc.) are considered to have an interested because they suffer the negative consequences of dis-
functions in the application of Article 4 of the regulation, which I include there as reminder:

“[…] 2. The residues of the plant protection products, consequent on application consistent with
good plant protection practice and having regard to realistic conditions of use, shall meet the
following requirements: 

(a)  they shall not have any harmful effects on human health, including that of vulnerable
groups, or animal health, taking into account known cumulative and synergistic effects
where the scientific methods accepted by the Authority to assess such effects are available,
or on groundwater; 

(b)  they shall not have any unacceptable effect on the environment. 
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For residues which are of toxicological, ecotoxicological, environmental or drinking water
relevance, there shall be methods in general use for measuring them. Analytical standards shall be
commonly available. 

3. A plant protection product, consequent on application consistent with good plant protection
practice and having regard to realistic conditions of use, shall meet the following requirements: 

(a) it shall be sufficiently effective; 

(b) it shall have no immediate or delayed harmful effect on human health, including that of
vulnerable groups, or animal health, directly or through drinking water (taking into
account substances resulting from water treatment), food, feed or air, or consequences in
the workplace or through other indirect effects, taking into account known cumulative and
synergistic effects where the scientific methods accepted by the Authority to assess such
effects are available; or on groundwater; 

(c) it shall not have any unacceptable effects on plants or plant products; 

(d) it shall not cause unnecessary suffering and pain to vertebrates to be controlled; 

(e) it shall have no unacceptable effects on the environment, having particular regard to the
following considerations where the scientific methods accepted by the Authority to assess
such effects are available: 

( i )  its fate and distribution in the environment, particularly contamination of
surface waters, including estuarine and coastal waters, groundwater, air and soil
taking into account locations distant from its use following long-range
environmental transportation; 

(ii)  its impact on non-target species, including on the ongoing behaviour of those
species; 

(iii)  its impact on biodiversity and the ecosystem. [...] »

17. Do you consider that the residues of the active substance, its metabolites, a safener,
synergist and the co-formulant contained in it, are studied and assessed sufficiently on
human or animal health or on groundwater, or their potentially unacceptable effects on
plants or plant products or the environment in order to guarantee one of the purposes of
the Regulation 1107/2009, which is the protection of both human and animal health and
the environment? Do you see the results reflected in the authorisation assessment at MS
level?

The risk assessment of pesticides should be improved and mainly be updated to line up with the
latest scientific discoveries and methodologies. However, residue studies are done in the framework
of risk assessment of pesticides prior to their authorisation. 

What needs absolutely to be improved is the integration of post-authorisation monitoring into the
authorisation process. A lot of resources need to be dedicated to risk assessment, but many more
resources should be dedicated to risk auditing, meaning verifying if the assumptions considered
during risk assessment are indeed adequate and resemble reality, or not. A simple example is
contamination of surface water by pesticides. Despite their toxicity to aquatic organisms, pesticides
are authorised with so-called ‘mitigation measures’. Despite the mitigation measures, pesticides are
found at a level that is known to be toxic to aquatic life. In such cases, mitigation measures should
become much stricter and if it does not lead to an improvement, the pesticide should be banned.
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The results of official controls should be made publicly available, more visible and be integrated
into the implementation of Regulation 1107/2009 and Sustainable Use Directive, same as other
pieces of legislation authorising pesticide molecules such as the one dealing with biocide
authorisation or veterinary/human medicines authorisation. Only these conditions can help scientists
to further improve their risk-assessment procedures. The same active ingredients, depending if they
are meant to be used for plant protection, animal protection or human protection, they lay under a
different piece of legislation. However, in nature they get mixed. 

Neonicotinoids were put on the market together with analytical methodologies that allowed to find
their residues – this is a legal requirement-. However, the very first years of their application on
sunflower crops in the nineties (as seed treatment), beekeepers experienced large colonies losses.
Beekeepers were treated as liars because residues of imidacloprid, the active ingredient included in
the commercial product Gaucho, could not be found neither on flowers nor on the bees. Some years
after and much research put on reducing the sensitivity of analytical measures revealed the
contamination of nectar and pollen of plants treated with these products, even as seed treatments.
From this experience we learn that the regulatory framework should require analytical
methodologies to achieve the sensitivity of at least one tenth of the lowest toxicological endpoint
found in the risk assessment, i.e. if a product shows its highest toxicity to earthworms at levels of
0.002 ug/kg, the analytical methods should be capable to analyse up to 0.0002 ug/kg.

Furthermore, there is an urgent need for publicly available data (without needing request to
governments) on the use of phytosanitary products individually to enable researchers to 1) monitor
the fate of the active molecules, adjuvants and metabolites in the field, 2) undertake epidemiological
studies to evaluate the environment impact of these molecules on ecosystems.

Finally, as mentioned previously, since it is not possible to assess all possible combinations, I
consider that an extra safety factor of 10 should be applied, regarding the exposure limit for citizens.

18. The Implementation Assessment commissioned by the European Parliament (2018)
revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure is
not sufficiently considered in the current framework’’ (p.164/588). Do you consider that
the risk mitigation measures, take enough into consideration the non-dietary intake and
the exposure of non-target organisms?

Exposure is not correctly considered in the current risk assessment, as it does not include the sum of
routes of exposure (oral, contact, inhalation, short term vs long term, etc.) for different model
species or the mixture of molecules to which these species are co-exposed. 

What is non-dietary intake? Intake of water? The question is not clear. 

Risk mitigation measures do not take enough into consideration the exposure of non-target
organisms and, as mentioned previously, the efficiency of mitigation measures is not assessed.

Questions to Mr Jeroen P. VAN DER SLUIJS / University of Bergen (Norway): 

19. Your "research seeks to increase our understanding of the phenomenon and dynamics of
scientific controversy on contemporary old, new and emerging environmental and health risks"
(see link). 

In what way could the risk communication be improved to avoid diverging reports?

20. How do you respond to claims that the IUCN Task Force on Systemic Pesticides, for which you
were head of the scientific committee, had predetermined its conclusions on neonicotinoid
pesticides to support an advocacy campaign before even starting its work on its Worldwide
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Integrated Assessment (WIA)7? Do you consider the work of the Task Force on Systemic
Pesticides to be consistent with the principles of academic scientific integrity? 

21. In 2010 you took part in an “international workshop on neonicotinoids” at the Université de
Paris-Sud, the “resumé” of this meeting can be found publicly on the internet. In this resumé it
was agreed to publish research papers with the aim of calling for a ban on neonicotinoids and of
launching an NGO-campaign against those substances. The separation of (scientific) risk
assessment and (political) risk management in Regulation 1107/2009 is internationally
recognised. In this regard, could you share your opinion on the role of science in assessing and
managing risks of pesticides?

22. What is your view on the importance or consideration that the Commission gives to
environmental aspects/risks when deciding whether or not to approve an active substance? In
your opinion, is their approach in line with legislative requirements, such as Article 4 of
Regulation 1107/2009? Is it sufficient to protect the environment? Please give examples to back
up your answer.

23. In relation to the evaluation of the inspection unit of SANTE, according to the Commission's
report to the Ombudsman in 2018 following the complaint 12/2013/MDC (https://www.pan-
europe.info/sites/pan-europe.info/files/public/resources/press-releases/report-sante-on-
confirmatory-data.pdf, see page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation of
PPPs. The responses to the survey showed that the majority of the Member States did not
comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 regarding
deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member States:
Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and Spain. Audit
reports can be found on the Commission website. The audits confirmed that the national re-
evaluations of PPPs on the market, which must take account of the EU approval Regulations
and their related conditions, are significantly delayed. In three Member States there were
significant numbers of PPPs still authorised which had not been evaluated in accordance with
EU agreed uniform principles19,20. In these Member States the percentage of authorised PPPs
that had not been evaluated in accordance with the uniform principles ranged from 9% to
33%."

What is your evaluation on how this situation may affect the environment?

24. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of both
human and animal health and the environment… The precautionary principle should be applied
and this Regulation should ensure that industry demonstrates that substances or products
produced or placed on the market do not have any harmful effect on human or animal health or
any unacceptable effects on the environment.” (recital 8, addressed in article 4)

25. Based on your work and research, do you consider that this aim of the regulation is fulfilled, and
therefore the authorisation and use of pesticides in the EU do not cause any harmful effects on
animals or any unacceptable effects on the environment? In your opinion, do you consider that
the current authorisation and use of pesticides allows a high level of protection of the
environment and its ecosystems?

26. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of pesticide
residues should have no harmful effects on humans and animals and no unacceptable effects on
the environment and each active substance (or its metabolites) has to fulfil the following
conditions (Annex II, 3.7 and 3.8): it should not be considered a POP, a Persistent
Bioccumulative and Toxic (PBT), very persistent, very biocumulative, an endocrine disruptor to
non-target organisms, to have unacceptable acute or chronic effects on bees or to have
unacceptable impacts following ecotoxicty testing among others. 

7 https://risk-monger.com/2017/01/15/beegate-revisited-iucns-anti-neonic-pesticide-taskforce-an-expose-into-
activist-science/ 
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In your opinion do you consider that the current system ensures that all the above criteria are
fulfilled? Do you know of any cases where these criteria are not fulfilled?

27. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have disappeared in
Europe (Inger et al. 2014), whereas an average of 33% of all birds have disappeared in France
(French National Museum of Natural History, CNRS, 2017). All these studies attributed the
observed decline in populations of species, at least in part, to intensive agriculture and the use of
pesticides. In your perspective, what is the significance of these observations in relation to
biodiversity and ecosystem services? Do you consider these changes alarming? And if yes, what
political action would you propose as necessary?

28. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European freshwater
sites and found that in 42% of the sites, aquatic ecosystems (using as reference invertebrate, fish
and algae) were under chronic chemical risk, and pesticides were the major contributors. Is it
true that the use of pesticides in agricultural areas are putting our freshwater ecosystems at risk?
What are the long term consequences of such impacts? 

29. What recommendations do you have on how to improve the current functioning or design of the
EU pesticides approval process in order to ensure the highest possible level of protection of the
environment and health as well as a high level of public trust in the process? Please feel free to
also include areas which may not have already been covered in PEST hearings to date.

30. You promote a worldwide-integrated assessment of pesticides. Such an approach is interesting,
because it is essential to have a systemic way of looking. Scientifically speaking, all data and
parameters have to be considered to measure correctly the impact of a phenomenon. Moreover,
the systemic approach shows that this is the entire planet, as a whole, which is concerned.  The
problem goes beyond the borders. However, the political aspect is necessarily a part of this
problem. What do you think about principles such as subsidiarity or westphalian sovereignty?
Which political framework do you suggest to aim a worldwide-integrated assessment of
pesticides?

Questions to Ms Noa SIMÓN-DELSO / Belgian Bee Keeping Center for Research and
Information (CARI): 

31. Your focus is on soil: Could you please elaborate and explain the different impacts of
mechanic plant protection and non-mechanic (chemical and organic) on biodiversity
especially with regards to worms. (ploughing vs herbicides)?

I am actually a bee expert, not a soil expert. I work with researchers and field technicians that are
experts in soil and what I learn from them is that a healthy soil (that does not contain pesticide
residues, but has a high level of organic material and plenty of worms, macro- and microorganisms)
generates good yields, food that is not contaminated with residues and has a maintenance that is
cheaper to maintain than a dead soil. 

I would add that with today’s available knowledge, the chemical vs. tillage/ploughing debate is
outdated. Indeed, many agro-ecological farms already apply the non-chemical/non-tillage method
by using cover crops. When a crop has been harvested, a temporary crop that is beneficial to soil life
(e.g. legumes) is sown and impedes weeds to develop. When sowing a new crop, farmers first roll or
mulch this temporary crop that then serves as a protecting layer for seedlings, still impeding weeds
to grow while also feeding soil organisms. More information can be found at www.agroecology-
europe.org

I would recommend to see the outcome of EU research projects like PURE (http://pure-
ipm.eu/project) or the work developed by people working on conservation agriculture, organic
agriculture, agro-ecology or agro-forestry.
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32. How do you see the development with precision farming tools? Will there be an effect on
soils?

Precision farming may look as a solution bringing many possibilities for the reduction of pesticide
use or the control of the volume applied, but it may end up being like seed-dressing 20 years ago: a
tool to put the pesticide at the right place. Unfortunately, this is not a solution and the experienced
gained with seed-dressing and neonicotinoids shows that it did not work at all in the sense that we
even increased the application of pesticides with these technologies! Therefore, it is no more a
question of "where to put the pesticide", but a question of "why to use a pesticide" or “when to use
the pesticide”.

Indeed the big problem we face nowadays is the volume of pesticides used and the mixture of
contaminants, therefore the exposure. The use is so big for some substances, that even with the best
risk assessment performed before authorisations, the exposure is much larger than what was
foreseen. 

Therefore, the only way precision farming may help the quality of soil and production is by serving
as alternative to the use of pesticide. Early warning systems, robotics applied to mechanical weeding
or pest removal, etc. are applications of precision farming that may create a difference with regards
to pesticide use. 

33. What do you think is the impact of having more than 90% of beekeepers in Europe being
amateurs in terms of pathogens and viruses control? Do you see a possible impact on wild
pollinators’ populations? 

None, there is no difference. The study performed by the European Reference Laboratory showed
(Jacques et al., 2017)8, which took into consideration colony losses over two years,
pathogens/parasites and beekeeping management, concluded “[…] Our study offers observational
evidence to suggest the importance of beekeeper training and education.[...]”. It also showed “[…]
Our results are in accordance with the latter study showing that beekeepers tend to have practices
that compensate for the colony losses. Indeed, during both years of the study, the number of swarms
bought was positively linked with both mortalities (the more swarms were bought, the higher the
colony mortality–results not shown). The statistical link was also significant between merged
colonies and colony losses. This might reflect the additional work needed by a beekeeper to
overcome colony losses: beekeepers got new swarms and merged colonies to maintain their
livestock at an acceptable level in quantity and quality. In future studies, the assessment of
beekeeper additional work to compensate for losses or weakness of colonies should be better
quantified.”

Beekeepers, either depending economically from beekeeping or not (this is my definition of hobby
beekeeper or professional ones), require training and education to ensure a good management of
their livestock. Well trained beekeepers, independently if “hobby” or “professional”, will keep their
colonies in good health. There are no differences here with regards to any other farmer or any
worker from other economic sector. In Europe, governments often insist on the importance of being
trained before engaging in beekeeping. Beekeeping courses insist on early detection diseases and on
control strategies of a pest like varroa, but not only.

Indeed the fact of being “hobby” beekeeper has its positive and negative impacts on bee health. On
the positive side, the colonies of “hobby”/small beekeepers tend to distribute their colonies into
smaller apiaries, being more dispersed and they tend to have stationary apiaries (in contrast with
professional beekeepers who tend to migrate their colonies). This implies a reduced dispersion of
pathogens and parasites. On the other side, professional beekeepers tend to have larger apiaries and
migrate, which involves a potential larger exchange of pathogens/parasites within or among the
apiaries. From a veterinary point of view, there are negative points mainly from the control of
activities performed by beekeepers: it is easier to keep track of the activities of a small amount of
beekeepers keeping a large amount of colonies, than of a large amount of beekeepers keeping little
amount of colonies.
8 https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0172591 
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As for the impacts on wild pollinators' population it is known that competition among pollinator
species may exist depending on the context. Here we expect a same pattern: honeybee populations
being more disperse may have less impacts on wild populations by competing for the nutritional
resources.

34. The Commission’s own survey of EU Bee Keepers and Member State Reference
Laboratories indicated that factors of most concern with regards to honeybee health were
Diseases, Varroa, Viruses and Nosema with pesticides relatively of much lower concern. So
why has your research continued to focus on the role of pesticides rather than these other
factors? 

I do not know what studies are referred to in the question. The study performed by the European
reference laboratory (publication in footnote 6), which took into consideration colony losses over
two years, pathogens/parasites and beekeeping management (excluding therefore as risk factors
weather, contaminant exposure, land use/habitat around the apiary, nutritional availability or status,
etc.) concluded that training and education provide beekeepers with more tools to be able to adapt
and react to any signs of colony weakness. Their results do not rank the biotic and abiotic causes of
colony losses.

It needs to be considered that the negative trends described for honey bee colonies losses9 are not
isolated. Pollinator populations have been the subject of an increasing number of studies, most of
them showing worrying negative trends10, even if not infected by the same pathogens than honey
bees. The Varroa mite, often considered as the major cause of honeybee colony losses does not
attack wild bees. Last year, a retrospective publication showed a decrease of more than 75% in the
insect biomass in 27 years in natural areas from Germany11.

Considering all these trends, the fact that most pathogens and parasites affecting honey bees do not
affect other pollinators, and the fact that the epidemiological studies do not show
pathogens/parasites as main factors explaining colony losses, make me think that the problematic of
pollinators is not inherent to them, but rather external/environmental.

In my experience, all environmental factors affecting bees have been little taken into consideration
to understand the fate of colonies health. Together with my colleagues, we study the impact of the
environment/external factors on honey bee colonies. Pesticides, unfortunately, make a very active
part of the environment, even in regions or periods of the year where we would not expect them.
However, we do not take them isolated from other stressing factors because they are hardly ever
isolated. So far we took into consideration in a more or less formal way the weather or the
occupation of the soil in the surroundings of the apiary, as well as the nutritional
diversity/availability. In the studies developed in our region, pesticides were found to be correlated
to winter mortalities, as well as the surface of arable crops, while viruses or diseases were not12. We
were also surprised to find pollen from wild flowers or catch/cover crops contaminated with
pesticides currently used in cereals or sugar beet as late as October. 

9
 Kluser S, Peduzzi P (2007) Global pollinator decline: a literature review. UNEP/ GRID- Europe. ß UNEP 2007. Switzerland ; Maxim L,

van der Sluijs JP (2010) Expert explanations of honeybee losses in areas of extensive agriculture in France: Gaucho H compared with 
other supposed causal factors. Environ Res Lett 5: 014006. doi:10.1088/1748-9326/ 5/1/014006. ; vanEngelsdorp D, Meixner MD (2010) 
A historical review of managed honey bee populations in Europe and the United States and the factors that may affect them. J Invertebr 
Pathol 103: S80–S95. ; Van der Zee R, Pisa L, Andonov S, Brodschneider R, Charriere J-D, et al. (2012) Managed honey bee colony 
losses in Canada, China, Europe, Israel and Turkey, for the winters of 2008–9 and 1009–10. J Apic Res Bee World 51: 100– 114. 

10 Biesmeijer JC, Roberts SPM, Reemer M, Ohlemüler R, Edwards M, et al. (2006) Parallel declines in pollinators and insect-pollinated 

plants in Britain and the Netherlands. Science 313: 351–354. ; Potts SG, Biesmeijer JC, Kremen C, Neumann P, Schweiger O, et al. 
(2010) Global pollinator declines: trends, impacts and drivers. Trends Ecol Evol 25: 345–353.; Goulson D, Lye GC, Darvill B (2008) 
Decline and conservation of bumble bees. Annu Rev Entomol 53: 191–208.; Carvalheiro LG, Kunin WE, Keil P, Aguirre-Gutie ́rrez J, 
Ellis WN, et al. (2013) Species richness declines and biotic homogenisation have slowed down for NW- European pollinators and plants. 
Ecol Lett 16: 870–878. doi:10.1111/ele.12121.; 1.Nieto, A. et al. (2014) European red list of bees.

11 Hallmann, C. A. et al. More than 75 percent decline over 27 years in total flying insect biomass in protected areas. PLoS ONE12 (10): 
e0185809. (2017).

12 Simon-Delso, N. et al. Honeybee Colony Disorder in Crop Areas: The Role of Pesticides and Viruses. PLoS ONE 9, e103073 (2014).
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Bees are exposed to several threats that can affect their health (see figure below), some of them
being inherent to the bees -genetic potential, pathogens or parasites- and some others being external
-weather conditions, pesticide exposure, reduced pollen sources (through the loss of natural habitats,
reduction of weeds and selection of crops with no nutritional value for pollinators), invasive species,
beekeeping management or other less studied factors. Beekeeping management does a lot to reduce
the pathogen and parasite load and in occasions may have some control on the genetics. However,
all other external factors are out of the control of the beekeeper, but we as society can do a lot to
improve their quality.

Figure 1 – Stressing factors affecting honey bee health. Wild bees share all these factors with the
exception of the beekeeping management.

35. Scientific studies conducted by industry for pesticide registration must comply with the
OECD Principles of Good Laboratory Practice (GLP) as well as International Test
Guidelines to ensure the data is reliable, reproducible, and that the study methodology is
robust and fit for purpose. Can you explain the quality controls for academic studies used
to achieve the same outcome? For example, what safeguards are in place to ensure that
there is no contamination of pollen and nectar samples during the collection and analysis
process for neonicotinoids?

The question compares tests run on a routine basis for administrative purposes (fulfil the data
requirements for risk assessment purposes) vs tests run for understanding field observations or mode
of action of pesticides (applied or fundamental research). Both types or research are needed as both
have different objectives and functions. 

Good Laboratory Practices are just a way of operating in the laboratory and have a traceability of
the actions undertaken. This standard has been developed after huge cases of scientific fraud by
industry-funded laboratories (in particular the "Industrial Bio-test" scandal) were discovered in the
late 1970s. The fact that GLP are OECD standards involves that they are agreed at least by all
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operators dealing with regulatory studies in OECD countries. However, such practices mean nothing
as regards to the quality or relevance of the scientific question that the research aims to answer. A
test could be performed following GLP and answer the most irrelevant research question (e.g. do
dogs eat?). Furthermore, nothing stops researchers operating under GLP to falsify the results. The
only thing possible to be done if GLP had been applied is to find the person who recorded the
results.

International Test Guidelines ensure that methodologies have been validated and ring tested. As a
result, an inter-laboratory test is developed that allows to evaluate the performance of testing
laboratories at developing the methodology. Different laboratories performing the same
methodology will provide diverse results, because despite of the fact that the methodology aims to
standardise as many parameters as possible, there are always factors either linked to the tester or out
of the control of the tester. The methodology however, has proved to be reproducible. As for the “fit
for purpose”, scientific studies conducted by industry for pesticide registration aim to answer the
administrative questions required for regulatory purposes: acute toxicity, chronic toxicity, etc.
Standardized methodologies (i.e International Test Guidelines) are proposed to answer to these
administrative questions so that the tests performed in one country can be used for different
regulatory environments.

Academic studies, fortunately, do not have to deal with such administrative constraints and can seek
to answer to the research questions the researchers consider more relevant for the observed
problematic. Researchers are free to develop the most adapted methodology to answer a research
question and thanks to these developments 1) we understand for example modes of action of
pesticides on different species, and 2) we develop methodologies to improve the sensitivity of
residue analyses, etc. The fact that academic research has the freedom to study one or other
parameter, does not mean that the whole research is free. One or many parts of the research could be
done by certified laboratories, operating under GLP (e.g. residue analyses or quality analyses). I am
not aware of any official figures, but to my knowledge many of the laboratories performing
academic studies do it under GLP, some of them certified and some of them not. Furthermore,
academic studies are often published in scientific journals operated under peer review – 2-4
anonymous reviewers read the publication and scrutinise its quality. Increasingly, it is good practice
by the scientific journals to 1) clearly explain the applied methodology by describing it in great
details in the scientific publication so that anyone can reproduce the results and 2) make available
all the data generated by the research to enable other researcher to use the data or to confirm the
robustness of the statistical analyses.

Without academic research, tests performed for authorisation purposes would have been kept at a
very basic level. Thanks to academic research, methodologies evolve, risk assessment procedures
improve and decision making linked to pesticide authorisation (as is the competence of this
Committee) is based on more relevant information, therefore, less uncertainty. 

For example, what safeguards are in place to ensure that there is no contamination of pollen
and nectar samples during the collection and analysis process for neonicotinoid

Maybe for academic research there is no interest in seeking for neonicotinoids-free pollen or
nectar samples, if the purpose of the test is to evaluate the impact of feeding contaminated
food on bumble bees. However, if any publication results as an outcome of the test, the
methodology will include the amount of the residues of pesticide X, Y or Z contained either in
nectar or pollen.

36. As part of your campaign for a full ban on neonicotinoids13, did you conduct an evaluation
as to whether the replacements for neonicotinoids would provide improved safety for bee
health?

13http://science.sciencemag.org/content/360/6392/973.1 
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Nowadays, there is nothing more toxic than neonicotinoids for the full entomo-fauna on the market.
Pyrethroids are the only family of insecticides with the same level of toxicity. But they have the
advantage of not being persistent in the environment and they are not systemic (not absorbed by the
roots/leaves to be transported to contaminate the pollen and nectar of the flowers). Even DDT is
11.000 times less toxic to bees than neonicotinoids! 

The campaign to ban neonicotinoids does not aim to find another pesticide to replace them. Another
approach to crop production like IPM or agro-ecology should be the alternative. 

Finally, at a slow pace, the most toxic pesticides are banned from the market. Nevertheless,
agricultural yields are not decreasing at all. 

37. In your view, is the current risk assessment performant enough to protect pollinators? And
what about the rest of the entomofauna?

No, EFSA has done good improvements in the methodology for risk assessment of pesticides on
bees to line up with scientific knowledge. Unfortunately, members states found these improvements
difficult to apply, mainly as regards the improvements related to field tests, and have blocked
politically the implementation of the EFSA guidance. Instead, they prefer the obsolete and
incomplete EPPO14 methodology. Even if not perfect, the EFSA guidance document is the best
methodology available, scientifically based and the most adapted to evaluate the data requirements
included into Regulations 283/2013 and 284/2013 for the authorisation of pesticide active
ingredients and products, respectively. The member states should be encouraged to note this
document in Scopaff. 

However, there are a number of gaps even in the EFSA guidance document as is the case of the
evaluation of contaminated honeydew -nutritional source based on ejections of sap-feeding insects-
the evaluation of the impact of metabolites or that of pesticide mixtures. Furthermore, it should be
envisaged to integrate the results of post-authorisation monitoring into the authorisation procedure,
in order to validate the quality of risk assessment. 

As about the rest of the entomofauna, bees serve as model species for pollinators. Other model
species are used to evaluate the impact on soil or water non-target invertebrates, for example. Not
being of expert of these animals, I cannot say if the methodology for risk assessment of pesticides
on these species is up-to-date, complete or relevant. However, I would say that it is good practice to
update all methodologies for risk assessment on a regular basis (every 5-6 years?). Furthermore, it
seems to me obvious that the same logic and type of tests should be requested for all model species
considered. For example, it makes no sense to update the risk assessment of pesticides on bees to
include the evaluation of chronic toxicity or sublethal effects and not to do it in birds or soil
invertebrates. If residue studies indicate a potential long term exposure to lethal or sub-lethal
quantities in the environment, chronic/sublethal effects should be tested in all model species. Would
methodologies not be available, research projects should be launched to make them available. Then,
in the same way that I find important that post-authorisation monitoring is integrated into bees's risk
assessment, the same should be done for the other model species. 

For further details, please see other questions with related subject.

38. In your view, is there a possible positive coexistence between agriculture and pollinators?

It is not just possible, it is a reality and a necessity. Pollinators ensure for free the fecundity of our
world and the production of seeds and fruits.

39. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the
Commission considered environmental issues as a "minor issue" only, and was proposing
to stop banning pesticides for environmental reasons only. What is you view of this

14 European Plant Protection Organisation
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position, also in light of art.4 of Regulation 1107/2009? Has this consideration of
environmental issues changed in recent years and what policy statements would you refer
to highlight your answer?

This proposal is against the logic of Regulation 1107/2009, and should never be implemented in
practice.

I acknowledge that the ban on the 3 most bee-toxic neonicotinoids is a step forward in the EU
pesticide policy. But it took more than 20 years of beekeepers’ mobilisation to reach this outcome.
French beekeepers complained about higher mortalities since neonicotinoids were used on
sunflowers in 1994. The problem has been present all over the EU for more than 2 decades. The
reaction of national and European authorities was far too slow. In our view, banning neonicotinoids
is a nice step forward but not something we should be proud of as it took so much time and so much
environmental damage...

I do not believe things have changed. For instance, the active substance Sulfoxaflor, a
neonicotinoid-like pesticide (it has the characteristics of neonicotinoids but its producer,
DowDupont, decided to invent a new pesticide family to avoid the label ‘neonicotinoid’) was
approved at EU-level in 2015. Despite of its acute toxicity to bees. Despite of the many data gaps
(chronic toxicity to bees, toxicity to bumble bees, etc.) in the risk assessment dossier that ground the
first suspensions of the 3 neonicotinoids. Lessons do not seem to have been learned from the
neonicotinoids story...

40. In relation to the evaluation of the inspection unit of SANTE, according to the
Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC
(see Appendix II, page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation of
PPPs. The responses to the survey showed that the majority of the Member States did not
comply with the legal requirements laid down in the Regulation (EC) No 1107/2009
regarding deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member States:
Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and Spain. Audit
reports can be found on the Commission website. The audits confirmed that the national re-
evaluations of PPPs on the market, which must take account of the EU approval Regulations
and their related conditions, are significantly delayed. In three Member States there were
significant numbers of PPPs still authorised which had not been evaluated in accordance
with EU agreed uniform principles19,20. In these Member States the percentage of
authorised PPPs that had not been evaluated in accordance with the uniform principles
ranged from 9% to 33%."

What is you evaluation on how this situation may affect the environment?

The conclusion I extract from this report is that we have rules that countries do not fulfil and the
Commission does not enforce. Why do we have rules then? 

Evidence shows that the risk assessment methodology, combined with the risk management and the
implementation of the mitigation measures are insufficient to protect our environment. We
unfortunately have to consider that when a pesticide is authorised, it does not mean that the
environment (and public and animal health) is protected. Experience shows this. So in my view,
what these reports highlight, is that in the case of these pesticides, it is even worse for the
environment. 

What is not mentioned is where the problems lay or what are the bottlenecks. I find there is a large
amount of duplication of the work developed within member states, with little solidarity and lack of
European dimension of the risk assessment. In my opinion, the authorisation of both pesticide active
ingredients and PPP should be European and when products are shown to be dangerous, be banned
from the European territory. If member states start sharing the task of performing risk assessments,
the individual work load of risk assessors would be reduced and the delays could be met. 
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41. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of both
human and animal health and the environment… The precautionary principle should be
applied and this Regulation should ensure that industry demonstrates that substances or
products produced or placed on the market do not have any harmful effect on human or
animal health or any unacceptable effects on the environment.” (recital 8, addressed in
article 4)

I totally agree.

42. Based on your work and research, do you consider that this aim of the regulation is
fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any
harmful effects on animals or any unacceptable effects on the environment? In your
opinion, do you consider that the current authorisation and use of pesticides allows a high
level of protection of the environment and its ecosystems?

No, the answer to this question has already been addressed in other questions.

43. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of
pesticide residues should have no harmful effects on humans and animals and no
unacceptable effects on the environment and each active substance (or its metabolites) has
to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered a POP,
a Persistent Bioccumulative and Toxic (PBT), very persistent, very biocumulative, an
endocrine disruptor to non-target organisms, to have unacceptable acute or chronic effects
on bees or to have unacceptable impacts following ecotoxicty testing among others. 

In your opinion do you consider that the current system ensures that all the above criteria
are fulfilled? Do you know of any cases where these criteria are not fulfilled?

There are many products authorised in the market showing synergistic harmful effects, fulfilling the
criteria to be considered POPs, PBTs, vPvB or endocrine disruptors to non-target organisms with no
specific requirement to be removed from the market. 

On the contrary, incoherences between legislations make that MRLs in honey for pesticides like
thiacloprid, neonicotinoid still authorised, considered as carcinogenic category 2 and toxic to
reproduction category 1b by the ECHA15, therefore an endocrine disruptor, get increased from 0.05
mg/kg up to 0.2 mg/kg. This involves that it is allowed to put on the market honey with higher
amounts of an endocrine disruptor, at concentrations inducing sublethal effects on bees' learning and
memory16. It is important to remind that honey is not just a foodstuff for humans, but it is THE only
source of energy for honeybees. 

Some pesticides are identified in the frame of the risk assessment as having an endocrine disrupting
effect or high acute or chronic toxicity for aquatic organisms. A recent example is the re-approval of
lambda-cyhalothrin insecticide. They are nevertheless authorised, despite of data gaps, with
mitigation measures. They can then be found in surface water but mitigation measures are not
reinforced or the substance’s approval at EU-level is not suspended.

I consider that cut-off criteria are a good tool to ensure safety and should be applied. However, it
seems these criteria are only applied to old active ingredients that have no more economic interest
for pesticide industry. Otherwise, the active ingredient fipronil would have been out of the market
long time ago (see the characteristics below).

15https://echa.europa.eu/documents/10162/13579/rac_32_final_minutes.pdf

16Brandt, A., Gorenflo, A., Siede, R., Meixner, M., and Büchler, R. (2016). The neonicotinoid thiacloprid, imidacloprid, 

clothianidin and affect the immunocompetence of honey bees (Apis mellifera L.). Journal of Insect Physiology 86, 40-47. 
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Fipronil characteristics

PERSISTENT

PPDB data
DT50 (half life)
= 62-142 days

Mentioned in
Bonmatin et al.
2015
DT50 = 3 - 219
days

T O X I C T O T H E
ENVIRONMENT

PPDB data
Aquatic crustaceans - Acute 96

hour LC50 (=0.00014 mg l-1

Sediment dwelling organisms -
Chronic 28 day NOEC, static,

water =0.0001 mg l-1

Sediment dwelling organisms -
Chron ic 28 day NOEC,

sediment = 0.0002 mg l-1

LD50 honeybees = 0.00417 ug

bee-1

BIOACCU
MULATES

PPDB data
BCF = 321

TOXIC TO
MAMMALS

PPDB data
Thyroid,
k i d n e y a n d
liver toxicant
Highly toxic

LEACHING
POTENTIAL

PPDB data
GUS=2.45

PPDB – Pesticide Properties Data Base - https://sitem.herts.ac.uk/aeru/ppdb/en/Reports/316.htm 

44. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have
disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have
disappeared in France (French National Museum of Natural History, CNRS, 2017). All
these studies attributed the observed decline in populations of species, at least in part, to
intensive agriculture and the use of pesticides. In your perspective, what is the significance
of these observations in relation to biodiversity and ecosystem services? Do you consider
these changes alarming? And if yes, what political action would you propose as necessary?

I totally support those findings. In my opinion we have enough evidence showing the impact of
neonicotinoids on crucial compartments of ecosystems and altering its functions (pollination, pest
control, air and water filtration, soil fertility) crucial for human activities. Neonicotinoids are just a
small proportion of the pesticides used in Europe. A review published by the task force describes in
great details how neonicotinoids affect all compartments of our ecosystems (Pisa et al. (2017) An
update of the Worldwide Integrated Assessment (WIA) on systemic insecticides. Part 2: Impacts on
organisms and ecosystems. Environmental Science and Pollution Research). The observed decline
in insect and bird populations is, in my opinion caused by the global pesticide contamination mainly
supported by our current intensive way of producing food. The situation is alarming. We are facing a
new silent spring, a major loss of biodiversity.

The following political actions are necessary to remedy the situation:

1) The overall approach of the authorisation regulation needs to change. Currently authorisation of
pesticides is provided on a crop basis. However, there would be a need for the authorisation of
pesticides to be done at a landscape level. One of the main problems of the implementation of
Regulation 1107/2009 is the mismatch between the regulatory framework (theory) and reality in
terms of exposure to pesticides. Political efforts could be done on developing a system of
authorisation that integrates the context of the authorisation, allowing for example a maximum
amount of pesticide to be used in a certain area. 

2) Proposals on how to apply the polluter-payer approach need to be made. The present risk
assessment or authorisation procedure should take into consideration the collateral damages in
production capacity (i.e. non/reduced-pesticide-based production like beekeeping, organic
agriculture or even farmers committing themselves to integrated pest management methods can
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be economically damaged by the pesticides use carried out by their neighbours), products’ image
and loss of motivation for the development of a sustainable agriculture. 

3) Enforce a biodiversity restoration plan, based on agro-ecological principles, agronomy and
production systems based on the preservation of the life in the soil, water and air.

4) Enforce sound risk assessments and post-authorisation auditing/monitoring, which results should
be fed back into legal implementation. 

5) Base phytosanitary product homologations on mode of actions of products into target and non-
target species.

6) Ensure the visibility of independent scientific results

45. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European
freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as reference
invertebrate, fish and algae) were under chronic chemical risk, and pesticides were the
major contributors. Is it true that the use of pesticides in agricultural areas are putting our
freshwater ecosystems at risk? What are the long term consequences of such impacts? 

Yes, it is a fact that European waters contain residues of pesticide residues, sometimes at
concentrations that may provoke toxicological effects on aquatic ecosystems. A review published by
the Task Force describes in great details how neonicotinoids affect all compartments of our
ecosystems (Pisa et al. (2017) An update of the Worldwide Integrated Assessment (WIA) on
systemic insecticides. Part 2: Impacts on organisms and ecosystems. Environmental Science and
Pollution Research17) . A whole section describes the impact of neonicotinoids on aquatic
ecosystems. 

46. What recommendations do you have on how to improve the current functioning or design
of the EU pesticides approval process in order to ensure the highest possible level of
protection of the environment and health as well as a high level of public trust in the
process? Please feel free to also include areas which may not have already been covered in
PEST hearings to date.

1) Some proposals have already being included into the answer to question 44.

2) Other recommendations already mentioned are the development of post-authorisation monitoring
and integration of the results for the validation of the quality of risk assessment.

3) Transparency, centralisation and public accessibility -without restriction or official request
needed- to data on sales, use and application information (crops, timing, quantities, etc.) of
individual pesticides, synergists, co-formulants, and their residues found in post-authorisation
monitoring schemes as those conducted in water, air or others.

4 ) The latest cases in derogations to the restrictions of some neonicotinoid uses, provided under
article 53 of regulation 1107/2009, demonstrate a fundamental malfunctioning of the system and
constitute a complete violation of the precautionary principle. This should never happen and tools
should be envisaged for its avoidance. A pesticide use that has proved to be dangerous in a country,
should never be authorised in another one. 

5) Up to now, cut-off criteria, despite their advantage for speeding up the decision-making process,
have never been properly applied. This should change.

47. Can you explain how pesticides have an effect on bees, pollinators and other key
organisms for ecosystem? 

Already addressed in previous questions.

17 https://link.springer.com/article/10.1007/s11356-017-0341-3
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48. The EU has partly recognized the impact of neonicotinoids on pollinators or other
organisms such as earthworms. What about other classes of pesticides, in particular
Glyphosate, considered genotoxic and carcinogenic for animals by the IARC? 

In my opinion, the reason why the EU has recognized the impact of neonicotinoids on pollinators in
a more detailed way was because there were a number of studies that showed that showed that the
approval criteria were not any longer met (Article 21 Regulation 1107/2009) and because the EFSA
had updated the methodology for risk assessment according to the latest scientific data, which
allowed to have a more structured and transparent view on the risk of these products on bees. The
procedure put in place by the Commission triggered a much larger access to independent scientific
and grey data on the impact of neonicotinoids on bees. Therefore, it could be said that the procedure
carried out for neonicotinoids have been that foreseen by the law, but at the same time exceptional –
from the point of view that it is not a procedure that is carried out every other day-.

In order the same procedure to be carried out for other active ingredients, like glyphosate or any
other, the same combination of factors should coexist: 1) a study that shows that the approval
criteria are not any longer met; 2) a large access to independent scientific and grey data, and 3) a
risk assessment methodology that is in line with the latest scientific knowledge.

Questions to Mr Ettore CAPRI / Catholic University of Sacred Heart Piacenza, Faculty on
Agriculture:

49. You are involved in EFSA. In what ways could the EFSA process be improved from a scientific
point of view? 

50. Is there a ‘fit-for-purpose’ evaluation of the mitigation measures used by Member States to
manage theoretical risks identified during the risk assessment process? And if so, could you
explain the theory and practice of this evaluation?

51. Could you explain the architecture and aims of the MagPIE project?

52. What were MagPIE's major findings?

53. To what extend is it possible with toolboxes such as MagPIE to determine optimal PPP
application and to support an integrated pest management approach?

54. The publications on pesticides where you stand as a first or last author are not related to the risk
caused by pesticides on human/animal health or the environment. Among others, the topics of
your research are linked to the sustainable use of pesticides directive or risk indicators. Neither
are related to pesticide risk assessment. Your work has been partly funded by the pesticide
industry and you have collaborated with the pesticide industry-funded ILSI. How do you justify
your application to the EFSA plant protection products panels?

55. How can be it sure that the study framework enables to get consistent results, given that
conclusions change according to initial hypothesis, the size of the sample, the parameters
retained etc.?

56. Which statistical framework do you advice to make a consistent assessment of the pesticides’
impact on waters, soils, forests and airs?

57. The MagPIE project lists the mitigation measures of the PPP in order to get a toolbox that
politicians or other stakeholders will be able to use. Is it possible, currently or in a near future,
to cancel the negative impact of pesticides thanks to some mitigation measures, or does it stay
some negative effects?
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Questions to ALL experts of the 2nd panel (Stakeholders recommendations on Regulation
(EC) 1107/2009): 

58. Which elements of the current EU authorization process for PPPs are, in your view, most
problematic and should be changed? In your answer, could you please differentiate whether
problems are caused by the flaws in the legislative framework or by its implementation? If
applicable, what should be changed in EU legislation? If applicable, what should be changed in
the implementation process?

59. Is the Commission reform proposal18 on the reform of the General Food Law (Regulation
178/2001) published in April sufficiently addressing the problem of lack of transparency
(including access to documents (e.g. raw data) held by EFSA)? If so, why? If not, why?

60. The IARC opinion and the BfR/EFSA opinions have conflicting views on the risks associated
with glyphosate (i.e. on its carcinogenicity). Situations of conflicting scientific opinions are not
uncommon in science advice for policy-making. At the same time, such scientific conflicts
present a challenge both for regulators and for the broader public and the latter’s trust in
regulation. How could situations of divergent scientific opinions on a particular regulatory issue
be addressed? Which institutional mechanisms of mediation of scientific conflicts would work
best at EU level? (see, for example, the proposal of the Group of Chief Scientific Advisors,
Scientific Opinion 5/2018)19 to use the Scientific Advice Mechanism for that purpose).

61. a) What changes, if any, should be introduced to the principle of reversed burden of proof, as
currently applicable in the PPP authorization procedure, whereby the applicant provides all the
evidence, on which the risk assessment is based? In your answer please also consider the
feasibility of any reforms in this regard in terms of public finances and other practical and legal
issues. 

b) Does the Commission proposal to change the General Food Law Regulation address this
problem sufficiently?

62. There are many concerns about glyphosate next to carcinogenicity, for example, concerns about
the loss of farmland biodiversity, water contamination, soil health, dependence of farmers on
few big corporations, superweeds etc. In your view, does the current legal framework for
pesticides in the EU allow for the consideration of these broader societal issues in the
authorization process? Should the legislation be improved so that these broader concerns can be
taken into account? Is the current framework focusing too narrow on safety issues (and right
now even only on carcinogenicity), therefore placing too much responsibility on a scientific
agency (EFSA)?

63. Would you agree that risk management should strictly be based on a scientific assessment?
Would you agree that our European agencies are best qualified to present such assessments?

64. Would you agree that pesticides can have a positive impact on food safety, for instance by using
fungicides to prevent mould infestations?

65. On PPP's is indicated a recommended quantity to be used in order to be safe. Are these
indications scientifically correct? If so, why are these indications questioned?

66. In your opinion, does EFSA need more finances and personnel to do its job?

67. In your opinion, who needs to pay for the scientific studies? Is it a problem if the industry does?
Do scientists make their results dependent of who pays? Wat about studies for NGO's?

68. What is your opinion on the current European system, in particular on the following points?

18 https://ec.europa.eu/food/safety/general_food_law/transparency-and-sustainability-eu-risk-assessment-food-
chain_en 
19 https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf 
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a) The double level: the active substance is assessed at the European level and the PPP at the
Member State level. At a strictly scientific level, is only assessing the active substance
sufficient? 

b) For the active substance, the assessment is performed by the Member State contacted by the
asker. This assessment is then corrected by the EFSA in a peer review. However, capacities of
the Member States are different; therefore, there are problems of disparity and workload. What
could you propose to improve this situation? What do you think about assessments performed
only by the EFSA in order to have only one conclusion and to improve the consistence of our
system? We can discuss then about the political question and decide to ratify the EFSA’s
conclusion at the EU’s level or the Member State’s level.

c) Currently, the asker provides information to agencies. How guarantying the rightness of
information? Which improvements could you propose in your checking and audit system? 

d) Public accountability of information is not total. Secret is justified by fair trade. How far
economic viewpoint can be accepted in the scientific subject of pesticides? 

69. Do you consider that the residues of the active substance, its metabolites, a safener, synergist
and the co-formulant contained in it, are studied and assessed sufficiently on human or animal
health or on groundwater, or their potentially unacceptable effects on plants or plant products or
the environment in order to guarantee one of the purposes of the Regulation 1107/2009, which
is the protection of both human and animal health and the environment? Do you see the results
reflected in the authorisation assessment at MS level?

70. The Implementation Assessment commissioned by the European Parliament (2018) revealed
that “Several stakeholders (PPP producers and PPP users) stated that exposure is not sufficiently
considered in the current framework’’ (p.164/588). Do you consider that the risk mitigation
measures, take enough into consideration the non-dietary intake and the exposure of non-target
organisms?

Questions to Ms Franziska ACHTERBERG / Greenpeace Europe:

71. You are always advocating for less pesticides. Could you please elaborate a bit on the risks for
non-use? Especially with regards to the loss of fungicides and its negative impacts on human
health?

72. What kind of pesticides would you accept? 

73. That do you think should be improved/changed in the risk communication of the PPP
regulation? 

74. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, also in
ecological agriculture. What would be your solutions?

75. How many meetings have you had with the European Commission, the European Parliament,
European agencies and representatives of Member States in the past two years?

76. What is your budget? What are your sources of funding? 

77. Your organisation is constantly criticising industry for not being transparent enough, and for
exertion undue influence. Can you please explain to us the funding of your organisation, and in
particular the links your organisation has with the Isvara Foundation as reported in Politico?
(see reference https://www.politico.eu/article/ayman-jallad-ayman-jallad-mystic-money-man-
behind-brussels-activists-ngo-funding/).

78. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the
Commission considered environmental issues as a "minor issue" only, and was proposing to
stop banning pesticides for environmental reasons only. What is you view of this position, also
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in light of art.4 of Regulation 1107/2009? Has this consideration of environmental issues
changed in recent years and what policy statements would you refer to highlight your answer?

79. In relation to the evaluation of the inspection unit of SANTE, according to the Commission's
report to the Ombudsman in 2018 following the complaint 12/2013/MDC (see Appendix II,
page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation of
PPPs. The responses to the survey showed that the majority of the Member States did not
comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 regarding
deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member States:
Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and Spain. Audit
reports can be found on the Commission website. The audits confirmed that the national re-
evaluations of PPPs on the market, which must take account of the EU approval Regulations
and their related conditions, are significantly delayed. In three Member States there were
significant numbers of PPPs still authorised which had not been evaluated in accordance with
EU agreed uniform principles19,20. In these Member States the percentage of authorised PPPs
that had not been evaluated in accordance with the uniform principles ranged from 9% to
33%."

What is you evaluation on how this situation may affect the environment?

80. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of both
human and animal health and the environment… The precautionary principle should be applied
and this Regulation should ensure that industry demonstrates that substances or products
produced or placed on the market do not have any harmful effect on human or animal health or
any unacceptable effects on the environment.” (recital 8, addressed in article 4)

81. Based on your work and research, do you consider that this aim of the regulation is fulfilled, and
therefore the authorisation and use of pesticides in the EU do not cause any harmful effects on
animals or any unacceptable effects on the environment? In your opinion, do you consider that
the current authorisation and use of pesticides allows a high level of protection of the
environment and its ecosystems?

82. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of pesticide
residues should have no harmful effects on humans and animals and no unacceptable effects on
the environment and each active substance (or its metabolites) has to fulfil the following
conditions (Annex II, 3.7 and 3.8): it should not be considered a POP, a Persistent
Bioccumulative and Toxic (PBT), very persistent, very biocumulative, an endocrine disruptor to
non-target organisms, to have unacceptable acute or chronic effects on bees or to have
unacceptable impacts following ecotoxicty testing among others. 

In your opinion do you consider that the current system ensures that all the above criteria are
fulfilled? Do you know of any cases where these criteria are not fulfilled?

83. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have disappeared in
Europe (Inger et al. 2014), whereas an average of 33% of all birds have disappeared in France
(French National Museum of Natural History, CNRS, 2017). All these studies attributed the
observed decline in populations of species, at least in part, to intensive agriculture and the use of
pesticides. In your perspective, what is the significance of these observations in relation to
biodiversity and ecosystem services? Do you consider these changes alarming? And if yes, what
political action would you propose as necessary?

84. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European freshwater
sites and found that in 42% of the sites, aquatic ecosystems (using as reference invertebrate, fish
and algae) were under chronic chemical risk, and pesticides were the major contributors. Is it
true that the use of pesticides in agricultural areas are putting our freshwater ecosystems at risk?
What are the long term consequences of such impacts? 
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85. What recommendations do you have on how to improve the current functioning or design of the
EU pesticides approval process in order to ensure the highest possible level of protection of the
environment and health as well as a high level of public trust in the process? Please feel free to
also include areas which may not have already been covered in PEST hearings to date.

86. What is your evaluation of the Commission’s proposal on the revision of the General Food
Law?

87. Greenpeace is sometimes famous for its polemical actions, which harm fair goals despite initial
good intentions. How NGOs, which militate on scientific topics, can avoid an inverted lobbying
to protect the objectivity of science and not to harm some fair goals? 

88. In comparison with the strict scientific ecology, Greenpeace sometimes practices a political
ecology and deals with purely political topics such as economy, migration or culture. Is the
intrusion of politics into purely scientific topics with no danger? Would your action be more
efficient and better welcomed by the public opinion if you separate scientific question and
ideological debate?

Questions to Mr Martin PIGEON / Corporate Europe Observatory (CEO):

89. You are always advocating for less pesticides. Could you please elaborate a bit on the risks for
non-use? Especially with regards to the loss of fungicides and its negative impacts on human
health?

90. What kind of pesticides would you accept? 

91. That do you think should be improved/changed in the risk communication of the PPP
regulation? 

92. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, also in
ecological agriculture. What would be your solutions?  

93. Can you tell the committee how many meetings you have had with the European Commission
and the relevant EU regulatory agencies over the last two years?

94. Can you also inform the committee about your organisation’s annual budget, and its respective
sources of funding?

95. At an earlier hearing with the Commission and EFSA, the PEST committee raised the issue of
industry funding for research used in the approval process. It was put to EFSA that this model
should be revised and instead all studies should be financed through public money, e.g. by
EFSA themselves. The representatives from EFSA expressed the view that this would support
increased industry profits, as the burden of scientific proof would shift from the economic
operator who benefits from the approval to the regulatory authority. Do you concur with this
view?

96. As representatives of the European citizens' initiative against glyphosate, you have raised a
number of criticisms of the regulatory process for pesticides in general, particularly with regard
to last year’s glyphosate re-approval. What practical alternatives do you suggest?

97. What is your budget? Can you describe your role? What are your sources of funding? 

98. How many meetings did you have with the European Commission, Members of the European
Parliament and representatives of the Council and Member States permanent representations in
the last two years?

99. What measures do you think are necessary to ensure the highest level of transparency at EFSA
and in relation to the other stakeholders and documents involved in the authorisation process?
What recommendations do you have on conflicts of interest for all stakeholders/organisations
involved in the process? 
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100. There have been many improvements to EFSA transparency policy over recent years, partly
due to pressure exerted by the Parliament’s discharge procedure. Is the independence of EFSA
from industry now guaranteed? If not, what further improvements can be made?

101. It has been argued that independence from industry can never be achieved, since so many
experts do receive funding from industry or have ties to industry. What do you think about this?
What in your view are some of the solutions to help build and support independent science and
researchers?

102. What is your view on the use of GLP standards in the pesticide authorisation procedure? 

103. At the PEST mission to EFSA, Mr Url spoke in favour of laying down a harmonised
independence policy amongst all EU agencies and invited the PEST committee to come up with
a proposal. What is your view on this suggestion? Would this be desirable/achievable in
practice? What measures would need to be put in place to ensure that this would ensure the
highest levels of independence possible (rather than resulting in a policy of the lowest common
denominator)?

104. From July 2018, under its new independence policy, EFSA will be able to request
declarations of interests from Member State experts which will be checked by EFSA. What is
your view on this? Will this help reduce conflicts of interest?

105. What overall recommendations do you have on how to improve the current functioning or
design of the EU pesticides approval process in order to ensure the highest possible level of
protection of the environment and health as well as a high level of transparency and public trust
in the process? Please also feel free to include areas/ideas/proposals which may not have already
been covered in PEST hearings to date.

106. Which influence do lobbies pro and anti-pesticides currently have on both scientific and
political European system?

107. Does lobbying have an impact on the assessments performed by the EFSA and the ECHA?
Did it have an impact on Glyphosate’s assessment, given that the EFSA had partly used studies
from industry?

108. The EU’s action is based on stakeholders’ consultation. Consequently, the EU has to deal
with lobbies from companies. Do scientific organizations work in a perfect independence within
the EU?

109. Lobbying does not come only from companies. It also comes from some NGOs. Is NGO’s
action sometimes questionable?

110. How guarantying the independence of scientific and political organizations against lobbies
in the EU?

111. Do you observe similarities in the corporate lobbying done in the past for some nowadays
banned pesticides, such as PCBs and Agent orange, to the lobbying done nowadays from the big
corporations? What could be improved in the legislation in order that the civil society and other
stakeholders have the same access and influence the decision-making as the applicant?

Questions to Mr John CHINN / Crop Health and Protection (CHAP):

112. What are the biggest threats to crop production in Europe? How do you see the role of
pesticides in that system?

113. Regulation (EC) 1107/2009 states its purpose is: “to ensure a high level of protection of
both human and animal health and the environment and at the same time to safeguard the
competitiveness of Community agriculture”. How do you think that each of these objectives are
met and what could be done to further their attainment?  
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114. In your view, what are the key hurdles to the uptake of new technologies in the agricultural
sector? 

115. What role do you see for pesticides in modern and sustainable farming? How would you
assess the role of technologies such as precision farming for the development of farming in
general and the use of pesticides? Looking into the technological developments that can be
expected for the near future, would you say that a sustainable use of pesticides is possible?

116. In the next decades, humanity has to increase yields to assure the food needs. Can the food-
processing industry be sustainable, given that your innovations already obtained?

117. If the food-processing industry can become sustainable, which strategy can you propose to
replace the current food-processing industry, implying to face big companies such as Bayer-
Monsanto?

28
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Answers to the preparatory questions Ettore CAPRI

1

PEST COMMITTEE MEETING OF 6 September 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 6 September 2018, a public hearing on
“Environmental impacts of pesticides, including mitigation measures at Member State level”
and “Stakeholders' recommendations on the current EU regulation on the approval of plant
protection products” with altogether six invited experts will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered by the
experts invited in writing by 4 September 2018, 12.00 h.

ANSWERS BY PROF. ETTORE CAPRI

Questions to ALL experts of the 1st panel (Environmental impact & mitigation):

1. What are, in your view, the most likely risks to public health and the environment
caused by glyphosate-based herbicides?

Indeed the contamination of glyphosate is extended and it is clear the negative perception of
the citizens. Based on the risk assessment of the EU Authority, f.i. EFSA , glyphosate used
correctly for the entire life cycle is not representing a risk to public health and the
environment. Glyphosate is also one of the most advanced chemical technology developed
in the past years and essential for the food production in many EU MS, hence its use is so
extended. Sustainable use of glyphosate today is mandatory to guarantee at local level the
highest level of protection for human and environment health (f.i. vulnerable maps, DSS,
mitigation measures). See some of my papers on this subject.

2. Are public health and environmental risks adequately assessed at EU level at the
moment? If not, what should change? In particular, do you see any problems with the
assessment criteria as laid down in the EU legal framework and agency risk assessment
guidance documents (of EFSA for example)? Or, are the problems due to the application
of those criteria by the scientific agencies?

The paradigm of the risk assessment for pesticides ensures that we apply the latest scientific
knowledge we have on the matter. Moreover, there is a continuous cross-fertilization
between the legislation implementation arrangements and the scientific community, due to
the mechanism implemented by EFSA, EC and Parliament. However, there are issues in the
process of establishing priorities for the risk assessment carried out in the scientific
agencies (f.e. the Mediterranean crops, rice, indoor production, minor crop, not
professional uses, etc). For the assessment criteria, sometimes, the focus on certain
environmental protection objectives tends to overpower the bigger picture and
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consideration of risks for categories like bystanders/residents). I already provided my views
on this aspect in some of the opinions published by EFSA.

3. According to several scientific sources (see for example the following link1), current
criteria for assessing pesticides in the EU authorization are inadequate, because they do
not consider the cumulative effects of the use of different pesticides on human health
and the environment. How could the current criteria of risk assessment be improved to
take better account of the real world effects of pesticide use?

I agree, moreover the cumulative effect of pesticide needs to be contextualised with
other cumulative effects of other chemical and physical stressors for the human health
and the environment. The current risk assessment of pesticides is based on evaluation of
the single chemical while in the future we need to move towards the assessment of the
mixtures. This requires an integrated assessment methodology and process. The EU
funded project HEROIC, where I have been partner, has developed a conceptual
framework for progressing towards integrated risk assessment (see the results of the
HEROIC project and papers published by the consortium).

However, I believe that the science is not ready yet to propose a sound methodology for
integrated risk assessment, suitable to be enforced through the legislation. In the
meanwhile, I recommend using all available mitigation measures and making efforts for
the correct implementation of the Sustainable Use Directive. The overall application of
sustainable agriculture principles will also help reduce the potential risk of the
mixtures.

4. Based on your research, what are best practices for mitigating environmental risk of
plant protection products?

See my presentation and the specific questions to me.

5. What are important factors for successful mitigation strategies?

See my presentation and the specific questions to me.

6. Birds: Research has shown great impact of PPP on birds, especially migratory birds.
Beyond birds, what is the impact of the loss of biodiversity on their prey, predators and
others?

If there a demonstrated impact on birds, in natural environments, of course, there is a
domino effect. However, such impact should be measured at landscape level. In some
situations, the influence of the ecosystem management factors could equally contribute

1 Schäffer A, Filser J, Frische T, Gessner M, Köck W, Kratz W, Liess M, Nuppenau, E-A, Roß-Nickoll M,
Schäfer R, Scheringer M.: The Silent Spring - On the need for sustainable plant protection. Leopoldina
Discussions No. 16; 61
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synergistically with the effect of pesticide (f.i. lack of connectivity, see the published
reflection paper on it). We need to address all factors equally to solve the problem.

7. Bees: We have evidences that LD50 used in assessment is not accurate for bees. Other
methods could be used, for instance by quantifying the apparent exposure surface area
of honey bees submitted to pesticide treatments by spraying. Moreover, we know now
that PPP can also have reprotoxic effects on bees, especially by undermining male
fertility. What improvements could be decided in PPP and active substances assessments
regarding effects on bees?

Yes, I agree. The EU has financed projects under Horizon 2020 program that are
working on this issue and hopefully they will come out with different, improved methods
in the next years. However, in addition to this new methodology we need to emphasise
more the in-field assessments, where bees health is influenced by multistressors (see
publication of my university, Ilaria Negri)

8. Waters: it is now well known that waters are polluted by PPP, among others products.
Since decades can be necessary to see the results of pollution on spring waters, what are
the expectations for EU waters regarding PPP?

If SUD and the mitigation measures are correctly adopted at landscape level we can be
very optimistic. We should not forget that we need to wait some time to see the positive
effects, sometimes for decades, due to the resilience of the water ecosystems.

9. Do we have examples of mitigations measures decided by MS and finally implemented
at EU level?

See my presentation and MagPIE project.

10. Neonics: When the EU banned neonicotinoids in April, some scientists feared that there
would be a switch to pesticides that would have even more harmful effects on
microorganisms such as beetles and spiders. How can such effects be prevented in the
approval process? The main example is the active substance sulfoxaflor (that will be
banned in France for example), can the active substance sulfoxaflor safely replace
neonicotinoids?

Yes, of course. This is true and we have analogous experience with the banning of chemicals
in food, the effect is: we increase mixture and cocktail of residues in fruit and vegetable.
The approval process should take into account the available alternatives and the associated
risks from their use. The answer is a cost-benefit analysis on the approval or ban of a
certain treatment. At implementation level, the SUD and the application of IPM principles,
like those promoted in Italy, allow the selection of the sustainable solutions. Farmers
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themselves can make the right choices through their sustainability initiatives (see VIVA
project in Italy).

11. Seeds: It was also feared that there might be a change from rapeseed to soya, for
example, which could have negative effects on pollinator insects. Did you gain
experience on this matter in your field of research?

Yes, we need to consider always such replacement concepts and the wider impact on the
agricultural biodiversity of crops in a given landscape. However, to overcome the effects of
such tendencies to abandon crops, we can help the farmers to implement sustainable
practices and mitigate the risk or compensate with filed margins for pollinator or foraging
crops like sunflowers.

12. Concretely, which consequences do pesticides have on flora and fauna? How do
pesticides lead to these consequences?

With the new regulation, with the exception of accident and point contamination, the
assessment is conservative enough at field scale. At landscape we need the monitoring
especially when the ecosystem connectivity is lacking and in situation like monoculture.
Again, great opportunity for avoiding such risk is the correct application of SUD provisions
and sustainability approaches at farm/landscape level.

13. Is it possible to get a PPP in accordance with the sustainable development, that is to say
a non-polluting PPP with no impact on environment?

Yes, it is possible. Depending on the understanding of sustainable development, yes, if the
protection goals are set to accept trade-offs between the societal economic, social and
environmental objectives.

14. Can society both life with no pesticides and guarantee the growing food needs? Which
other options are there or will there be in a near future?

It depends of the scale. At local level we can, when human resources are well balanced
with the available natural resources. At larger scale, no. As far as we know we cannot
avoid the use of PPP. In the future we need to ensure a sustainable use in the respect of
social, economic and environmental needs. How ? throughout the integration of
knowledge with the mechanical, chemical and genetical technologies.

15. How is your scientific independence guaranteed in your scientific work, given that many
conflicts of interest exist in the question of pesticides?

Page 583 of 754



5

Respecting my deontology, by taking care of my role as academic in the European
society.

16. Do you consider that the residues of the active substance, its metabolites, a safener,
synergist and the co-formulant contained in it, are studied and assessed sufficiently on
human or animal health or on groundwater, or their potentially unacceptable effects on
plants or plant products or the environment in order to guarantee one of the purposes of
the Regulation 1107/2009, which is the protection of both human and animal health and
the environment? Do you see the results reflected in the authorisation assessment at MS
level?

The system is appropriate. However some gaps on data requirement have been already
reported in the previous points. We need more integration of the risk through
integration of measure & tools (mitigation strategies vs best agricultural practices,
modelling vs monitoring data,  field scale vs landscape scenario).

17. The Implementation Assessment commissioned by the European Parliament (2018)
revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure
is not sufficiently considered in the current framework’’ (p.164/588). Do you consider
that the risk mitigation measures, take enough into consideration the non-dietary intake
and the exposure of non-target organisms?

These depends by the scenario. Moving form field scale, to landscape level to specific
local situations, the uncertainty of the exposure increases. We need to integrate and
increase the use of monitoring and modelling for reducing the variability & lack of
information on real exposure.

I agree on non-dietary intake: we are missing many information f.e. on air exposure and
this could be an issue for all the non-target organism including the humans(bystanders
and resident) !

No, the risk mitigation measures do not take fully into account these aspects.

Questions to Mr Jeroen P. VAN DER SLUIJS / University of Bergen (Norway):

18. Your "research seeks to increase our understanding of the phenomenon and dynamics of
scientific controversy on contemporary old, new and emerging environmental and
health risks" (see link).

In what way could the risk communication be improved to avoid diverging reports?

19. How do you respond to claims that the IUCN Task Force on Systemic Pesticides, for
which you were head of the scientific committee, had predetermined its conclusions on
neonicotinoid pesticides to support an advocacy campaign before even starting its work
on its Worldwide Integrated Assessment (WIA)2? Do you consider the work of the Task
Force on Systemic Pesticides to be consistent with the principles of academic scientific
integrity?

2 https://risk-monger.com/2017/01/15/beegate-revisited-iucns-anti-neonic-pesticide-taskforce-an-expose-into-
activist-science/
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20. In 2010 you took part in an “international workshop on neonicotinoids” at the
Université de Paris-Sud, the “resumé” of this meeting can be found publicly on the
internet. In this resumé it was agreed to publish research papers with the aim of calling
for a ban on neonicotinoids and of launching an NGO-campaign against those
substances. The separation of (scientific) risk assessment and (political) risk
management in Regulation 1107/2009 is internationally recognised. In this regard, could
you share your opinion on the role of science in assessing and managing risks of
pesticides?

21. What is your view on the importance or consideration that the Commission gives to
environmental aspects/risks when deciding whether or not to approve an active
substance? In your opinion, is their approach in line with legislative requirements, such
as Article 4 of Regulation 1107/2009? Is it sufficient to protect the environment? Please
give examples to back up your answer.

22. In relation to the evaluation of the inspection unit of SANTE, according to the
Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC
(https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/press-releases/report-
sante-on-confirmatory-data.pdf, see page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation
of PPPs. The responses to the survey showed that the majority of the Member States did
not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009
regarding deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member
States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and
Spain. Audit reports can be found on the Commission website. The audits confirmed that
the national re-evaluations of PPPs on the market, which must take account of the EU
approval Regulations and their related conditions, are significantly delayed. In three
Member States there were significant numbers of PPPs still authorised which had not
been evaluated in accordance with EU agreed uniform principles. In these Member
States the percentage of authorised PPPs that had not been evaluated in accordance
with the uniform principles ranged from 9% to 33%."

What is your evaluation on how this situation may affect the environment?

23. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of
both human and animal health and the environment… The precautionary principle
should be applied and this Regulation should ensure that industry demonstrates that
substances or products produced or placed on the market do not have any harmful effect
on human or animal health or any unacceptable effects on the environment.” (recital 8,
addressed in article 4)

24. Based on your work and research, do you consider that this aim of the regulation is
fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any
harmful effects on animals or any unacceptable effects on the environment? In your
opinion, do you consider that the current authorisation and use of pesticides allows a
high level of protection of the environment and its ecosystems?

25. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of
pesticide residues should have no harmful effects on humans and animals and no
unacceptable effects on the environment and each active substance (or its metabolites)
has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered
a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very
biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable
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acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty
testing among others.

In your opinion do you consider that the current system ensures that all the above
criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled?

26. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have
disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have
disappeared in France (French National Museum of Natural History, CNRS, 2017). All
these studies attributed the observed decline in populations of species, at least in part, to
intensive agriculture and the use of pesticides. In your perspective, what is the
significance of these observations in relation to biodiversity and ecosystem services? Do
you consider these changes alarming? And if yes, what political action would you
propose as necessary?

27. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European
freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as
reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides
were the major contributors. Is it true that the use of pesticides in agricultural areas are
putting our freshwater ecosystems at risk? What are the long term consequences of such
impacts?

28. What recommendations do you have on how to improve the current functioning or
design of the EU pesticides approval process in order to ensure the highest possible level
of protection of the environment and health as well as a high level of public trust in the
process? Please feel free to also include areas which may not have already been covered
in PEST hearings to date.

29. You promote a worldwide-integrated assessment of pesticides. Such an approach is
interesting, because it is essential to have a systemic way of looking. Scientifically
speaking, all data and parameters have to be considered to measure correctly the impact
of a phenomenon. Moreover, the systemic approach shows that this is the entire planet,
as a whole, which is concerned.  The problem goes beyond the borders. However, the
political aspect is necessarily a part of this problem. What do you think about principles
such as subsidiarity or westphalian sovereignty? Which political framework do you
suggest to aim a worldwide-integrated assessment of pesticides?

Questions to Ms Noa SIMÓN-DELSO / Belgian Bee Keeping Center for Research and
Information (CARI):

30. Your focus is on soil: Could you please elaborate and explain the different impacts of
mechanic plant protection and non-mechanic (chemical and organic) on biodiversity
especially with regards to worms. (ploughing vs herbicides)?

31. How do you see the development with precision farming tools? Will there be an effect
on soils?

32. What do you think is the impact of having more than 90% of beekeepers in Europe
being amateurs in terms of pathogens and viruses control? Do you see a possible impact
on wild pollinators’ populations?

33. The Commission’s own survey of EU Bee Keepers and Member State Reference
Laboratories indicated that factors of most concern with regards to honeybee health
were Diseases, Varroa, Viruses and Nosema with pesticides relatively of much lower
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concern. So why has your research continued to focus on the role of pesticides rather
than these other factors?

34. Scientific studies conducted by industry for pesticide registration must comply with the
OECD Principles of Good Laboratory Practice (GLP) as well as International Test
Guidelines to ensure the data is reliable, reproducible, and that the study methodology is
robust and fit for purpose. Can you explain the quality controls for academic studies
used to achieve the same outcome? For example, what safeguards are in place to ensure
that there is no contamination of pollen and nectar samples during the collection and
analysis process for neonicotinoids?

35. As part of your campaign for a full ban on neonicotinoids3, did you conduct an
evaluation as to whether the replacements for neonicotinoids would provide improved
safety for bee health?

36. In your view, is the current risk assessment performant enough to protect pollinators?
And what about the rest of the entomofauna?

37. In your view, is there a possible positive coexistence between agriculture and
pollinators?

38. What is your view on the importance or consideration that the Commission gives to
environmental aspects/risks when deciding whether or not to approve an active
substance? In your opinion, is their approach in line with legislative requirements, such
as Article 4 of Regulation 1107/2009? Is it sufficient to protect the environment? Please
give examples to back up your answer.

39. In relation to the evaluation of the inspection unit of SANTE, according to the
Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC
(https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/press-
releases/report-sante-on-confirmatory-data.pdf , see page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation
of PPPs. The responses to the survey showed that the majority of the Member States did
not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009
regarding deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member
States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and
Spain. Audit reports can be found on the Commission website. The audits confirmed that
the national re-evaluations of PPPs on the market, which must take account of the EU
approval Regulations and their related conditions, are significantly delayed. In three
Member States there were significant numbers of PPPs still authorised which had not
been evaluated in accordance with EU agreed uniform principles. In these Member
States the percentage of authorised PPPs that had not been evaluated in accordance
with the uniform principles ranged from 9% to 33%."

What is you evaluation on how this situation may affect the environment?

40. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of
both human and animal health and the environment… The precautionary principle
should be applied and this Regulation should ensure that industry demonstrates that
substances or products produced or placed on the market do not have any harmful effect

3http://science.sciencemag.org/content/360/6392/973.1
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on human or animal health or any unacceptable effects on the environment.” (recital 8,
addressed in article 4)

41. Based on your work and research, do you consider that this aim of the regulation is
fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any
harmful effects on animals or any unacceptable effects on the environment? In your
opinion, do you consider that the current authorisation and use of pesticides allows a
high level of protection of the environment and its ecosystems?

42. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of
pesticide residues should have no harmful effects on humans and animals and no
unacceptable effects on the environment and each active substance (or its metabolites)
has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered
a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very
biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable
acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty
testing among others.

In your opinion do you consider that the current system ensures that all the above
criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled?

43. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have
disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have
disappeared in France (French National Museum of Natural History, CNRS, 2017). All
these studies attributed the observed decline in populations of species, at least in part, to
intensive agriculture and the use of pesticides. In your perspective, what is the
significance of these observations in relation to biodiversity and ecosystem services? Do
you consider these changes alarming? And if yes, what political action would you
propose as necessary?

44. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European
freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as
reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides
were the major contributors. Is it true that the use of pesticides in agricultural areas are
putting our freshwater ecosystems at risk? What are the long term consequences of such
impacts?

45. What recommendations do you have on how to improve the current functioning or
design of the EU pesticides approval process in order to ensure the highest possible level
of protection of the environment and health as well as a high level of public trust in the
process? Please feel free to also include areas which may not have already been covered
in PEST hearings to date.

46. Can you explain how pesticides have an effect on bees, pollinators and other key
organisms for ecosystem?

47. The EU has partly recognized the impact of neonicotinoids on pollinators or other
organisms such as earthworms. What about other classes of pesticides, in particular
Glyphosate, considered genotoxic and carcinogenic for animals by the IARC?

Questions to Mr Ettore CAPRI / Catholic University of Sacred Heart Piacenza,
Faculty on Agriculture:

48. You are involved in EFSA. In what ways could the EFSA process be improved from a
scientific point of view?
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I have been involved untill 2015. To me was a fruitful experience in terms of the
scientific mission. EFSA is working very well, it is top leader in the world for the risk
assessment because of the human resources it has. I would improve the scientific
working programme which is not always well bridged with real needs of the society (see
my previous example on the gaps of the gaps in data requirement). Too often I have seen
scientific activities carried out because of the non-scientifically based public
perceptions forgetting the real needs of the society in terms of food security. In addition
I would hope that in the future the EFSA risk assessment is integrated more with the
SUD implementation in the MS.

49. Is there a ‘fit-for-purpose’ evaluation of the mitigation measures used by Member States
to manage theoretical risks identified during the risk assessment process? And if so,
could you explain the theory and practice of this evaluation?

In Europe, Member States had developed their national risk mitigation measures, which
respond to the agricultural practices in the country, but also fit in legal framework into
force at the national level.  During the MAgPIE workshop, an inventory of these risk
mitigation measures in use in European countries, was made based on questionnaire
surveys circulated prior to the meetings.  The feedback gathered risk mitigation tools in use
for groundwater, surface water (including the protection of aquatic organisms), off-crop
areas and in-crop areas.
Each of the measures collected during this inventory (summarized below) was analyzed by
the whole expert group, constituted of 95 experts (who met in two workshops) from 24
countries, including  risk assessors and risk managers from regulatory authorities, industry
experts defining application recommendations stewardship programs, scientists involved in
the development of risk mitigation measures, and agronomical advisors and members of
extension services. The measures were analyzed using the following criteria: level of
implementation, technical description, regulatory status, inclusion in the good farming
practices, economical considerations, options to measure their effectiveness and finally
options to be taken into account into the regulatory risk assessment.  Supportive data were
shared with the whole group and included in the appendices of the proceedings.
Risk mitigation tools inventoried in European countries, Norway and Switzerland as a result of the MAgPIE
workshop, together with their benefits and related regulatory framework.

Type of
Mitigation
Measure

Risk Mitigation
Measure

Benefits Regulatory
Framework

Restrictions or
modifications of
products’
conditions of
application

Application rate,
application frequency,
application timing,  and
interval between
applications

Lower transfers to
groundwater and
surface water
Reduces exposure of
organisms in-crop
and off-crop

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011

Application
equipment with
Spray Drift
Reduction
Technology
(SDRT)

Spray drift reduction
nozzles (SDRN),
shields, precision
treatment, etc.

Reduces exposure of
organisms in-crop
(precision treatment)
and off-crop

Regulation (EC) No.
1107/2009, Directives
2009/1285 and
2009/1276

Buffer zones Non-sprayed zone at the Reduces exposure of Regulation (EC) No.
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Type of
Mitigation
Measure

Risk Mitigation
Measure

Benefits Regulatory
Framework

edge of a crop organisms in-crop
and off-crop

1107/2009 and
Regulation (EU) No.
547/2011, Directive
2000/607, Directive
92/438

Field margins

Vegetated buffer strip

Reduces exposure of
organisms in-crop
and off-crop and
provides habitat and
food resource

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011, Directive
2000/607, Directive
92/438

Multifunctional field
margin

Reduces exposure of
organisms in-crop
and off-crop,
provides habitat and
food resource and
mitigates effects on
biodiversity

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011, Directive
2000/607, Directive
92/438

Compensation
areas

Recovery areas
(ecological focus areas)

Provides habitat and
food resource and
reduces exposure of
organisms in-crop
and pending on
location in the
farmland may reduce
exposure of
organisms off-crop

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011, Directive
2000/607, Directive
92/438, CAP

Dust drift
reduction
technologies

High quality coating,
low dust drillers

Reduces exposure of
organisms in-crop
and off-crop

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011

Bee management

Bee hive removal or
protection, application
periods, information to
beekeepers

Managed bees

Regulation (EC) No.
1107/2009 and
Regulation (EU) No.
547/2011

On the basis of this analysis, each measure / tool was then allocated into one of the
following categories:

1. Not to be promoted
2. Under development
3. Needs consolidation and research
4. Promising tool implemented in some Member States
5. Well established tool implemented in most Member States

The resulting toolbox was then built to gather the risk mitigation options belonging to the fourth and fifth

categories, and for these measures the detailed technical data supporting each tool was gathered and
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discussed in order to provide the users of the toolbox with technical recommendations in view of future

implementation.  These are contained into Risk Mitigation Measure Technical Sheets (RMMTS) for the risk

mitigation tools that are already implemented in most Member States, and in Technical Advice Sheets for the

most promising tools for which an implementation could be initiated at a broader scale.

The workshop also discussed options to optimize the implementation of risk mitigation
measures, in particular with regards to possible overlaps among different regulatory texts
(e.g. regulatory framework relative to plant protection products and the Water Framework
Directive), and with regards to the options to further develop the multifunctional aspects of
risk mitigation measures, as for field margins.
The proceedings of both meetings (of the two workshops) have been circulated for
comments to the whole group, after a thorough commenting step for each chapter by each
subgroup.  The proceedings have then submitted as a draft to the SCoPAFF after a
consultation workshop in Brussels, then revised based on the feedback received by risk
managers, then re circulated to the whole group after revision for final comments.  The
proceedings were published via an editor and a scientific editorial review was performed
before final publication in May 2017.
The process is illustrated on the figure below.

50. Could you explain the architecture and aims of the MagPIE project?

The objectives are listed below:
 Summarise science relevant for setting Risk Mitigation Measures (RMM)
 Summaries current practise of setting RMM in MS
 Identify effective RMM and consider usefulness for broad regulatory use in EU
 Analyse S-Phrases of 547/2011 and – if needed – make proposals for improvements
 Make proposals for a structure of S-Phrases allowing for EU-wide harmonised

labelling but offering MS flexibility for incorporating further tailor-made mitigation
options

 Involve all relevant stakeholders for receiving acceptance, pooling of activities,
developing communication tools

 Consider other regulations stipulating comparable mitigation measures
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 Propose methods for controlling efficacy of RMM in practise.

The process followed the steps listed below (see also figure):
 Inventory of risk mitigation measures (RMM): existing and in development
 Discussion of the RMM identified
 Ranking based on defined criteria
 Listing of the tools to measure RMM effectiveness
 Identification of research needs
 Preparation of a guidance document
 Preparation of future networking See above.

51. What were MagPIE's major findings?

The inventory and discussions set the light on the diversity of measures and actions already
in place in MS in order to contain pesticide applications to their target and reduce
unnecessary and unavoidable exposure of non target organisms.  The measures are listed in
the table above and resulted in 24 Risk Mitigation Measure Technical Sheets (for ready to
implement measures) and  18 Risk Mitigation Measure Technical Advice (for most
promising measure for immediate development). In addition the workshop listed the
following recommendations:
1. Encourage the implementation of the toolbox in order to benefit of the risk
mitigation these tools can already provide and collect further quantification of their
effectiveness as well as on the practicality of their implementation;
2. Pursue the development of fair and effective environmental risk mitigation measures
easy to implement in the decision making process e.g., via the Safety Precaution Phrases,
and by farmers;
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3. Further develop the multi-functionality of field margins and adapt to Member States
conditions so that to optimize associated benefits;
4. Develop a dialogue with the stakeholders involved in the implementation of the
measures of the CAP so that the recommendations to farmers allow an optimized use of the
land;
5. Where relevant, pursue the development of methods allowing the certification of the
risk mitigation measures (as for example for spray drift reducing technologies or seed
mixtures), to facilitate the mutual recognition of the tools between countries and
organizations;
6. Where a quantitative appreciation of the effectiveness of a risk mitigation measure is
possible, facilitate their integration in the risk assessment process;
7. Pursue the development of technical guidance for ecological and environmental
monitoring, for the generation of relevant data allowing to measure the effectiveness of risk
mitigation measure and allow data sharing, extrapolations and robust databases;
8. Pursue the monitoring of pests, diseases, and weeds in farming systems where risk
mitigation measures involving non-sprayed zones areas are implemented in order to limit
counterproductive recommendations;
9. Pursue the generation of mapping systems such as GIS in support of environmental
and ecological modelling tools;
10. Pursue the development of ecological and environmental modelling toward tools
able to evaluate the effectiveness of risk mitigation measures a priori;
11. Develop communication tools, such as the proposed Risk Mitigation Measure
Technical Sheets (RMMTS) and declensions in training and stewardship (such as leaflets,
applications on mobile devices), to support the transfer of knowledge on the risk mitigation
toolbox to farmers and end users;
12. Develop networking on the scientific, technical, professional, and legislative or
regulatory aspects of the toolbox, to further develop its accuracy and effectiveness.

52. To what extend is it possible with toolboxes such as MagPIE to determine optimal PPP
application and to support an integrated pest management approach?

MAgPIE worked on the basis actual practice in place in MS and therefore reflects the
capacity of farmers and other stakeholders involved to actually implement the risk
mitigation measures identified. It also foresees further improvement of each measure
through a reality check of their effectiveness through monitoring as for example
recommended in the Sustainable Use Directive and the CAP.  In reducing exposure to the
strict minimum it provides a favourable context to the complementary use of biological
control agents during the course of the cropping season, thus allowing the concourse of
treatments that remain necessary together with beneficial and biological agents.

53. The publications on pesticides where you stand as a first or last author are not related to
the risk caused by pesticides on human/animal health or the environment. Among
others, the topics of your research are linked to the sustainable use of pesticides directive
or risk indicators. Neither are related to pesticide risk assessment. Your work has been
partly funded by the pesticide industry and you have collaborated with the pesticide

Page 593 of 754



15

industry-funded ILSI. How do you justify your application to the EFSA plant protection
products panels?

Please see my CV a major proportion is linked to risk assessment.

Concerning the industry, with ILSI I worked for aspects of water sustainability but it was an
expert hearing like what I am doing here with you. My profession is based on dialogue and
cross fertilisation in multistakeholder platforms. Then in my life I have been working with
ONG (my intense activity in Italy see www.piacecibosano.it), with industry, young
generation, immigrants, farmers, consultant, ministries….

Concerning EFSA, I suppose they select me because I was a scientist with more than 20
years of experience, mainly in pesticide fate (modelling and measurements). In fact I was
involved mostly working groups dealing with fate.

54. How can be it sure that the study framework enables to get consistent results, given that
conclusions change according to initial hypothesis, the size of the sample, the
parameters retained etc.?

This is science. We need to apply scientific methods ! In such complex areas like the
pesticide science we need the apply the correct uncertainty analysis.

55. Which statistical framework do you advice to make a consistent assessment of the
pesticides’ impact on waters, soils, forests and airs?

We need integrate the assessment at landscape level, based on dynamic crop scenario and
for a long temporal scenario. This means the use of monitoring data/modelling/probabilistic
assessment.

56. The MagPIE project lists the mitigation measures of the PPP in order to get a toolbox
that politicians or other stakeholders will be able to use. Is it possible, currently or in a
near future, to cancel the negative impact of pesticides thanks to some mitigation
measures, or does it stay some negative effects?

The implementation of the tools is underway and some countries are already the process of
the implementation phase, particularly in the area of runoff and spray drift management.
more development are underway through projects that associate digital technology, GIS
mapping and machinery development, which may ensure a chain of controlled actions from
the label (e.g. QR codes) to the sprayer and allow fit for purpose treatments avoiding
vulnerable areas and on the areas where phytosanitary control is needed. Such processes
will be developed scientifically with the concourse of all stakeholders so that to match
Member State’s demands and meet, if not overshoot, protection goals. The ultimate
objective envisioned by the working group was, to embed these risk mitigation measures
into a new good practice norm, used by farmers routinely independently of the need to
mitigate risks. Training and education sessions are planned in the context of the next phase
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of the project – implementation, so that to initiate the change of practices and reach
alignment along the chain of stakeholders.

Questions to ALL experts of the 2nd panel (Stakeholders recommendations on
Regulation (EC) 1107/2009):

57. Which elements of the current EU authorization process for PPPs are, in your view,
most problematic and should be changed? In your answer, could you please differentiate
whether problems are caused by the flaws in the legislative framework or by its
implementation? If applicable, what should be changed in EU legislation? If applicable,
what should be changed in the implementation process?

58. Is the Commission reform proposal4 on the reform of the General Food Law (Regulation
178/2001) published in April sufficiently addressing the problem of lack of transparency
(including access to documents (e.g. raw data) held by EFSA)? If so, why? If not, why?

59. The IARC opinion and the BfR/EFSA opinions have conflicting views on the risks
associated with glyphosate (i.e. on its carcinogenicity). Situations of conflicting
scientific opinions are not uncommon in science advice for policy-making. At the same
time, such scientific conflicts present a challenge both for regulators and for the broader
public and the latter’s trust in regulation. How could situations of divergent scientific
opinions on a particular regulatory issue be addressed? Which institutional mechanisms
of mediation of scientific conflicts would work best at EU level? (see, for example, the
proposal of the Group of Chief Scientific Advisors, Scientific Opinion 5/2018)5 to use
the Scientific Advice Mechanism for that purpose).

60. a) What changes, if any, should be introduced to the principle of reversed burden of
proof, as currently applicable in the PPP authorization procedure, whereby the applicant
provides all the evidence, on which the risk assessment is based? In your answer please
also consider the feasibility of any reforms in this regard in terms of public finances and
other practical and legal issues.

b) Does the Commission proposal to change the General Food Law Regulation address
this problem sufficiently?

61. There are many concerns about glyphosate next to carcinogenicity, for example,
concerns about the loss of farmland biodiversity, water contamination, soil health,
dependence of farmers on few big corporations, superweeds etc. In your view, does the
current legal framework for pesticides in the EU allow for the consideration of these
broader societal issues in the authorization process? Should the legislation be improved
so that these broader concerns can be taken into account? Is the current framework
focusing too narrow on safety issues (and right now even only on carcinogenicity),
therefore placing too much responsibility on a scientific agency (EFSA)?

62. Would you agree that risk management should strictly be based on a scientific
assessment? Would you agree that our European agencies are best qualified to present
such assessments?

63. Would you agree that pesticides can have a positive impact on food safety, for instance
by using fungicides to prevent mould infestations?

4 https://ec.europa.eu/food/safety/general_food_law/transparency-and-sustainability-eu-risk-assessment-food-
chain_en
5 https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf
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64. On PPP's is indicated a recommended quantity to be used in order to be safe. Are these
indications scientifically correct? If so, why are these indications questioned?

65. In your opinion, does EFSA need more finances and personnel to do its job?

66. In your opinion, who needs to pay for the scientific studies? Is it a problem if the
industry does? Do scientists make their results dependent of who pays? Wat about
studies for NGO's?

67. What is your opinion on the current European system, in particular on the following
points?

a) The double level: the active substance is assessed at the European level and the PPP
at the Member State level. At a strictly scientific level, is only assessing the active
substance sufficient?

b) For the active substance, the assessment is performed by the Member State contacted
by the asker. This assessment is then corrected by the EFSA in a peer review. However,
capacities of the Member States are different; therefore, there are problems of disparity
and workload. What could you propose to improve this situation? What do you think
about assessments performed only by the EFSA in order to have only one conclusion
and to improve the consistence of our system? We can discuss then about the political
question and decide to ratify the EFSA’s conclusion at the EU’s level or the Member
State’s level.
c) Currently, the asker provides information to agencies. How guarantying the rightness
of information? Which improvements could you propose in your checking and audit
system?

d) Public accountability of information is not total. Secret is justified by fair trade. How
far economic viewpoint can be accepted in the scientific subject of pesticides?

68. Do you consider that the residues of the active substance, its metabolites, a safener,
synergist and the co-formulant contained in it, are studied and assessed sufficiently on
human or animal health or on groundwater, or their potentially unacceptable effects on
plants or plant products or the environment in order to guarantee one of the purposes of
the Regulation 1107/2009, which is the protection of both human and animal health and
the environment? Do you see the results reflected in the authorisation assessment at MS
level?

69. The Implementation Assessment commissioned by the European Parliament (2018)
revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure
is not sufficiently considered in the current framework’’ (p.164/588). Do you consider
that the risk mitigation measures, take enough into consideration the non-dietary intake
and the exposure of non-target organisms?

Questions to Ms Franziska ACHTERBERG / Greenpeace Europe:

70. You are always advocating for less pesticides. Could you please elaborate a bit on the
risks for non-use? Especially with regards to the loss of fungicides and its negative
impacts on human health?

71. What kind of pesticides would you accept?

72. That do you think should be improved/changed in the risk communication of the PPP
regulation?
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73. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides,
also in ecological agriculture. What would be your solutions?

74. How many meetings have you had with the European Commission, the European
Parliament, European agencies and representatives of Member States in the past two
years?

75. What is your budget? What are your sources of funding?

76. Your organisation is constantly criticising industry for not being transparent enough, and
for exertion undue influence. Can you please explain to us the funding of your
organisation, and in particular the links your organisation has with the Isvara Foundation
as reported in Politico? (see reference https://www.politico.eu/article/ayman-jallad-
ayman-jallad-mystic-money-man-behind-brussels-activists-ngo-funding/).

77. What is your view on the importance or consideration that the Commission gives to
environmental aspects/risks when deciding whether or not to approve an active
substance? In your opinion, is their approach in line with legislative requirements, such
as Article 4 of Regulation 1107/2009? Is it sufficient to protect the environment? Please
give examples to back up your answer.

78. In relation to the evaluation of the inspection unit of SANTE, according to the
Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC
(https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/press-
releases/report-sante-on-confirmatory-data.pdf , see page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation
of PPPs. The responses to the survey showed that the majority of the Member States did
not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009
regarding deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member
States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and
Spain. Audit reports can be found on the Commission website. The audits confirmed that
the national re-evaluations of PPPs on the market, which must take account of the EU
approval Regulations and their related conditions, are significantly delayed. In three
Member States there were significant numbers of PPPs still authorised which had not
been evaluated in accordance with EU agreed uniform principles. In these Member
States the percentage of authorised PPPs that had not been evaluated in accordance
with the uniform principles ranged from 9% to 33%."

What is you evaluation on how this situation may affect the environment?

79. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of
both human and animal health and the environment… The precautionary principle
should be applied and this Regulation should ensure that industry demonstrates that
substances or products produced or placed on the market do not have any harmful effect
on human or animal health or any unacceptable effects on the environment.” (recital 8,
addressed in article 4)

80. Based on your work and research, do you consider that this aim of the regulation is
fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any
harmful effects on animals or any unacceptable effects on the environment? In your
opinion, do you consider that the current authorisation and use of pesticides allows a
high level of protection of the environment and its ecosystems?

81. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of
pesticide residues should have no harmful effects on humans and animals and no
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unacceptable effects on the environment and each active substance (or its metabolites)
has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered
a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very
biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable
acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty
testing among others.

In your opinion do you consider that the current system ensures that all the above
criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled?

82. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have
disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have
disappeared in France (French National Museum of Natural History, CNRS, 2017). All
these studies attributed the observed decline in populations of species, at least in part, to
intensive agriculture and the use of pesticides. In your perspective, what is the
significance of these observations in relation to biodiversity and ecosystem services? Do
you consider these changes alarming? And if yes, what political action would you
propose as necessary?

83. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European
freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as
reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides
were the major contributors. Is it true that the use of pesticides in agricultural areas are
putting our freshwater ecosystems at risk? What are the long term consequences of such
impacts?

84. What recommendations do you have on how to improve the current functioning or
design of the EU pesticides approval process in order to ensure the highest possible level
of protection of the environment and health as well as a high level of public trust in the
process? Please feel free to also include areas which may not have already been covered
in PEST hearings to date.

85. What is your evaluation of the Commission’s proposal on the revision of the General
Food Law?

86. Greenpeace is sometimes famous for its polemical actions, which harm fair goals despite
initial good intentions. How NGOs, which militate on scientific topics, can avoid an
inverted lobbying to protect the objectivity of science and not to harm some fair goals?

87. In comparison with the strict scientific ecology, Greenpeace sometimes practices a
political ecology and deals with purely political topics such as economy, migration or
culture. Is the intrusion of politics into purely scientific topics with no danger? Would
your action be more efficient and better welcomed by the public opinion if you separate
scientific question and ideological debate?

Questions to Mr Martin PIGEON / Corporate Europe Observatory (CEO):

88. You are always advocating for less pesticides. Could you please elaborate a bit on the
risks for non-use? Especially with regards to the loss of fungicides and its negative
impacts on human health?

89. What kind of pesticides would you accept?

90. That do you think should be improved/changed in the risk communication of the PPP
regulation?
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91. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides,
also in ecological agriculture. What would be your solutions?

92. Can you tell the committee how many meetings you have had with the European
Commission and the relevant EU regulatory agencies over the last two years?

93. Can you also inform the committee about your organisation’s annual budget, and its
respective sources of funding?

94. At an earlier hearing with the Commission and EFSA, the PEST committee raised the
issue of industry funding for research used in the approval process. It was put to EFSA
that this model should be revised and instead all studies should be financed through
public money, e.g. by EFSA themselves. The representatives from EFSA expressed the
view that this would support increased industry profits, as the burden of scientific proof
would shift from the economic operator who benefits from the approval to the regulatory
authority. Do you concur with this view?

95. As representatives of the European citizens' initiative against glyphosate, you have
raised a number of criticisms of the regulatory process for pesticides in general,
particularly with regard to last year’s glyphosate re-approval. What practical alternatives
do you suggest?

96. What is your budget? Can you describe your role? What are your sources of funding?

97. How many meetings did you have with the European Commission, Members of the
European Parliament and representatives of the Council and Member States permanent
representations in the last two years?

98. What measures do you think are necessary to ensure the highest level of transparency at
EFSA and in relation to the other stakeholders and documents involved in the
authorisation process? What recommendations do you have on conflicts of interest for
all stakeholders/organisations involved in the process?

99. There have been many improvements to EFSA transparency policy over recent years,
partly due to pressure exerted by the Parliament’s discharge procedure. Is the
independence of EFSA from industry now guaranteed? If not, what further
improvements can be made?

100. It has been argued that independence from industry can never be achieved, since so
many experts do receive funding from industry or have ties to industry. What do you
think about this? What in your view are some of the solutions to help build and support
independent science and researchers?

101. What is your view on the use of GLP standards in the pesticide authorisation
procedure?

102. At the PEST mission to EFSA, Mr Url spoke in favour of laying down a harmonised
independence policy amongst all EU agencies and invited the PEST committee to come
up with a proposal. What is your view on this suggestion? Would this be
desirable/achievable in practice? What measures would need to be put in place to ensure
that this would ensure the highest levels of independence possible (rather than resulting
in a policy of the lowest common denominator)?

103. From July 2018, under its new independence policy, EFSA will be able to request
declarations of interests from Member State experts which will be checked by EFSA.
What is your view on this? Will this help reduce conflicts of interest?

104. What overall recommendations do you have on how to improve the current
functioning or design of the EU pesticides approval process in order to ensure the
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highest possible level of protection of the environment and health as well as a high level
of transparency and public trust in the process? Please also feel free to include
areas/ideas/proposals which may not have already been covered in PEST hearings to
date.

105. Which influence do lobbies pro and anti-pesticides currently have on both scientific
and political European system?

106. Does lobbying have an impact on the assessments performed by the EFSA and the
ECHA? Did it have an impact on Glyphosate’s assessment, given that the EFSA had
partly used studies from industry?

107. The EU’s action is based on stakeholders’ consultation. Consequently, the EU has to
deal with lobbies from companies. Do scientific organizations work in a perfect
independence within the EU?

108. Lobbying does not come only from companies. It also comes from some NGOs. Is
NGO’s action sometimes questionable?

109. How guarantying the independence of scientific and political organizations against
lobbies in the EU?

110. Do you observe similarities in the corporate lobbying done in the past for some
nowadays banned pesticides, such as PCBs and Agent orange, to the lobbying done
nowadays from the big corporations? What could be improved in the legislation in order
that the civil society and other stakeholders have the same access and influence the
decision-making as the applicant?

Questions to Mr John CHINN / Crop Health and Protection (CHAP):

111. What are the biggest threats to crop production in Europe? How do you see the role
of pesticides in that system?

112. Regulation (EC) 1107/2009 states its purpose is: “to ensure a high level of protection
of both human and animal health and the environment and at the same time to safeguard
the competitiveness of Community agriculture”. How do you think that each of these
objectives are met and what could be done to further their attainment?

113. In your view, what are the key hurdles to the uptake of new technologies in the
agricultural sector?

114. What role do you see for pesticides in modern and sustainable farming? How would
you assess the role of technologies such as precision farming for the development of
farming in general and the use of pesticides? Looking into the technological
developments that can be expected for the near future, would you say that a sustainable
use of pesticides is possible?

115. In the next decades, humanity has to increase yields to assure the food needs. Can
the food-processing industry be sustainable, given that your innovations already
obtained?

116. If the food-processing industry can become sustainable, which strategy can you
propose to replace the current food-processing industry, implying to face big companies
such as Bayer-Monsanto?
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Greenpeace responses to the questions from the PEST Committee

58. Which elements of the current EU authorization process for PPPs are, in your view, most
problematic and should be changed? In your answer, could you please differentiate whether
problems are caused by the flaws in the legislative framework or by its implementation? If
applicable, what should be changed in EU legislation? If applicable, what should be changed
in the implementation process?

Regulation (EC) 1107/2009 aims to protect human and animal health and the environment by ruling
out the use of dangerous pesticides. It requires that pesticide products “shall have no immediate or
delayed harmful effects on human health, including that of vulnerable groups, or animal health ... or
on groundwater” and that they “shall not have any unacceptable effect on the environment” (Article
4.3).

However, many pesticides that should be banned or restricted under these criteria can still legally be
used. Even pesticides that have been banned, or the use of which has been restricted, are still
routinely applied in EU countries. The main reason for this is that important provisions of the
Regulation, which are aimed at health and environmental protection, are not properly implemented.

Undue influence on the EU evaluation– The rapporteur Member State (RMS) is obliged to provide
an “independent, objective and transparent risk assessment” that is carried out “in the light of
current scientific and technical knowledge” (Article 11.2). However, pesticide manufacturers have
numerous possibilities to influence the scientific assessment to their benefit. They can choose the
EU Member State whose national authorities will perform the initial assessment (i.e. the RMS). They
can decide which ‘representative formulation’ will be considered alongside the active substance.
They can select the laboratories that will carry out the regulatory studies and submit their own
summaries of the findings, as well as their own evaluation of the published literature studies. In
addition, manufacturers can obstruct the disclosure of the studies they submit for risk assessment,
turning the evaluation of pesticides into an affair between themselves and EU authorities, without
any possibility for third-party scientists to scrutinize the outcome.

The glyphosate case has shown that EU institutions are taking a hands-off approach here. According
to EFSA, it is acceptable for the RMS to copy and paste the manufacturers’ text into the EU risk
assessment report (without attribution) so long as it “agrees with a particular summary or
evaluation”. The RMS can even pass off the manufacturer’s comments (“Response – GTF”) as its own
(“Additional comments”). It can apply the “principles for the evaluation of published studies”
outlined in an industry-sponsored publication (e.g. Kier & Kirkland, 2013) and base its assessment on
the industry’s summaries of animal studies rather the full study reports.

In the glyphosate report, RMS Germany stated: “Due to the large number of submitted toxicological
studies, the RMS was not able to report the original studies in detail and an alternative approach
was taken instead. The study descriptions and assessments as provided by GTF were amended by
deletion of redundant parts (such as the so-called “executive summaries”) and new enumeration of
tables. Obvious errors were corrected. Each new study was commented by the RMS.” This means
that the RMS, at least initially, relied entirely on the data analysis provided by the producers of
glyphosate, without any additional evaluation to verify the findings.

None of this prompted a response from EFSA or the Commission. It appears to be common practice.
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Lack of EU-wide pesticide restrictions – The Regulation aims to provide for “the same level of
protection in all Member States” (Recital 10). However, the Commission tends to leave it to EU
Member States (MS) to define measures to mitigate health and environmental impacts established
at EU level. In many cases, the EU approval states that “Member States shall pay particular attention
to” issues that have been identified by EFSA, and that the “conditions of use shall include risk
mitigation measures where appropriate”. According to the European Ombudsman (Case
12/2013/MDC) it is questionable that these phrases “can be legally described as requiring mitigation
measures at all”. In its response to the Ombudsman, the Commission insists however that it is for
the MS “to establish adequate risk mitigation measures” and that its approach is “suitable to the
current legal framework”.

Abuse of emergency authorisations – The Regulation allows Member States “in special
circumstances” to “authorise ... the placing on the market of plant protection products, for limited
and controlled use, where such a measure appears necessary because of a danger which cannot be
contained by any other reasonable means” (Article 53). Many MS use this provision to allow the use
of pesticides that have been banned or restricted due to their danger to public health or the
environment. For example, almost half of EU MS have authorised the use of neonicotinoids at least
once since the EU imposed a partial ban due to their impacts on bees. According to a report for the
European Parliament, EU MS “have not justified the derogations for the continued use of
neonicotinoid seed treatments … because of emergency situations (i.e. new or emerging pests that
were not anticipated at the time of the EU partial ban). Instead, the derogations refer to the
dominant pests of the region whose abundance increased in certain years due to climatic
fluctuations.”

EFSA has recently concluded that two-thirds of the neonicotinoid authorisations granted in 2017
were justified. However, it did not assess whether there was any emergency situation. In countries
like Romania, which issue emergency authorisations year after year, this cannot be the case. EFSA
also based its assessment on unsubstantiated claims by MS that non-chemical methods were
insufficient to control the pest.

Much of this can be dealt with without any change in legislation:

 The RMS and EFSA should perform a truly independent evaluation and cannot rely on the
industry’s interpretation of the data. All studies underpinning scientific evaluations should
be publicly available. All experts dealing with scientific evaluations, as well as their
organisations, should be free from conflicts of interest.

 The Commission should consistently restrict or ban pesticides which can pose a danger to
people or the environment. When “scientific information is insufficient, inconclusive, or
uncertain” and potential harm cannot be ruled out, it should restrict or ban the use of the
pesticide, in line with the precautionary principle.

 EU MS should apply Article 53 on “emergency authorisations” as intended, and the
Commission must remind them of their obligations. It should reject unjustified
authorisations and tighten its guidance on Article 53, as recommended in the “Bee
Emergency Call” report of 2017.

Further changes should be introduced to limit the possibilities for companies to influence the EU
scientific evaluation, see answers to questions 61 and 67 below. Contrary to the improvements
mentioned above, these changes would require amendments to EU legislation.
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59. Is the Commission reform proposal1 on the reform of the General Food Law (Regulation
178/2001) published in April sufficiently addressing the problem of lack of transparency
(including access to documents (e.g. raw data) held by EFSA)? If so, why? If not, why?

The Commission proposal aims to oblige EFSA to proactively publish studies underpinning the
scientific evaluation of regulated products, including pesticides.  However, the proposal also allows
companies to keep important information secret, based on new confidentiality provisions in
Regulation (EC) No 178/2002 and in sectoral legislation. In addition, it could restrict existing rules on
access to documents, meaning that EFSA would not even release information when an “overriding
public interest”, as defined in Regulations (EC) No 1049/2001 and 1367/2006, exists. The proposal
needs substantial amendment if it is to achieve more rather than less transparency of EU scientific
assessments. The Commission should be open to such amendments since it has stated clearly that its
intention was not to limit the public’s existing rights to information.

60. The IARC opinion and the BfR/EFSA opinions have conflicting views on the risks
associated with glyphosate (i.e. on its carcinogenicity). Situations of conflicting scientific
opinions are not uncommon in science advice for policy-making. At the same time, such
scientific conflicts present a challenge both for regulators and for the broader public and the
latter’s trust in regulation. How could situations of divergent scientific opinions on a particular
regulatory issue be addressed? Which institutional mechanisms of mediation of scientific
conflicts would work best at EU level? (see, for example, the proposal of the Group of Chief
Scientific Advisors, Scientific Opinion 5/2018)2 to use the Scientific Advice Mechanism for
that purpose).

A “controversy on existing data” is one of the elements that can give rise to “scientific uncertainty”,
according to the Commission’s Communication on the Precautionary Principle. Where there is the
possibility of an unacceptable risk, coupled with scientific controversy, the EU can and should apply
the precautionary principle rather than trying to align all scientific bodies on the same view. The EU
should heed the “early warnings”. The objective must be a high level of protection, not putting an
end to scientific debate.

61.a) What changes, if any, should be introduced to the principle of reversed burden of proof,
as currently applicable in the PPP authorization procedure, whereby the applicant provides all
the evidence, on which the risk assessment is based? In your answer please also consider the
feasibility of any reforms in this regard in terms of public finances and other practical and legal
issues.

It is right that the applicant should be responsible for producing the scientific evidence needed to
evaluate its product. That doesn’t mean, however, that the applicant should also analyse and
interpret that evidence, and that the EU should follow that interpretation. The EU must provide its
own, independent and transparent scientific evaluation of the risks and hazards linked to the use of
pesticides. To avoid any bias, the EU should set up a mechanism by which companies fund regulatory
studies but public authorities commission them and oversee their execution.

The Commission should assess the feasibility of such a reform, taking into account also the OECD
framework. In principle, this approach should not burden public finances, since industry would pay
not only for the studies, but also for the service of commissioning them, which it is now doing in-
house.

1 https://ec.europa.eu/food/safety/general_food_law/transparency-and-sustainability-eu-risk-assessment-food-
chain_en
2 https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf
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b) Does the Commission proposal to change the General Food Law Regulation address this
problem sufficiently?

The Commission does not want to change the system at this point. It has argued that the proposed
system “may prove to be challenging given the high numbers of studies required to support all
applications for active substance approval and product authorisation”. However, the Commission’s
proposed publication of industry studies dealing with active substances “may” also be “challenging”
for EFSA, so this cannot be enough of a reason to oppose change.

EFSA does not want to change the system either. In its response to the PEST Committee, it has
mentioned difficulties “to calculate the mandatory contribution of the industry as in many cases
more than one company is interested in submitting an application dossier” and “conflict with the
legally binding OECD mutual recognition system”.

The Commission should seriously consider the options possible to respond to the demand by more
than a million Europeans that “regulatory studies to support EU pesticide approvals must be
commissioned by public authorities, not the industry itself”.

In its recent proposal, the Commission has instead proposed tighter checks on laboratories carrying
out studies for industry, as well as using taxpayer money “in exceptional circumstances” to conduct
so-called “verification studies”.

62. There are many concerns about glyphosate next to carcinogenicity, for example, concerns
about the loss of farmland biodiversity, water contamination, soil health, dependence of
farmers on few big corporations, superweeds etc. In your view, does the current legal
framework for pesticides in the EU allow for the consideration of these broader societal issues
in the authorization process? Should the legislation be improved so that these broader concerns
can be taken into account? Is the current framework focusing too narrow on safety issues (and
right now even only on carcinogenicity), therefore placing too much responsibility on a
scientific agency (EFSA)?

Regulation (EC) 1107/2009 covers a sufficiently large range of considerations to allow for informed
decisions on individual pesticides. With regards to the environment, it provides that a pesticide
“shall not have any unacceptable effects” with particular regard to “contamination of surface waters
(…), groundwater, air and soil” and “its impact on biodiversity and the ecosystem”. The criteria for
human health are even stricter. Other elements, which are unrelated to the protection of human
health and the environment, can also play a role in the decision. The Commission has told the PEST
Committee in its written responses that it takes into account “other legitimate factors”, as referred
to in Article 13 of the Regulation, without however giving any examples. The European Court of
Justice has ruled that the Commission must “take all relevant information into account”, including
the “costs and benefits of a specific measure” (judgement in Case T-584/13).

To address issues that are linked to the use of pesticides overall, rather than specific chemicals or
products, the EU should adapt its agricultural policies and properly implement Directive
2009/128/EC, which stipulates that farmers should use pesticides only as a last resort, when all other
means have failed. As Commissioner Andriukaitis recently said: “A point that was largely overlooked
in the recent glyphosate debate was the longer term picture and the need to encourage an
agricultural model progressively less reliant on such substances.”

63. Would you agree that risk management should strictly be based on a scientific assessment?
Would you agree that our European agencies are best qualified to present such assessments?
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Decisions about pesticides should be based on an independent and transparent scientific
assessment, the precautionary principle as well as “other legitimate factors”, according to Article 13
of Regulation (EC) 1107/2009. Therefore, whilst safety considerations should be central to these
decisions, the EFSA assessment cannot replace a political decision by the Commission and EU
Member States.

The Commission has confirmed this in its response to the PEST Committee. It “agrees that it is not
obliged to follow EFSA's views and can also diverge from the EFSA Conclusion if there are objective
reasons to do so, and taking into account other legitimate factors and risk management
considerations.”

It is reasonable, of course, that it should be EU agencies that provide the scientific assessments
underpinning EU decisions.

64. Would you agree that pesticides can have a positive impact on food safety, for instance by
using fungicides to prevent mould infestations?

It is important to balance the immediate positive impact against the negative impacts of fungicides,
including longer term impacts and unknowns. So long as we do not know the full impact of these
fungicides, either alone or in combination with other chemicals, we cannot trust that the overall
balance is positive.

65. On PPP's is indicated a recommended quantity to be used in order to be safe. Are these
indications scientifically correct? If so, why are these indications questioned?

So-called “safe levels” are based on limited scientific evidence. They depend on the predetermined
endpoints tested, which may not represent all the risks, and do not take into account the combined
effect with other chemicals. Impacts on ecosystems are not at all tested. These “recommended
quantities” are therefore of limited value.

66. In your opinion, does EFSA need more finances and personnel to do its job?

This is impossible for me to judge. What EFSA certainly needs is greater independence from the
Commission and MS, and a clearer separation from regulated industries. For example, it took an
NGO complaint for EFSA to stop its staff co-authoring publications with industry affiliated scientists.
The EFSA management took this decision only two months ago. However, EFSA staff is still allowed
to co-organise industry conferences, for example.

67. In your opinion, who needs to pay for the scientific studies? Is it a problem if the industry
does? Do scientists make their results dependent of who pays? Wat about studies for NGO's?

In principle, scientific studies should be funded by public money. They can of course also be paid for
by industry or NGOs. However, funding sources, authors and any competing interests of the authors
must be clearly indicated.

When it comes to the studies required for the regulatory risk assessment of pesticides, it is the
manufacturer who should pay for them – but not commission them (see answer to question 61).

Why does it matter whether safety research is commissioned by industry? As the report “Buying
science” explains, reviews of the scientific literature on the safety, toxicity, or efficacy of various
products – ranging from tobacco to pharmaceutical drugs and mobile phones – show that industry-
linked studies are far more likely than studies by scientists working independently of the industry to
find the product under examination to be safe and efficacious.
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68. What is your opinion on the current European system, in particular on the following points?

a) The double level: the active substance is assessed at the European level and the PPP at the
Member State level. At a strictly scientific level, is only assessing the active substance
sufficient?

When the RMS assesses an active substance, it should also take into account data on the formulated
products. However, the glyphosate health risk assessment systematically downplays the results of
such studies.

The assessment of the formulated products must be carried out to the same high standards as that
of the designated active substance(s) contained in them. After all, it is these products and not any of
their ingredients in isolation that are released into the environment.

b) For the active substance, the assessment is performed by the Member State contacted by the
asker. This assessment is then corrected by the EFSA in a peer review. However, capacities of
the Member States are different; therefore, there are problems of disparity and workload. What
could you propose to improve this situation? What do you think about assessments performed
only by the EFSA in order to have only one conclusion and to improve the consistence of our
system? We can discuss then about the political question and decide to ratify the EFSA’s
conclusion at the EU’s level or the Member State’s level.
In principle, it shouldn’t matter whether EFSA or a national authority carries out the first
assessment. Before EFSA can be trusted with the evaluation of both active substances and
formulated products, it should demonstrate that it is willing to work in full independence from the
regulated industries, and to base its evaluations on publicly available data. At this point, the EFSA
management does not even seem to agree that all studies underpinning pesticide assessments
should be published. At one of the first PEST Committee hearings, the EFSA director said: “You asked
a very relevant question: which information would increase trust? Is it really the case that we should
dump 10,000 more pages on the website? No, I think this would not help." However, all studies must
be fully published to allow for independent scrutiny of EFSA’s evaluations ahead of their publication.

c) Currently, the asker provides information to agencies. How guarantying the rightness of
information? Which improvements could you propose in your checking and audit system?

See responses to questions 61 and 67.

d) Public accountability of information is not total. Secret is justified by fair trade. How far
economic viewpoint can be accepted in the scientific subject of pesticides?

All scientific assessments, whether carried out by EFSA or national authorities, must be based on
published studies. The public interest in disclosure of information on the health and environmental
impacts of pesticides prevails over companies’ interest to keep information secret.

69. Do you consider that the residues of the active substance, its metabolites, a safener,
synergist and the co-formulant contained in it, are studied and assessed sufficiently on human
or animal health or on groundwater, or their potentially unacceptable effects on plants or plant
products or the environment in order to guarantee one of the purposes of the Regulation
1107/2009, which is the protection of both human and animal health and the environment? Do
you see the results reflected in the authorisation assessment at MS level?

I have not been able to look into any evaluations of formulated products. Under Regulation (EC)
1107/2009, it is for the EU to assess and approve safeners and synergists, and to ban “unacceptable
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co-formulants”. The Commission has confirmed that this has not happened since the adoption of the
Regulation in 2009. The implications of its inaction for human health and the environment should
not be underestimated.

POE-tallowamine is the exception. The EU has banned its use in glyphosate-based products but not
in other formulated products, leaving people and the environment unnecessarily exposed to this
toxic chemical.

70. The Implementation Assessment commissioned by the European Parliament (2018)
revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure is not
sufficiently considered in the current framework’’ (p.164/588). Do you consider that the risk
mitigation measures, take enough into consideration the non-dietary intake and the exposure
of non-target organisms?

Exposure levels are likely to be insufficiently reflected in the scientific evaluation. This is because
there is little data available on the use of pesticides, even for chemicals that have been applied for a
long time. EFSA has called for better data about farmers’ use of pesticides in order to be able to
remedy this shortcoming.

71. You are always advocating for less pesticides. Could you please elaborate a bit on the risks
for non-use? Especially with regards to the loss of fungicides and its negative impacts on
human health?

See response to question 64.

72. What kind of pesticides would you accept?

Greenpeace advocates ecological farming, which protects crops without chemical synthetic
pesticides. At the core of ecological pest protection are biodiversity-rich systems that enhance pest
control via natural enemies. In a five-step multilevel approach (see below), most effort is put into
the first three steps. More direct curative approaches, including the use of biocontrol agents or
approved insecticides of biological or mineral origin, are applied only when needed.
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73. That do you think should be improved/changed in the risk communication of the PPP
regulation?

It should be clear from the EU approval why certain risks are left for MS to deal with, rather than the
EU. For example, the Commission recently decided to ban all uses of three neonicotinoids except
uses in permanent greenhouses where the treated plants stay throughout their lifetime. In these
decisions (e.g. on thiamethoxam) the Commission has stated that “Member States must pay
particular attention to … the exposure of bees via the consumption of contaminated water from the
permanent greenhouses.” The EFSA Conclusion underpinning this decision states that EFSA has been
unable to assess the risk to bees from the consumption of contaminated surface water. Under these
circumstances, it would have been reasonable to ban all uses at EU level, rather than maintaining
uses, which have not been shown to be safe, and asking MS to deal with any potential risks.
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The Commission has considerable leeway in these decisions. It has told the PEST Committee that “in
cases where the representative uses are considered safe, but there are indications that potential
risks occur for uses different from the representative uses, the Commission may restrict the approval
to those uses which are considered safe according to the risk assessment”.

In the case of thiamethoxam, the Commission should also explain why it has maintained the EU
approval despite the fact that the producer, Syngenta, has failed to comply with the request for
confirmatory data on bees. The Commission should always be clear about the reasoning behind its
decisions as refined in the discussion with EU MS.

74. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides,
also in ecological agriculture. What would be your solutions?

We need more research into effective strategies to combat pests and fungal infections in an
ecological way, as well as support for farmers who adopt such strategies.

75. How many meetings have you had with the European Commission, the European
Parliament, European agencies and representatives of Member States in the past two years?

To the best of my recollection, I have had about 15 meetings with the European Commission, around
seven meetings with MEPs and fairly frequent contact with MEP and political group staff. I have also
had two meetings with Member State representatives and two meetings with EFSA. In addition, I
have participated in stakeholder meetings organised by the European Commission and ECHA, as well
as a pesticide conference organised by EFSA in Parma.

76. What is your budget? What are your sources of funding?

Greenpeace European Unit is funded by the European offices of Greenpeace and in 2017 had an
annual budget of about €1.7 million. In 2017, 95.3% of global Greenpeace funds came from
individual donations, with 3.3% from independent foundations and 1.4% from lottery funding.
Greenpeace does not seek nor accept donations from governments (including EU institutions),
corporations or political parties. For more information, please see the Greenpeace European Unit
entry in the European Union Transparency register.

77. Your organisation is constantly criticising industry for not being transparent enough, and
for exertion undue influence. Can you please explain to us the funding of your organisation,
and in particular the links your organisation has with the Isvara Foundation as reported in
Politico? (see reference https://www.politico.eu/article/ayman-jallad-ayman-jallad-mystic-
money-man-behind-brussels-activists-ngo-funding/).

Greenpeace receives no funding from the Isvara Foundation. The manager of the Isvara Foundation
was on the board of Greenpeace Mediterranean between 1997 and 2002 (Greenpeace Medi-
terranean covers Turkey, Israel, and Arab countries).

Greenpeace works to ensure transparency and public accountability in its campaigning, fundraising
and financial management practices. Greenpeace European Unit is on the European Union
Transparency Register, disclosing information according to stricter guidelines as recommended by
ALTER-EU and Civil Society Europe.

Greenpeace is also a member of Accountable Now, a platform of international civil society
organisations that strive to be transparent, responsive to stakeholders and focussed on delivering
impact. We have signed ten globally-agreed-upon accountability commitments and seek to respect
human rights, work ethically and professionally and maintain our independence.
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78. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the
Commission considered environmental issues as a "minor issue" only, and was proposing to
stop banning pesticides for environmental reasons only. What is you view of this position, also
in light of art.4 of Regulation 1107/2009? Has this consideration of environmental issues
changed in recent years and what policy statements would you refer to highlight your answer?

I am unaware of this document, and cannot say whether the Commission’s consideration of
environmental issues in pesticides decisions has changed over the years. Environmental scientists
have criticised that the environmental risk assessment of pesticides is incomplete in that indirect
effects on the functioning of ecosystems are not factored in and that the species spectrum looked at
is too narrow.

79. In relation to the evaluation of the inspection unit of SANTE, according to the
Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC (see
Appendix II, page 12)

"In 2015, the Commission undertook a survey of all Member States on the authorisation of
PPPs. The responses to the survey showed that the majority of the Member States did not
comply with the legal requirements laid down in the Regulation (EC) No 1107/2009
regarding deadlines for the authorisations of PPPs.

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member States:
Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and Spain. Audit
reports can be found on the Commission website. The audits confirmed that the national re-
evaluations of PPPs on the market, which must take account of the EU approval Regulations
and their related conditions, are significantly delayed. In three Member States there were
significant numbers of PPPs still authorised which had not been evaluated in accordance
with EU agreed uniform principles19,20. In these Member States the percentage of
authorised PPPs that had not been evaluated in accordance with the uniform principles
ranged from 9% to 33%."

What is you evaluation on how this situation may affect the environment?

Generally, pesticides must be re-evaluated on a regular basis given that knowledge about their
adverse impacts on human health and the environment tends to take time to develop. The EU
should therefore swiftly assess any new information and act to restrict the use of chemicals found to
be potentially harmful. When the EU imposes restrictions or bans, these must be applied by all the
Member States (MS).

According to the Commission report quoted above, MS are slow to review product authorisations
following the (non-)renewal of the EU approval, but do apply EU-wide restrictions imposed on the
basis of new scientific data (Article 6(f) and Article 21) in a timely manner. The Commission has not
detailed which product authorisations are still in place that should have been amended or
withdrawn in order to prevent harmful effects on human health or the environment. It is difficult
therefore to judge the impact of these delays on the environment.

80. / 81. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection
of both human and animal health and the environment… The precautionary principle should
be applied and this Regulation should ensure that industry demonstrates that substances or
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products produced or placed on the market do not have any harmful effect on human or animal
health or any unacceptable effects on the environment.” (recital 8, addressed in article 4).

Based on your work and research, do you consider that this aim of the regulation is fulfilled,
and therefore the authorisation and use of pesticides in the EU do not cause any harmful effects
on animals or any unacceptable effects on the environment? In your opinion, do you consider
that the current authorisation and use of pesticides allows a high level of protection of the
environment and its ecosystems?

It would be naïve to believe that all pesticides allowed for use in the EU “do not have any harmful
effect on human or animal health or any unacceptable effects on the environment”. Firstly, not all
adverse effects of pesticides are captured by EU risk assessment. In some cases, they may have been
identified had experts properly done their job (see response to question 58). In other cases, the
scientific data requirements and methods may have been poorly designed or outdated, or perhaps
some adverse outcomes were simply impossible to anticipate. Secondly, not all decisions on
pesticides are such that they will effectively rule out the dangers that have been identified in the
evaluation (see questions 58 and 73).

Even if each individual chemical and formulated product was compliant with the EU’s safety criteria,
the overall use of pesticides could not be judged as safe. This is because living organisms are
exposed to a multitude of chemical pesticides at the same time, in addition to other pressures. This
is why, beyond the proper implementation of EU pesticides law, including Directive 2009/128/EC,
the EU needs to do all it can to rapidly reduce the use of pesticides and move to ecological farming.

82. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of
pesticide residues should have no harmful effects on humans and animals and no unacceptable
effects on the environment and each active substance (or its metabolites) has to fulfil the
following conditions (Annex II, 3.7 and 3.8): it should not be considered a POP, a Persistent
Bioccumulative and Toxic (PBT), very persistent, very biocumulative, an endocrine disruptor
to non-target organisms, to have unacceptable acute or chronic effects on bees or to have
unacceptable impacts following ecotoxicty testing among others.

In your opinion do you consider that the current system ensures that all the above criteria are
fulfilled? Do you know of any cases where these criteria are not fulfilled?

No these criteria are not fulfilled in each case. Take the example of sulfoxaflor, a new systemic
insecticide approved in the EU. Whilst the industry has claimed that this is not a neonicotinoid, it
does share many characteristics with neonicotinoids. Recent research has shown that chronic
exposure to sulfoxaflor, at field-realistic doses, can have severe sub-lethal effects on bumblebee
colonies. (EFSA has finalised – but not yet published – an additional evaluation of sulfoxaflor’s risk to
bees, based on so-called “confirmatory information” submitted by the manufacturer.)

Another example is chlorpyrifos, a potent neurotoxin that can impair people’s cognitive
development and function and that is still allowed in the EU. This chemical is also highly dangerous
to bees. (EFSA is working on a new assessment of chlorpyrifos.)

83. A recent study found a 75% decline of insect biomass in proximity to agricultural sites
(Hallmann et al, 2017), another found that more than 400 million of birds have disappeared in
Europe (Inger et al. 2014), whereas an average of 33% of all birds have disappeared in France
(French National Museum of Natural History, CNRS, 2017). All these studies attributed the
observed decline in populations of species, at least in part, to intensive agriculture and the use
of pesticides. In your perspective, what is the significance of these observations in relation to
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biodiversity and ecosystem services? Do you consider these changes alarming? And if yes,
what political action would you propose as necessary?

These results are indeed alarming. The environmental impact of today’s farming practices, including
the massive use of pesticides, can no longer be ignored. As a recent report by environmental
scientists put it: “The established agricultural plant protection practice has reached a turning point
where important ecosystem functions and livelihoods are under serious threat.”

The EU should urgently take measures to reduce the use of pesticides and to promote ecological
farming methods that obviate the need to use them. This requires a rethink of EU farming subsidies,
as well as strict implementation of EU pesticides policies. This includes Regulation (EC) 1107/2009 as
well as Directive 2009/128/EC, which stipulate that pesticides should only be used as a last resort,
when nothing else has worked. In the end, it should be more economically attractive for farmers
(and other actors, such as railway companies) not to use pesticides rather than to use them.

To allow the EU to take informed decisions, all EU data on pesticide sales and use must be fully
published. EU Regulation (EC) No 1185/2009 on pesticide statistics provides only for the publication
of highly aggregated data and prohibits the disclosure of data on individual chemicals. It needs to be
amended.

In addition, the EU should direct more research funding to ecological farming and pest control
strategies. Only 0.56 percent of the HORIZON 2020 budget is used for research in organic food and
farming.

84. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European
freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as reference
invertebrate, fish and algae) were under chronic chemical risk, and pesticides were the major
contributors. Is it true that the use of pesticides in agricultural areas are putting our freshwater
ecosystems at risk? What are the long term consequences of such impacts?

Yes this is true. Mixtures of pesticides are routinely found in aquatic systems, whereas the risk
arising from these mixtures are not characterised. The Greenpeace Research Laboratories have
found residues of up to 29 pesticides in water samples taken from rivers in the Southwest of
England. This is a very serious issue that requires greater attention.

85. What recommendations do you have on how to improve the current functioning or design
of the EU pesticides approval process in order to ensure the highest possible level of protection
of the environment and health as well as a high level of public trust in the process? Please feel
free to also include areas which may not have already been covered in PEST hearings to date.

 All studies used to back up pesticide decisions must be published. (The Commission’s
proposal aims to achieve this for the EU level approval, not for the national level
authorisation. However, there is a risk that important information would remain secret.)

 The Commission should assess options to ensure that public authorities, not industry,
commission and oversee the execution of studies required for the evaluation of pesticides
and formulated products.

 The Commission should clarify what it means for the RMS to carry out an “independent,
objective and transparent assessment in the light of current scientific and technical
knowledge”. Clearly, the RMS must not be allowed to copy and paste the manufacturer’s
evaluation of published literature studies into the EU risk assessment report, without
attribution. It must also analyse each of the so-called “regulatory studies” and must not rely

Page 612 of 754



13

on the manufacturer’s interpretation of their results. All national authorities must have clear
rules to prevent conflicts of interests.

 The Commission should act on all risks identified at the EU level rather than passing the
responsibility on to EU MS.

 The Commission should make sure that chemicals other than the designated active
substance(s) contained in formulated products are assessed and regulated, as required
under EU law.

86. What is your evaluation of the Commission’s proposal on the revision of the General Food
Law?

See answer to question 59 above.

87. Greenpeace is sometimes famous for its polemical actions, which harm fair goals despite
initial good intentions. How NGOs, which militate on scientific topics, can avoid an inverted
lobbying to protect the objectivity of science and not to harm some fair goals?

See answer to the following question.

88. In comparison with the strict scientific ecology, Greenpeace sometimes practices a political
ecology and deals with purely political topics such as economy, migration or culture. Is the
intrusion of politics into purely scientific topics with no danger? Would your action be more
efficient and better welcomed by the public opinion if you separate scientific question and
ideological debate?

Greenpeace’s campaigns are based on facts, including scientific evidence and a determination of
uncertainties. For this purpose, we are advised by in-house scientists in our Science Unit, which is
based in a UK university setting and which maintains an extensive network of scientific contacts with
both individuals and institutions. Greenpeace has no shareholders and its purpose is not to generate
a profit – its ultimate objectives are to protect and conserve the environment and to promote
peace.
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PEST COMMITTEE MEETING OF 6 September 2018 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  

AUTHORISATION OF PLANT PROTECTION PRODUCTS  

BY MEMBER STATES 

 

 

PREPARATORY QUESTIONS 

 

In the context of the PEST Committee meeting of 6 September 2018, a public hearing on 

“Environmental impacts of pesticides, including mitigation measures at Member State level” 

and “Stakeholders' recommendations on the current EU regulation on the approval of plant 

protection products” with altogether six invited experts will take place. 

To prepare for this public hearing, political groups have submitted the following questions. 

These questions, which address many of the topics at stake, should be answered by the 

experts invited in writing by 4 September 2018, 12.00 h. 

Questions to ALL experts of the 1st panel (Environmental impact & mitigation):  

1. What are, in your view, the most likely risks to public health and the environment 

caused by glyphosate-based herbicides? 

2. Are public health and environmental risks adequately assessed at EU level at the 

moment? If not, what should change? In particular, do you see any problems with the 

assessment criteria as laid down in the EU legal framework and agency risk assessment 

guidance documents (of EFSA for example)? Or, are the problems due to the application 

of those criteria by the scientific agencies? 

3. According to several scientific sources (see for example the following link1), current 

criteria for assessing pesticides in the EU authorization are inadequate, because they do 

not consider the cumulative effects of the use of different pesticides on human health 

and the environment. How could the current criteria of risk assessment be improved to 

take better account of the real world effects of pesticide use? 

4. Based on your research, what are best practices for mitigating environmental risk of 

plant protection products? 

5. What are important factors for successful mitigation strategies? 

6. Birds: Research has shown great impact of PPP on birds, especially migratory birds. 

Beyond birds, what is the impact of the loss of biodiversity on their prey, predators and 

others?  

7. Bees: We have evidences that LD50 used in assessment is not accurate for bees. Other 

methods could be used, for instance by quantifying the apparent exposure surface area 

of honey bees submitted to pesticide treatments by spraying. Moreover, we know now 

that PPP can also have reprotoxic effects on bees, especially by undermining male 

fertility.  

                                                 
1  Schäffer A, Filser J, Frische T, Gessner M, Köck W, Kratz W, Liess M, Nuppenau, E-A, Roß-

Nickoll M, Schäfer R, Scheringer M.: The Silent Spring - On the need for sustainable plant protection. 

Leopoldina Discussions No. 16; 61  
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8. What improvements could be decided in PPP and active substances assessments 

regarding effects on bees?  

9. Waters: it is now well known that waters are polluted by PPP, among others products. 

Since decades can be necessary to see the results of pollution on spring waters, what are 

the expectations for EU waters regarding PPP?  

10. Do we have examples of mitigations measures decided by MS and finally implemented 

at EU level?  

11. Neonics: When the EU banned neonicotinoids in April, some scientists feared that there 

would be a switch to pesticides that would have even more harmful effects on 

microorganisms such as beetles and spiders. How can such effects be prevented in the 

approval process? The main example is the active substance sulfoxaflor (that will be 

banned in France for example), can the active substance sulfoxaflor safely replace 

neonicotinoids?  

12. Seeds: It was also feared that there might be a change from rapeseed to soya, for 

example, which could have negative effects on pollinator insects. Did you gain 

experience on this matter in your field of research? 

13. Concretely, which consequences do pesticides have on flora and fauna? How do 

pesticides lead to these consequences? 

14. Is it possible to get a PPP in accordance with the sustainable development, that is to say 

a non-polluting PPP with no impact on environment? 

15. Can society both life with no pesticides and guarantee the growing food needs? Which 

other options are there or will there be in a near future? 

16. How is your scientific independence guaranteed in your scientific work, given that many 

conflicts of interest exist in the question of pesticides? 

17. Do you consider that the residues of the active substance, its metabolites, a safener, 

synergist and the co-formulant contained in it, are studied and assessed sufficiently on 

human or animal health or on groundwater, or their potentially unacceptable effects on 

plants or plant products or the environment in order to guarantee one of the purposes of 

the Regulation 1107/2009, which is the protection of both human and animal health and 

the environment? Do you see the results reflected in the authorisation assessment at MS 

level? 

18. The Implementation Assessment commissioned by the European Parliament (2018) 

revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure 

is not sufficiently considered in the current framework’’ (p.164/588). Do you consider 

that the risk mitigation measures, take enough into consideration the non-dietary intake 

and the exposure of non-target organisms? 

Questions to Mr Jeroen P. VAN DER SLUIJS / University of Bergen (Norway):  

19. Your "research seeks to increase our understanding of the phenomenon and dynamics of 

scientific controversy on contemporary old, new and emerging environmental and 

health risks" (see link).  

In what way could the risk communication be improved to avoid diverging reports? 

20. How do you respond to claims that the IUCN Task Force on Systemic Pesticides, for 

which you were head of the scientific committee, had predetermined its conclusions on 

neonicotinoid pesticides to support an advocacy campaign before even starting its work 

Page 615 of 754

https://www.uib.no/en/persons/Jeroen.P.van.der.Sluijs?field_uib_first_name_value=jeroen&field_uib_last_name_value=van+der+sluijs&field_uib_user_competence=&=Apply


3 

 

on its Worldwide Integrated Assessment (WIA)2? Do you consider the work of the Task 

Force on Systemic Pesticides to be consistent with the principles of academic scientific 

integrity?  

21. In 2010 you took part in an “international workshop on neonicotinoids” at the 

Université de Paris-Sud, the “resumé” of this meeting can be found publicly on the 

internet. In this resumé it was agreed to publish research papers with the aim of calling 

for a ban on neonicotinoids and of launching an NGO-campaign against those 

substances. The separation of (scientific) risk assessment and (political) risk 

management in Regulation 1107/2009 is internationally recognised. In this regard, could 

you share your opinion on the role of science in assessing and managing risks of 

pesticides? 

22. What is your view on the importance or consideration that the Commission gives to 

environmental aspects/risks when deciding whether or not to approve an active 

substance? In your opinion, is their approach in line with legislative requirements, such 

as Article 4 of Regulation 1107/2009? Is it sufficient to protect the environment? Please 

give examples to back up your answer. 

23. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/press-releases/report-

sante-on-confirmatory-data.pdf, see page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is your evaluation on how this situation may affect the environment? 

24. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

25. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

                                                 
2  https://risk-monger.com/2017/01/15/beegate-revisited-iucns-anti-neonic-pesticide-taskforce-an-

expose-into-activist-science/  
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26. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 

unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

27. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

28. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

29. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

30. You promote a worldwide-integrated assessment of pesticides. Such an approach is 

interesting, because it is essential to have a systemic way of looking. Scientifically 

speaking, all data and parameters have to be considered to measure correctly the impact 

of a phenomenon. Moreover, the systemic approach shows that this is the entire planet, 

as a whole, which is concerned.  The problem goes beyond the borders. However, the 

political aspect is necessarily a part of this problem. What do you think about principles 

such as subsidiarity or westphalian sovereignty? Which political framework do you 

suggest to aim a worldwide-integrated assessment of pesticides? 

Questions to Ms Noa SIMÓN-DELSO / Belgian Bee Keeping Center for Research and 

Information (CARI):  

31. Your focus is on soil: Could you please elaborate and explain the different impacts of 

mechanic plant protection and non-mechanic (chemical and organic) on biodiversity 

especially with regards to worms. (ploughing vs herbicides)? 

32. How do you see the development with precision farming tools? Will there be an effect 

on soils? 
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33. What do you think is the impact of having more than 90% of beekeepers in Europe 

being amateurs in terms of pathogens and viruses control? Do you see a possible impact 

on wild pollinators’ populations?  

34. The Commission’s own survey of EU Bee Keepers and Member State Reference 

Laboratories indicated that factors of most concern with regards to honeybee health 

were Diseases, Varroa, Viruses and Nosema with pesticides relatively of much lower 

concern. So why has your research continued to focus on the role of pesticides rather 

than these other factors?  

35. Scientific studies conducted by industry for pesticide registration must comply with the 

OECD Principles of Good Laboratory Practice (GLP) as well as International Test 

Guidelines to ensure the data is reliable, reproducible, and that the study methodology is 

robust and fit for purpose. Can you explain the quality controls for academic studies 

used to achieve the same outcome? For example, what safeguards are in place to ensure 

that there is no contamination of pollen and nectar samples during the collection and 

analysis process for neonicotinoids? 

36. As part of your campaign for a full ban on neonicotinoids3, did you conduct an 

evaluation as to whether the replacements for neonicotinoids would provide improved 

safety for bee health? 

37. In your view, is the current risk assessment performant enough to protect pollinators? 

And what about the rest of the entomofauna? 

38. In your view, is there a possible positive coexistence between agriculture and 

pollinators? 

39. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the 

Commission considered environmental issues as a "minor issue" only, and was 

proposing to stop banning pesticides for environmental reasons only. What is you view 

of this position, also in light of art.4 of Regulation 1107/2009? Has this consideration of 

environmental issues changed in recent years and what policy statements would you 

refer to highlight your answer? 

40. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(see Appendix II, page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is you evaluation on how this situation may affect the environment? 

                                                 
3 http://science.sciencemag.org/content/360/6392/973.1  
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41. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

42. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

43. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 

unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

44. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

45. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

46. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

47. Can you explain how pesticides have an effect on bees, pollinators and other key 

organisms for ecosystem?  

48. The EU has partly recognized the impact of neonicotinoids on pollinators or other 

organisms such as earthworms. What about other classes of pesticides, in particular 

Glyphosate, considered genotoxic and carcinogenic for animals by the IARC?  
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Questions to Mr Ettore CAPRI / Catholic University of Sacred Heart Piacenza, 

Faculty on Agriculture: 

49. You are involved in EFSA. In what ways could the EFSA process be improved from a 

scientific point of view?  

50. Is there a ‘fit-for-purpose’ evaluation of the mitigation measures used by Member States 

to manage theoretical risks identified during the risk assessment process? And if so, 

could you explain the theory and practice of this evaluation? 

51. Could you explain the architecture and aims of the MagPIE project? 

52. What were MagPIE's major findings? 

53. To what extend is it possible with toolboxes such as MagPIE to determine optimal PPP 

application and to support an integrated pest management approach? 

54. The publications on pesticides where you stand as a first or last author are not related to 

the risk caused by pesticides on human/animal health or the environment. Among 

others, the topics of your research are linked to the sustainable use of pesticides directive 

or risk indicators. Neither are related to pesticide risk assessment. Your work has been 

partly funded by the pesticide industry and you have collaborated with the pesticide 

industry-funded ILSI. How do you justify your application to the EFSA plant protection 

products panels? 

55. How can be it sure that the study framework enables to get consistent results, given that 

conclusions change according to initial hypothesis, the size of the sample, the 

parameters retained etc.? 

56. Which statistical framework do you advice to make a consistent assessment of the 

pesticides’ impact on waters, soils, forests and airs? 

57. The MagPIE project lists the mitigation measures of the PPP in order to get a toolbox 

that politicians or other stakeholders will be able to use. Is it possible, currently or in a 

near future, to cancel the negative impact of pesticides thanks to some mitigation 

measures, or does it stay some negative effects? 

Questions to ALL experts of the 2nd panel (Stakeholders recommendations on 

Regulation (EC) 1107/2009):  

58. Which elements of the current EU authorization process for PPPs are, in your view, 

most problematic and should be changed? In your answer, could you please differentiate 

whether problems are caused by the flaws in the legislative framework or by its 

implementation? If applicable, what should be changed in EU legislation? If applicable, 

what should be changed in the implementation process? 

 

(The analysis and proposals below are largely drawn from a document prepared by 

“Citizens for Science in Pesticide Regulation”, a coalition of NGOs, scientific and 

legal experts led by PAN Europe, to be presented to the public on September 5th 2018). 
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The EU pesticides regulation explicitly prioritises the protection of human and animal 

health and the environment. However, the rules are not implemented properly and the 

regulatory system is allowing private interests to be given priority over health and the 

environment.  

Major conflicts of interest persist in the EU’s pesticides regulatory system. The data used by 

EU regulators mainly consists in studies provided by applicants with a vested interest in 

exagerating the safety of their products and dismissing concerns. These studies’ raw 

data is never published (only summaries), and only partly and reluctantly disclosed 

when requests are made, preventing scientific scrutiny on the work of EFSA. Moreover, 

through its lobbying, industry remains heavily involved in designing the methods for risk 

assessment. The pesticides panel of the European Food Safety Authority (EFSA), which 

also has a heavy role in designing such methods, has since its beginning included people 

with financial ties to the agrochemical industry. The members of EFSA’s peer review 

process are EU and national public officials whose identity is largely unknown, and, in 

the case of national officials, whose political independence from their governments 

cannot be guaranteed. 

The Monsanto Papers, internal Monsanto documents disclosed in cancer litigation in the 

USA, show how industry can actively subvert science. It is now clear that industry must 

be kept at arm’s length from safety testing, risk assessment and risk management, and 

this is not the case today in the EU.   

In a context where EU and national research policies increasingly force public-private 

partnerships between academia and business in the name of innovation, the 

consequence of the above is that, today, EFSA is at the receiving end of an economy of 

regulatory data production that it does not control, and has little capacity to either 

perform the in-depth analysis it would need or access enough independent experts.  

The result of these failures, both in the regulation itself and in implementing it, is a rapid 

collapse of biodiversity (birds, bees, butterflies, frogs, and insects) in agricultural areas 

and serious harm to humans, in particular farm workers. In addition to its failure to 

protect health and the environment, the current system also fails to protect food security 

for future generations, since biodiversity, pollinators, and soil fertility – the building 

blocks of a productive and resilient agriculture – are put at risk by pesticides. 

 

To correct the situation, several steps must be taken: 

 

- In terms of risk management, the European Commission and Member States should 

prioritise public health, the environment and sustainable agriculture: 

1. The European Commission shall only propose the approval of a pesticide if all uses 

proposed by industry are considered safe by EFSA and no safer alternative (substance or 

practice) is available. 

2. The Sustainable Use of Pesticides Directive must be respected: pesticides must be 

used only as a last resort when all other non-chemical alternatives have been applied and 

have failed. 

3. The European Commission, as risk manager, shall operate transparently and with 

accountability. It must fulfil its obligation under the pesticide regulation to prioritise public 

health and the environment over all other considerations, such as international trade or 

corporate profits. The decision-making process – the discussions between the European 

Commission and the Member States, or any other entity – shall be public. 
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4. To enable EU farmers to improve their practices without being ‘punished’ by 

markets; the European Commission shall not place them in a position of unfair competition 

and shall therefore ban imported products that contain residues of non-approved pesticides, 

or that contain residues of any pesticide exceeding permitted levels, with no exceptions. 

 

- In terms of the data used in the risk assessment process, it is essential to ensure that 

decision-makers rely on data that is complete, public, up to date, and free from industry 

bias 

 

5. Safety testing of pesticides shall be carried out by independent laboratories and not 

by the pesticide industry itself. The process shall be paid for by an industry-supplied fund 

that shall be managed by an independent public body such as EFSA, although the 

commissioning of studies and their evaluation should not be done by the same institution. 

6. To prevent cherry-picking of favourable data, all safety studies must be registered in 

advance. As long as industry has to supply them in the framework of its applications, no 

industry-funded safety study that is not registered shall be used in support of regulatory 

authorisation of a pesticide. 

7. All experts involved in risk assessment shall be subject to a strict conflict of interest 

policy and rules. Any ties to commercial interests will exclude them from the process. 

Should an expert with a conflict of interest be considered to offer useful expertise, he/she 

could be invited to a hearing but should not have any role in the drafting and deliberation 

phases of the risk assessment. 

8. Existing guidelines on risk assessment shall be fully reviewed by independent 

scientists because in many cases they were designed and promoted by industry and are 

biased in favour of industry interests. 

9. EU-funded research programmes shall prohibit industry-linked individuals from 

joining projects that design or evaluate risk assessment methodologies. 

10. The data required on pesticides to assess whether they should be authorised need to 

be updated urgently, because major health effects are not adequately covered, such as 

immunotoxicity, endocrine disruption and developmental neurotoxicity. 

11. Industry dossiers shall only be accepted into the authorisation process when all 

required data are delivered, including all independent peer-reviewed publications related to 

health and environmental effects of the pesticide. Pesticides that do not fulfil all the 

requirements of the regulation must be banned. 

12. Formulations of pesticides as sold and used (and not just the isolated active 

ingredient) shall be tested and assessed for crucial endpoints, e.g. mutagenicity, 

carcinogenicity, developmental toxicity, and endocrine disruption.  

13. The cocktails of pesticide residues to which EU citizens are exposed every day must be 

taken into account when calculating “safe” daily exposure levels. Until this is 

implemented, an additional “safety” factor of 10 shall be applied in all pesticide risk 

assessments. An additional safety factor shall also be applied to concentrations of 

pesticides found in the environment. 

14. All the results and data of all pesticide safety tests shall be published on the internet 

in a consistent and searchable format. 

15. National authorities shall conduct routine independent post-approval monitoring of 

the effects of pesticides on health and the environment. The monitoring shall be paid for out 

of a fund supplied by the pesticides industry but managed by an independent body. There 

must be no contact on these matters between the monitoring authorities and industry. 
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If the EU regulation were properly implemented and risk assessment methods were 

overhauled to be scientifically rigorous and objective, a number of pesticides that were 

previously deemed safe would be shown to endanger human health and/or the environment 

and would have to be banned or restricted.  

 

 

The above-listed improvements would lead to a higher level of protection for health and 

environmental protection. Given the numerous non-chemical alternatives for plant 

protection based on ecological methods, they would also stimulate innovation in agriculture 

in a more sustainable direction. As a result, food security could be guaranteed not only for 

the present but also for the future, by protecting the basic requirements for agriculture: 

biodiversity, soil health and water quality. 

 

 

59. Is the Commission reform proposal4 on the reform of the General Food Law (Regulation 

178/2001) published in April sufficiently addressing the problem of lack of transparency 

(including access to documents (e.g. raw data) held by EFSA)? If so, why? If not, why? 

 

The Commission’s proposal goes in the right direction but has seemingly been written too fast: it 

could be seen as replacing the existing access-to-documents regime, notably under the Arhus 

convention, which would actually worsen data transparency rather than improving it. These 

elements in the proposal must be amended.  

Furthermore, the draft report of Ms Sommer (EPP) worsens the situation by suggesting, among 

other problematic elements, that the data should only be published after EFSA has published its 

scientific opinion, which would largely defeat the purpose of the whole initiative by preventing 

scientific scrutiny on industry applications when it is most relevant. 

 

60. The IARC opinion and the BfR/EFSA opinions have conflicting views on the risks 

associated with glyphosate (i.e. on its carcinogenicity). Situations of conflicting 

scientific opinions are not uncommon in science advice for policy-making. At the same 

time, such scientific conflicts present a challenge both for regulators and for the broader 

public and the latter’s trust in regulation. How could situations of divergent scientific 

opinions on a particular regulatory issue be addressed? Which institutional mechanisms 

of mediation of scientific conflicts would work best at EU level? (see, for example, the 

proposal of the Group of Chief Scientific Advisors, Scientific Opinion 5/2018)5 to use 

the Scientific Advice Mechanism for that purpose). 

 

 

Divergences in science are not uncommon and should not necessarily be resolved by other means 

that the continuation of scientific research. 

In the case of a divergence over a scientific opinion that is important for regulatory purposes, 

though, the obvious starting point should be to first evaluate the respective data sets, procedures 

and methodologies followed by the authors of each opinion to evaluate these opinions’ 

trustworthiness. In the case of the divergence between IARC and BfR/EFSA over glyphosate, an 

obvious conclusion was that IARC’s methods of only using publicly available data and exclude 

                                                 
4  https://ec.europa.eu/food/safety/general_food_law/transparency-and-sustainability-eu-risk-

assessment-food-chain_en  
5  https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf  
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conflicted experts from its panels was more trustable than that of BfR/EFSA, which were 

working on unpublished data provided by interested industries (who were threatening EFSA of 

legal action if it would disclose it) and evaluated by (largely) anonymous governmental officials 

whose political independence from their respective national governments could not be 

guaranteed. The argument that EFSA’s opinion would be more reliable because it had access to 

more data is severely undermined by this data being provided by industry and, as the Monsanto 

papers have shown, sometimes having been written by Monsanto employees themselves while 

pretending to be authored by independent scientists. 

 

61. a) What changes, if any, should be introduced to the principle of reversed burden of 

proof, as currently applicable in the PPP authorization procedure, whereby the applicant 

provides all the evidence, on which the risk assessment is based? In your answer please 

also consider the feasibility of any reforms in this regard in terms of public finances and 

other practical and legal issues.  

 

Cf. the list of reform suggestions listed under question 58. In a nutshell, it is very important 

that industry keeps the burden to demonstrate that its products can be used safely, in 

particular financially, but that it has no longer any control over the production and 

evaluation of risk assessment data and methodologies. Moreover, because each 

company needs to do its own studies, many studies are done redundantly. It is therefore 

likely that such a reform would not only increase the trustworthiness of risk assessments 

but would also diminish the overall cost of pesticides risk assessment by removing of 

duplicated studies. 

Another point is that these studies are paid individually by industry, and their high cost 

favours large companies and drives markets concentration. The system should therefore 

be reformed in a way where the cost of regulatory data production is covered by a tax 

on industry’s sales, or similar, to redress inequalities; the regulatory data would be 

produced by independent laboratories once these have been given samples of the 

product to test by the interested companies; the data would be published entirely, and 

then evaluated by EFSA.  

 

b) Does the Commission proposal to change the General Food Law Regulation address 

this problem sufficiently? 

 

Not really, because the proposal mainly deals with data transparency aspects. The introduction 

of a mandatory register for all regulatory studies as proposed by the Commission would 

however very meaningful to fight cherry-picking by industry in the elaboration of its application 

dossiers.  

 

 

62. There are many concerns about glyphosate next to carcinogenicity, for example, 

concerns about the loss of farmland biodiversity, water contamination, soil health, 

dependence of farmers on few big corporations, superweeds etc. In your view, does the 

current legal framework for pesticides in the EU allow for the consideration of these 

broader societal issues in the authorization process? Should the legislation be improved 

so that these broader concerns can be taken into account? Is the current framework 
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focusing too narrow on safety issues (and right now even only on carcinogenicity), 

therefore placing too much responsibility on a scientific agency (EFSA)? 

 

This is a very important question. On the one hand, the focus on safety is essential and, 

while public health and environmental protection objectives prevail over other 

objectives in the Regulation, this must constantly be defended against industry’s 

lobbying and other commercial interests. For example, the lobbying in favour of keeping 

glyphosate on the market towards the Commission by major food commodities exporting 

countries was fierce. Similarly, farmers’ groups representing large farms, for whom 

glyphosate enables economies of scale and lower production costs, lobbied strongly in 

favour of the relicensing of glyphosate. It appears that, eventually, trade considerations 

were given a higher priority over safety and other considerations by the Commission in 

its decision-making.  

But it is also interesting that there was a marked split among farmers groups as groups 

representing small and organic farmers tended to oppose the relicencing of glyphosate. 

The concern of not putting farmers at a competitive disadvantage is a valid one: farmers 

should not be punished commercially for producing food in a way that does not 

endanger their own health and the environment. To take a decision that would have 

protected both public health, the environment and farmers’ revenue, the Commission 

should have not only proposed a ban of glyphosate but also protective trade measures 

against unfair competition, by banning imports of food contaminated with glyphosate 

residues.  

When it comes to the need to include other societal considerations, such as biodiversity, 

water and soil protection, yes, absolutely. Behind the glyphosate debate was a much 

larger and very much needed debate over the sort of agriculture EU citizens expect, and 

no longer want, today. How effective was the distinction between risk management and 

risk assessment at dealing with such expectations? Not very much I’m afraid. While 

safety aspects remain a non-negotiable starting point, we might have had a much more 

rich and meaningful debate on glyphosate if the question had been “Can glyphosate still 

be used for a more sustainable, healthy and fair food production in Europe, and if so 

how?” rather than simply “is glyphosate safe?”.  

Of course, sourcing reliable data on these other aspects (trade, biodiversity, soil health, 

market power of different players in food production etc.) raises the issue of 

independent expertise and the means that the EU is willing to invest in it. Today, a lot of 

the expertise feeding the policy process is brought by lobby groups, with deep 

inequalities among these in terms of access to decision-makers, capacity to build 

credibility for their arguments in the eyes of the Commission’s officials, etc.  

 

63. Would you agree that risk management should strictly be based on a scientific 

assessment? Would you agree that our European agencies are best qualified to present 

such assessments? 

 

Risk management should be based on evidence, yes, but cannot be restricted to scientific 

evidence only. By its very nature, risk management has to take non-scientific 

considerations into account, such as political preferences, lobbying pressures from 

vested interests, cultural legacies,  etc. In the case of glyphosate, for instance, the 

lobbying pressure from farmers was very significant and legitimate, in that it pointed to 
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the need to take into into account other dimensions of the problem than safety, such as 

trade policy.  

That said, risk management would benefit from a risk assessment process that is more 

science-based than the current one (cf. Previous suggestions for improving the current 

regulatory framework for pesticides), which is primarily a regulatory process defined by 

law, not the usual features of scientific research. A very important point for instance 

would be to test formulated products used in the real world as rigorously as the so-

called active substance, which is not the case today. 

 

64. Would you agree that pesticides can have a positive impact on food safety, for instance 

by using fungicides to prevent mould infestations? 

The problem of answering such a general question is that current grain and produce 

handling and storage methods, for instance, and therefore the very market conditions 

for these, reflect the fact that certain fungicides are available. So, while fungicides in 

grain for instance enable the storage of grain for much longer than was previously 

possible because it is clear that certain mould infestations produce mycotoxins that are 

very hazardous to humans and must be avoided, it is also a fact that several fungicides 

are also suspected of being endocrine disruptors too, which is not acceptable. Balancing 

the two risks of food safety and food security is an old problem, and the story of the past 

50 years is one where short-term food security has been given absolute priority after a 

long, very history of hunger (the last famines triggered by natural conditions in Europe 

are not that old!). We now realise that we went too far in the opposite direction; a good 

compromise, where we would produce food today without endangering our health and 

future food production, must be built urgently. 

 

65. On PPP's is indicated a recommended quantity to be used in order to be safe. Are these 

indications scientifically correct? If so, why are these indications questioned? 

As far as I can tell, the setting up of an Acceptable Daily Intake, or of an occupational 

exposure threshold, is a regulatory process, not a scientific one, even though it is 

informed by the findings of scientific experiments. For instance, using a factor 100 

between the NOAEL and the ADI is arbitrary.  

 

66. In your opinion, does EFSA need more finances and personnel to do its job? 

 

Absolutely. The current level of funding of EFSA is a scandal given the importance of its 

mission, and so is the poor coordination between EFSA’s independent research needs 

and DG Research’s funding programs (few relevant research budgets, and inadequate 

participation rules enabling interested industries to participate and influence EU funded 

research outcomes that are relevant for EFSA). At the very least, EFSA should be given 

the means to give the experts of its scientific panels decent working conditions, ideally 

by hiring them. Of course, EFSA’s independence policy would also need to be 

reinforced to avoid the revolving door phenomenon for these experts. 

 

67. In your opinion, who needs to pay for the scientific studies? Is it a problem if the 

industry does? Do scientists make their results dependent of who pays? Wat about 

studies for NGO's? 
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The funding bias has been abundantly showed in the scientific literature, first in pharma 

and today in food science: industry funded research overwhelmingly delivers research 

findings that favour industry’s interest. The reasons are multiple, from control over the 

publication process, influence over the research questions to outright fraud and 

manipulation (ghostwriting or outright falsification of data). Regulatory studies on 

given products should therefore not be commissioned and/or published by the 

companies producing them.  

At the same time, it is not justifiable to burden taxpayers with costs that will only benefit 

private companies’ bottom line. I refer you to the above-mentioned suggestions for a 

reform of the regulatory system for pesticides today.  

As to research sponsored by NGOs, I am not aware of much research going on regarding 

on, but it is likely that the funder’s bias applies for them too. The difference, of course, is 

that NGOs do not fund research to obtain commercial authorisations for products they 

would be selling and, as far as I can tell, primarily use academic research that is 

relevant to their work. 

 

68. What is your opinion on the current European system, in particular on the following 

points? 

 

Beyond the short answers below, please see the answer to question 58. 

 

a) The double level: the active substance is assessed at the European level and the PPP 

at the Member State level. At a strictly scientific level, is only assessing the active 

substance sufficient?  

 

Certainly not. Just for glyphosate, there is a lot of research showing that PPPs are more 

toxic than the declared active substance alone, there are patents filings for glyphosate 

formulations explaining that these look for “synergistic” effects between glyphosate and 

other substances to increase the product’s plant-killing ability... The formulations used 

in the real world should be assessed at a level matching that of the declared active 

substance, which is not the case today. 

 

b) For the active substance, the assessment is performed by the Member State contacted 

by the asker. This assessment is then corrected by the EFSA in a peer review. However, 

capacities of the Member States are different; therefore, there are problems of disparity 

and workload. What could you propose to improve this situation? What do you think 

about assessments performed only by the EFSA in order to have only one conclusion 

and to improve the consistence of our system?  

The problem is that EFSA in itself cannot perform its existing tasks today, because it 

does not have sufficient resources. On the other hand, some national agencies are 

indeed better equipped… as show a number of cases (BPA for instance) where the first 

alert came from national agencies, not EFSA. It makes more sense to start from the 

assets we already have, reinforce the independence and capacity of EFSA, and not try to 

artificially streamline everything: diversity is also an asset in science.  
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We can discuss then about the political question and decide to ratify the EFSA’s 

conclusion at the EU’s level or the Member State’s level. 

c) Currently, the asker provides information to agencies. How guarantying the rightness 

of information? Which improvements could you propose in your checking and audit 

system? 

d) Public accountability of information is not total. Secret is justified by fair trade. How 

far economic viewpoint can be accepted in the scientific subject of pesticides? 

The courts have repeatedly stated that commercial secrecy could not be opposed to 

public health imperatives and emissions into the environment, I support this position. 

For the rest, as I wrote above, international trade and commercial aspects should also 

be taken into account when discussing the regulation of pesticides, in a way that keeps 

safety as a first priority. 

 

69. Do you consider that the residues of the active substance, its metabolites, a safener, 

synergist and the co-formulant contained in it, are studied and assessed sufficiently on 

human or animal health or on groundwater, or their potentially unacceptable effects on 

plants or plant products or the environment in order to guarantee one of the purposes of 

the Regulation 1107/2009, which is the protection of both human and animal health and 

the environment? Do you see the results reflected in the authorisation assessment at MS 

level? 

 

The assessment of formulations is performed by Member States, and the regulation is 

terribly weak in terms of the toxicological tests required. Formulations should at least be 

assessed at the current level of declared active ingredients. 

 

70. The Implementation Assessment commissioned by the European Parliament (2018) 

revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure 

is not sufficiently considered in the current framework’’ (p.164/588). Do you consider 

that the risk mitigation measures, take enough into consideration the non-dietary intake 

and the exposure of non-target organisms? 

No. First of all, there is no reliable data on the uses of pesticides. Even in rich and densely 

populated countries like the Netherlands, there is no reliable data on which and how much 

pesticides are applied. Passers-by and neighbours are largely ignored, and the risk 

mitigation measures are usually insufficient for what I know.  

 

Questions to Ms Franziska ACHTERBERG / Greenpeace Europe: 

71. You are always advocating for less pesticides. Could you please elaborate a bit on the 

risks for non-use? Especially with regards to the loss of fungicides and its negative 

impacts on human health? 

72. What kind of pesticides would you accept?  

73. That do you think should be improved/changed in the risk communication of the PPP 

regulation?  
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74. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, 

also in ecological agriculture. What would be your solutions? 

75. How many meetings have you had with the European Commission, the European 

Parliament, European agencies and representatives of Member States in the past two 

years? 

76. What is your budget? What are your sources of funding?  

77. Your organisation is constantly criticising industry for not being transparent enough, and 

for exertion undue influence. Can you please explain to us the funding of your 

organisation, and in particular the links your organisation has with the Isvara Foundation 

as reported in Politico? (see reference https://www.politico.eu/article/ayman-jallad-

ayman-jallad-mystic-money-man-behind-brussels-activists-ngo-funding/). 

78. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the 

Commission considered environmental issues as a "minor issue" only, and was 

proposing to stop banning pesticides for environmental reasons only. What is you view 

of this position, also in light of art.4 of Regulation 1107/2009? Has this consideration of 

environmental issues changed in recent years and what policy statements would you 

refer to highlight your answer? 

79. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(see Appendix II, page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is you evaluation on how this situation may affect the environment? 

80. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

81. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

82. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 

Page 629 of 754

https://www.politico.eu/article/ayman-jallad-ayman-jallad-mystic-money-man-behind-brussels-activists-ngo-funding/
https://www.politico.eu/article/ayman-jallad-ayman-jallad-mystic-money-man-behind-brussels-activists-ngo-funding/


17 

 

unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

83. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

84. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

85. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

86. What is your evaluation of the Commission’s proposal on the revision of the General 

Food Law? 

87. Greenpeace is sometimes famous for its polemical actions, which harm fair goals despite 

initial good intentions. How NGOs, which militate on scientific topics, can avoid an 

inverted lobbying to protect the objectivity of science and not to harm some fair goals?  

88. In comparison with the strict scientific ecology, Greenpeace sometimes practices a 

political ecology and deals with purely political topics such as economy, migration or 

culture. Is the intrusion of politics into purely scientific topics with no danger? Would 

your action be more efficient and better welcomed by the public opinion if you separate 

scientific question and ideological debate? 

Questions to Mr Martin PIGEON / Corporate Europe Observatory (CEO): 

89. You are always advocating for less pesticides. Could you please elaborate a bit on the 

risks for non-use? Especially with regards to the loss of fungicides and its negative 

impacts on human health? 

 

I do not agree with this description of my work. The main point of my work is to describe 

and try to mitigate the excessive influence of agribusiness corporations in related EU 
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decision-making processes, from risk assessment to the final stages of political decision-

making. I therefore focus much more on EFSA’s independence and transparency policies, 

as well as DG SANTE’s interactions with the agribusiness industry, than pesticides per se.  

From what I know, the main risk of not using pesticides mainly relates to the possibility of 

crop losses in agricultural systems that are not designed to withstand the pressure of pests 

without them. This is particularly the case for the monocropping of very productive but very 

fragile plant varieties. But even then, insurance schemes developed in Northern Italy show 

that there are other methods than pesticides to enable farmers to insure themselves against 

crop losses.  

I have answered the question on fungicides and mycotoxins earlier, under question 68, a 

response which I re-paste below.  

The problem of answering such a general question is that current grain and produce 

handling and storage methods, for instance, and therefore the very market conditions for 

these, reflect the fact that certain fungicides are available. Fungicides in grain for instance 

enable the storage of grain for much longer and in larger quantities than was previously 

possible, which in turn can improve food safety and security for consumers: certain mould 

infestations produce mycotoxins whose consumption is very hazardous to humans and must 

absolutely be avoided.  

That said, several fungicides are also suspected of being endocrine disruptors too, whose 

consumption is not acceptable either. Balancing the two risks of food safety and food 

security is an old problem, and the story of the past 50 years is one where short-term food 

security has been given absolute priority after a long, very long history of hunger in 

agricultural human societies (the last famines triggered by natural conditions in Europe are 

not that old!). We now realise that we went too far in the opposite direction, as while food 

security has stopped being an issue in Western Europe for decades, we’re now realising that 

the very destructive way we grow food today endangers future food production capacity. A 

better compromise, one where we would grow food without endangering our health and 

future food production, remains to be built. 

 

90. What kind of pesticides would you accept?  

As a measure of last resort when other approaches are not sufficient, I would accept any 

pesticide used in a way that is shown not to be detrimental to human and environmental 

health. 

 

91. That do you think should be improved/changed in the risk communication of the PPP 

regulation?  

See my answer to question 58. 

 

92. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, 

also in ecological agriculture. What would be your solutions?   

I’m not a specialist but don’t think the description of a lack of low-risk pesticides is correct. 

On the opposite, several low concern traditional preparations were forbidden on the 

market for a long time because they would not comply with the requirements developed 

for very toxic synthetic pesticides. This is now changing.  
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From what I know, the point on copper-based fungicides is a very valid one, especially in 

vineyards, as copper is very harmful to soil and fauna’s health but grape is very 

susceptible to fungal infections. As far as I know, there is no alternative to copper-based 

fungicides that would be as efficient to protect grap from mildew, and that is a huge 

problem: in some old vineyards, the accumulation of copper in soil has reached such 

proportions that even grasses no longer can grow...  

In terms of solutions, I am not following the latest developments of research on this but I 

suppose there is a lot of research going on in breeding plant varieties that could better 

withstand this fungus, agronomical approaches which could help grapes better resist to 

this infection, and new substances that could control mildew efficiently but would be less 

toxic than copper.  

 

93. Can you tell the committee how many meetings you have had with the European 

Commission and the relevant EU regulatory agencies over the last two years? 

See my answer to question 98. 

 

94. Can you also inform the committee about your organisation’s annual budget, and its 

respective sources of funding? 

 

Corporate Europe Observatory receives donations from individual supporters as well as 

grants from a number of trusts and grant-making foundations. Our strict funding policy 

rejects funding from the EU, governments, political parties and corporations in order to 

maintain the independence of our research. You can access our CEO accounts 2008-

2017 and can also consult the list of trusts and foundations currently supporting us 

below. Our 2018 budget is expected to be about 850,000€ for a team of 14-15 persons. 

Adessium Foundation 
“Adessium Foundation was established in 2005 by the Van Vliet family, which has a background in asset management.” “The Foundation works to achieve a balanced society 

characterized by integrity, a balance between people and nature, and social harmony.“ 

Fondation Charles Léopold Mayer 

pour le Progrès de l’Homme (fph) 

“The Charles Léopold Mayer Foundation for the Progress of Humankind (fph) is a foundation under Swiss law. Our aim is to contribute to the emergence of a global community. Our work 

focuses on governance, ethics and sustainable living modes.” 

Funders for Fair Trade Foundation 
Funders for Fair Trade Foundation (established in 2014 by the Jenifer Altman Foundation and MAVA Foundation) “intends to support the best possible outcome on EU trade negotiations 

from the perspective of public health, environmental protection and human rights.” 

JMG Foundation 
The JMG Foundation is a U.K.-based organization (founded by Ben Goldsmith) which funds environmental advocacy campaigns. As they do not currently have a website, please follow the 

hyperlink to the organisation's entry on SourceWatch. 

Guerrilla Foundation 
The Guerrilla Foundation was founded in 2016 by Antonis Schwarz. “The Guerrilla Foundation provides grants and non-financial support to activists and social entrepreneurs who 

catalyze systems change, generate bottom-up pressure on political establishments, and foster an engaged civil society.” 

Joseph Rowntree Charitable Trust 
“The Joseph Rowntree Charitable Trust is a Quaker trust which supports people who address the root causes of conflict and injustice. At JRCT, we want to engage in philanthropy which 

challenges the existing power imbalances in society to effect real change.” 

Isvara Foundation “The Isvara Foundation is a progressive trust that awards grants to civil society organisations working to halt the unsustainable and socially destructive neo-liberal policies that 

characterize the currently dominant process of corporate-led globalisation.” "The Foundation was established by Ayman Jallad in 2007 and its grant-making activities are fully financed 
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from a personal donation made by Mr. Jallad.” 

Marisla Foundation 
The Marisla Foundation was established in 1986 by Anne Getty Earheart. “The Foundation makes grants in two program areas (the Human Services Program and the Environmental 

Program) and one special interests category.” 

Misereor 
Misereor is one of the biggest aid organisations linked to the Roman Catholic church, working to empower people across the globe to fight injustice and break free from poverty. Their 

grant-making and project activity is entirely independent of the faith or religious beliefs of the beneficiaries. 

Olin Foundation GmbH 
The Olin Foundation “is committed to the protection of natural habitats. The focus of Olin is the temporary support of smaller organizations and projects.” “Olin gGmbH was founded in 

May 2012 by Alexander Szlovák. It receives its financial resources from his private foundation.” 

Open Society Initiative for Europe 
The Open Society Foundations were set up in 1979 by George Soros. “The Open Society Initiative for Europe aims to contribute to more vibrant and legitimate democracies in the 

European Union by supporting the activists and civil society organizations confronting Europe’s many challenges.” 

Schöpflin Stiftung 
The Schöpflin Foundation, established by Hans Schöpflin in 2001, “is committed to a more liveable world for all. We want a fairer world and a better future for the younger and future 

generations.” 

Un Monde par Tous 
Un Monde par Tous supports initiatives promoting alternative modes of economic governance, as the dominant system continues to exacerbate inequalities of all forms across the world 

and is leading to severe environmental degradation. The foundation was created under the aegis of the Fondation de France in 1996. 

 

 

95. At an earlier hearing with the Commission and EFSA, the PEST committee raised the 

issue of industry funding for research used in the approval process. It was put to EFSA 

that this model should be revised and instead all studies should be financed through 

public money, e.g. by EFSA themselves. The representatives from EFSA expressed the 

view that this would support increased industry profits, as the burden of scientific proof 

would shift from the economic operator who benefits from the approval to the regulatory 

authority. Do you concur with this view? 

 

Yes and no. I think the costs of regulatory data production and evaluation should be paid by 

a public fund which would be fed by a sectoral tax on industry’s sales: the burden of the 

proof and the financing need to stay with industry, but industry should no longer exert 

any control over the design, production and reporting of regulatory data.   

 

96. As representatives of the European citizens' initiative against glyphosate, you have 

raised a number of criticisms of the regulatory process for pesticides in general, 

particularly with regard to last year’s glyphosate re-approval. What practical alternatives 

do you suggest? 

 

See my answer to question 58. 

 

97. What is your budget? Can you describe your role? What are your sources of funding?  
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See my answer to question 94 for CEO’s budget and funding. My role is that of a researcher 

(I produce information on corporate lobbying in the agribusiness sector, mainly) and of 

a campaigner (I campaign for stricter regulation of lobbying, and improved 

independence and transparency policies at EFSA and, more generally, among the EU 

institutions – my current campaigning on the issue of pesticides homologation comes 

from this angle). 

 

98. How many meetings did you have with the European Commission, Members of the 

European Parliament and representatives of the Council and Member States permanent 

representations in the last two years? 

Since September 2016, I had : 

- 6 meetings with the political levels of the European Commission (these are normaly 

publicly declared by the Commission), with the Health and Research Commissioners 

and their cabinets. 

- 3 meetings with the technical levels of the European Commission (SANTE) so far this year, 

2 between June and December 2017, and about 6 (I could not retrieve the exact 

information in time for the hearing) between September 2016 and June 2017, so about 

11 in total. These meetings are unfortunately not publicly registered by the European 

Commission. 

- EFSA: I meet with EFSA staff regularly (on average 3-4 times a year I would say) in 

various events (for instance I shared a panel in the European Science Journalism 

conference, in Toulouse, with EFSA’s director last July 8), but my main interaction with 

the agency is in writing or over the phone. In terms of actual meetings, I did not have 

any with EFSA’s staff since June 2017, and before that I had two meetings with EFSA 

staff, both at their request (one with EFSA’s director and another with one of their 

communications persons). These meetings are unfortunately not publicly registered by 

EFSA. 

- EP: I think I’ve had about 2 or 3 meetings with CONT Members and/or their staff since 

September 2016 on the issue of EFSA’s independence and transparency policies. I have 

also had three meetings with members of the PEST Committee and/or their staff, 2 

meetings with ENVI members, I participated to a previous EP hearing on the Monsanto 

papers as well as to one panel discussion in the EP on the issue of data transparency in 

research (in particular in the pharmaceutical sector). With a few exceptions (some 

political groups do declare their meetings with campaigners and corporate lobbyists), 

these meetings are not publicly registered by the European Parliament. 

- Permanent representations of Member States: none, but I had 3 meetings with members of 

the French Parliament (National Assembly and Senate) over that period of time. 

As an aside, as a researcher in corporate lobbying I find it regrettable than Mr. Chinn has 

not been asked the same question! 

 

99. What measures do you think are necessary to ensure the highest level of transparency at 

EFSA and in relation to the other stakeholders and documents involved in the 

authorisation process? What recommendations do you have on conflicts of interest for 

all stakeholders/organisations involved in the process?  

On data transparency at EFSA, see my answer to question 58.   
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In terms of preventing conflicts of interests at EFSA, the obvious emergency is closing the 

remaining loopholes in the agency’s independence policy, which, sadly, was not done by 

EFSA during its latest reform of the policy. See our analysis of the new policy: the scope 

for evaluating interests is narrowed to the specific themes the panel is working on while 

risk assessment methodologies are common to many sectors (several previously 

conflicted EFSA experts have been re-appointed to different panels this year), and 

research funding by industry remains excluded from the two-years cooling-off period as 

long as the amounts at stake do not rise above 25% of the total research budget 

managed by the expert and/or his research team. With such a high ceiling, hardly any 

expert would not be appointed. 

 

100. There have been many improvements to EFSA transparency policy over recent 

years, partly due to pressure exerted by the Parliament’s discharge procedure. Is the 

independence of EFSA from industry now guaranteed? If not, what further 

improvements can be made? 

While EFSA has improved its process transparency, which is very convenient for lobbyists 

monitoring its work, it has not improved data transparency, which would enable 

independent scientific scrutiny on its work. Worse, it seems to be actively fighting data 

transparency in the European Court of Justice. We hope the Commission’s proposal 

once amended to correct some of its flaws and adopted will enable (or force!) EFSA to 

improve on this point. 

In terms of EFSA’s independence from industry, we’re not there yet. Not at all, actually. A 

corporate lobbyist was just appointed to EFSA’s Board, the director of a lobby group 

representing the farming and food industries of Denmark. Two years ago, EFSA’s director 

recruited as EFSA's new Director for Communications and without any cooling-off period a 

lobbyist working for the largest lobby group for the food and drink industry in the UK, the 

Food and Drink Federation (FDF). And among the members of EFSA’s scientific panels 

that have just been renewed, I have seen some names of experts that we have shown to be in 

a conflict of interest situation repeatedly since we started working on this issue 10 years 

ago!  

 

101. It has been argued that independence from industry can never be achieved, since so 

many experts do receive funding from industry or have ties to industry. What do you 

think about this? What in your view are some of the solutions to help build and support 

independent science and researchers? 

First, one needs to understand that the working conditions for external experts at EFSA are 

not attractive today, in particular for young researchers. For an average workload of 

60-70 full days a year, they are only compensated for the days they actually attend 

meetings, and they cannot really publish their work in the scientific literature as the 

data they’re using, coming from industry, cannot be disclosed. This is already a first 

source of discouragement for external experts to apply to EFSA panels. 

Second, it is a major victory of corporate lobbying to have obtained that EU and national 

research policies often force academia to establish public private partnerships with 

businesses to acess public research funds in the name of “innovation”. This, indeed, 

sadly and increasingly narrows the pool of available independent experts.  

This reality must be taken into account into the next EU’s research framework programme, 

“Horizon Europe”: while PPPs can have their merits for products development, they 
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are deadly when it comes to risk assessment. The EU must allocate significant research 

funding to research into food safety and public and environmental health that is 

independent from industry. I cannot insist enough on the importance of this.  

Otherwise, there is a simple way for EFSA to deal with the problem: use its “hearing 

experts” system, which enables scientific panels to organise hearings of conflicted 

experts to collect their expertise without undermining their independence. The existence 

of this system makes EFSA’s decision to appoint conflicted experts on its panels all the 

more incomprehensible.  

 

102. What is your view on the use of GLP standards in the pesticide authorisation 

procedure?  

GLP are a transparency standard developed to increase transparency after huge cases of 

scientific fraud by industry in the 1970s. It is important that industry complies with GLP 

for its studies as long as it needs to commission regulatory studies (even though GLP 

does not protect against the falsification of raw data), but GLP should not be equalled 

with scientific quality; in particular, EFSA must stop discarding academic research 

simply because it would not match this standard.  

The Commission’s proposal to increase the means of GLP inspections is good.  

 

103. At the PEST mission to EFSA, Mr Url spoke in favour of laying down a harmonised 

independence policy amongst all EU agencies and invited the PEST committee to come 

up with a proposal. What is your view on this suggestion? Would this be 

desirable/achievable in practice? What measures would need to be put in place to ensure 

that this would ensure the highest levels of independence possible (rather than resulting 

in a policy of the lowest common denominator)? 

As the agency possibly the most exposed to public criticism over its independence, it is 

understable that EFSA wants to transfer the responsibility to defend its independence to 

a higher level. I think this idea will have some merits once EFSA adopts an 

independence policy that is meaningful and properly protects it against the influence of 

the companies whose products it is evaluating, which is not the case today. When this is 

achieved, EFSA’s policy can then be used as a reference for other regulatory agencies 

such as EMA or ECHA. 

 

104. From July 2018, under its new independence policy, EFSA will be able to request 

declarations of interests from Member State experts which will be checked by EFSA. 

What is your view on this? Will this help reduce conflicts of interest? 

In principle this is very welcome, but as far as I’m aware EFSA does not have the legal 

means to force these national public officials to comply with the measure... 

 

105. What overall recommendations do you have on how to improve the current 

functioning or design of the EU pesticides approval process in order to ensure the 

highest possible level of protection of the environment and health as well as a high level 

of transparency and public trust in the process? Please also feel free to include 

areas/ideas/proposals which may not have already been covered in PEST hearings to 

date. 
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Please see my response to question 58. 

 

106. Which influence do lobbies pro and anti-pesticides currently have on both scientific 

and political European system? 

 

I would say that pro-pesticides lobby groups have a significant influence on the technical 

levels of the decision-making system (regulatory agencies, public officials), while anti-

pesticides group, who cannot match industry’s resources, can only use public opinion 

and the political pressure to try to control the damage (when they’re aware of it, which 

is not always the case!). Let’s remember that while public opinion has rarely been so 

aware of the risks posed by the way pesticides are used in Europe, the general trend 

(with huge differences among countries) is that the volume of pesticides being used 

appears overall quite stable whereas the killing power of recent molecules is stronger. 

 

107. Does lobbying have an impact on the assessments performed by the EFSA and the 

ECHA? Did it have an impact on Glyphosate’s assessment, given that the EFSA had 

partly used studies from industry? 

It depends how one defines lobbying as, in the case of glyphosate and pesticides more 

generally, ‘the scandal is what’s legal’ to a large extent… I mostly know EFSA, so I will 

only focus on this agency. But given that EFSA/BFR worked on the basis of a dossier 

written by glyphosate producers, that this dossier eventually became the basis for 

EFSA’s final report, that later research on the raw data showed that EFSA/BFR had 

probably failed to double-check it because they had missed several tumor findings 

unreported by the companies’ scientists in the studies’ summaries, that EFSA’s peer 

review was performed by largely anonymous officials with no guarantee of political 

independence from their governments, that industry had access to EFSA’s final 

conclusions 15 days before their publications, yes, I think one can reasonably say that 

that industry interests had quite an influence on EFSA’s work.  

 

108. The EU’s action is based on stakeholders’ consultation. Consequently, the EU has to 

deal with lobbies from companies. Do scientific organizations work in a perfect 

independence within the EU? 

In Brussels, lobby groups are indeed a kind of auxiliary bureaucracy. I don’t think this is 

anywhere satisfactory: lobby groups are not elected by anyone. 

I am not sure what the next question means. Independence from what, from whom? Perhaps 

my answer to question 101 is relevant to this question. 

 

109. Lobbying does not come only from companies. It also comes from some NGOs. Is 

NGO’s action sometimes questionable? 

NGOs usually represent broader interests than companies, but NGOs are also concerned by 

what I write above: not elected by anyone. So, yes, the action of NGOs is sometimes 

questionable, all the more when they are used for corporate lobbying purposes! 

Page 637 of 754



25 

 

110. How guarantying the independence of scientific and political organizations against 

lobbies in the EU? 

This is a very broad question which would need to be defined further: independence from 

whom? 

If the question is about independence from corporate interests, to try to answer briefly, I 

would say that research policies should absolutely be improved so as to stop the 

ongoing corporatisation of science in the name of “innovation”, which often forces 

universities to establish research partnerships with businesses to access public research 

funding and to work on issues that are mainly relevant from a comercial perspective. 

This would restore more freedom in academia and, also, enable better working 

conditions in research, particularly for young researchers. 

Similarly, the delivery of reliable independent expertise is not compatible with the ongoing 

drive to cut the budget of, or/and privatise, public research agencies (for example the 

UK Conservative government went as far as privatising entirely the UKs food safety 

agency, FERA).  

As far as the independence of political organisations is concerned, strict regulation of 

campaign funding and media ownership should be introduced (this would deserve a 

much broader discussion). 

 

111. Do you observe similarities in the corporate lobbying done in the past for some 

nowadays banned pesticides, such as PCBs and Agent orange, to the lobbying done 

nowadays from the big corporations? What could be improved in the legislation in order 

that the civil society and other stakeholders have the same access and influence the 

decision-making as the applicant? 

 

Yes. The discourse and tactics of corporate lobbyists facing a possible ban of their product 

has remained remarkably similar over the past decades, especially insisting on the 

difference between hazard and risk, casting doubt on criticial science, blaming users for 

mishandling the product, and crying for job and economic losses.  

For instance, Monsanto released in 1970 the following statement on PCBs:  

“It has also been implied that polychlorinated biphenyls are “highly toxic” chemicals. This 

is not true. Just like other industrial chemicals and home products now in widespread use, 

PCBs are not hazardous when properly handled and used. During more than 40 years of 

U.S. production and use, cases of any toxic effect have been extremely rare – and then only 

where the simple precautions recommended for use were not followed.  

Monsanto has research programs under way to identify the compounds, reported to be PCB, 

and locate their source. The program involve precise analysis of environmental samples of 

water and soil  

[...] 

Very early results of chronic toxicity studies confirm that PCBs are not highly toxic. [...]” 

 

Another quote by a corporate executive:  
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“the whole proceeding against an industry that has made invaluable contributions to the 

American economy for more than fifty years is the worst example of fanaticism since the 

New England witch hunts in the Seventeenth Century”. 

This was Lawrence Blanchard in 1976. Mr. Blanchard was at the time the vice-chairman of 

the Ethyl Corporation and complained about the US Environmental Protection Agency’s 

first attemps to remove lead from gasoline. Ethyl Corporation was the main manufacturer of 

lead tetraethyl (TEL), an antiknock additive to gasoline responsible for massive worldwide 

lead pollution in the XXth century. Lead is a substance whose very toxic properties, 

particularly on the central nervous system, have been known since the Antiquity. TEL was 

phased out in the US in the 1980s and in Europe in the late 1990s and its removal caused a 

sharp and immediate reduction in atmospheric lead pollution. It is however still being 

produced and sold in some developing countries.  

Questions to Mr John CHINN / Crop Health and Protection (CHAP): 

112. What are the biggest threats to crop production in Europe? How do you see the role 

of pesticides in that system? 

113. Regulation (EC) 1107/2009 states its purpose is: “to ensure a high level of protection 

of both human and animal health and the environment and at the same time to safeguard 

the competitiveness of Community agriculture”. How do you think that each of these 

objectives are met and what could be done to further their attainment?   

114. In your view, what are the key hurdles to the uptake of new technologies in the 

agricultural sector?  

115. What role do you see for pesticides in modern and sustainable farming? How would 

you assess the role of technologies such as precision farming for the development of 

farming in general and the use of pesticides? Looking into the technological 

developments that can be expected for the near future, would you say that a sustainable 

use of pesticides is possible? 

116. In the next decades, humanity has to increase yields to assure the food needs. Can 

the food-processing industry be sustainable, given that your innovations already 

obtained? 

117. If the food-processing industry can become sustainable, which strategy can you 

propose to replace the current food-processing industry, implying to face big companies 

such as Bayer-Monsanto? 
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PEST COMMITTEE MEETING OF 6 September 2018 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES -  

AUTHORISATION OF PLANT PROTECTION PRODUCTS  

BY MEMBER STATES 

 

 

PREPARATORY QUESTIONS 

 

In the context of the PEST Committee meeting of 6 September 2018, a public hearing on 

“Environmental impacts of pesticides, including mitigation measures at Member State level” 

and “Stakeholders' recommendations on the current EU regulation on the approval of plant 

protection products” with altogether six invited experts will take place. 

To prepare for this public hearing, political groups have submitted the following questions. 

These questions, which address many of the topics at stake, should be answered by the 

experts invited in writing by 4 September 2018, 12.00 h. 

Questions to ALL experts of the 1st panel (Environmental impact & mitigation):  

1. What are, in your view, the most likely risks to public health and the environment 

caused by glyphosate-based herbicides? 

2. Are public health and environmental risks adequately assessed at EU level at the 

moment? If not, what should change? In particular, do you see any problems with the 

assessment criteria as laid down in the EU legal framework and agency risk assessment 

guidance documents (of EFSA for example)? Or, are the problems due to the application 

of those criteria by the scientific agencies? 

3. According to several scientific sources (see for example the following link1), current 

criteria for assessing pesticides in the EU authorization are inadequate, because they do 

not consider the cumulative effects of the use of different pesticides on human health 

and the environment. How could the current criteria of risk assessment be improved to 

take better account of the real world effects of pesticide use? 

4. Based on your research, what are best practices for mitigating environmental risk of 

plant protection products? 

5. What are important factors for successful mitigation strategies? 

6. Birds: Research has shown great impact of PPP on birds, especially migratory birds. 

Beyond birds, what is the impact of the loss of biodiversity on their prey, predators and 

others?  

7. Bees: We have evidences that LD50 used in assessment is not accurate for bees. Other 

methods could be used, for instance by quantifying the apparent exposure surface area 

of honey bees submitted to pesticide treatments by spraying. Moreover, we know now 

that PPP can also have reprotoxic effects on bees, especially by undermining male 

fertility.  

                                                 
1 Schäffer A, Filser J, Frische T, Gessner M, Köck W, Kratz W, Liess M, Nuppenau, E-A, Roß-Nickoll M, 

Schäfer R, Scheringer M.: The Silent Spring - On the need for sustainable plant protection. Leopoldina 

Discussions No. 16; 61  
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8. What improvements could be decided in PPP and active substances assessments 

regarding effects on bees?  

9. Waters: it is now well known that waters are polluted by PPP, among others products. 

Since decades can be necessary to see the results of pollution on spring waters, what are 

the expectations for EU waters regarding PPP?  

10. Do we have examples of mitigations measures decided by MS and finally implemented 

at EU level?  

11. Neonics: When the EU banned neonicotinoids in April, some scientists feared that there 

would be a switch to pesticides that would have even more harmful effects on 

microorganisms such as beetles and spiders. How can such effects be prevented in the 

approval process? The main example is the active substance sulfoxaflor (that will be 

banned in France for example), can the active substance sulfoxaflor safely replace 

neonicotinoids?  

12. Seeds: It was also feared that there might be a change from rapeseed to soya, for 

example, which could have negative effects on pollinator insects. Did you gain 

experience on this matter in your field of research? 

13. Concretely, which consequences do pesticides have on flora and fauna? How do 

pesticides lead to these consequences? 

14. Is it possible to get a PPP in accordance with the sustainable development, that is to say 

a non-polluting PPP with no impact on environment? 

15. Can society both life with no pesticides and guarantee the growing food needs? Which 

other options are there or will there be in a near future? 

16. How is your scientific independence guaranteed in your scientific work, given that many 

conflicts of interest exist in the question of pesticides? 

17. Do you consider that the residues of the active substance, its metabolites, a safener, 

synergist and the co-formulant contained in it, are studied and assessed sufficiently on 

human or animal health or on groundwater, or their potentially unacceptable effects on 

plants or plant products or the environment in order to guarantee one of the purposes of 

the Regulation 1107/2009, which is the protection of both human and animal health and 

the environment? Do you see the results reflected in the authorisation assessment at MS 

level? 

18. The Implementation Assessment commissioned by the European Parliament (2018) 

revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure 

is not sufficiently considered in the current framework’’ (p.164/588). Do you consider 

that the risk mitigation measures, take enough into consideration the non-dietary intake 

and the exposure of non-target organisms? 

Questions to Mr Jeroen P. VAN DER SLUIJS / University of Bergen (Norway):  

19. Your "research seeks to increase our understanding of the phenomenon and dynamics of 

scientific controversy on contemporary old, new and emerging environmental and 

health risks" (see link).  

In what way could the risk communication be improved to avoid diverging reports? 

20. How do you respond to claims that the IUCN Task Force on Systemic Pesticides, for 

which you were head of the scientific committee, had predetermined its conclusions on 

neonicotinoid pesticides to support an advocacy campaign before even starting its work 
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on its Worldwide Integrated Assessment (WIA)2? Do you consider the work of the Task 

Force on Systemic Pesticides to be consistent with the principles of academic scientific 

integrity?  

21. In 2010 you took part in an “international workshop on neonicotinoids” at the 

Université de Paris-Sud, the “resumé” of this meeting can be found publicly on the 

internet. In this resumé it was agreed to publish research papers with the aim of calling 

for a ban on neonicotinoids and of launching an NGO-campaign against those 

substances. The separation of (scientific) risk assessment and (political) risk 

management in Regulation 1107/2009 is internationally recognised. In this regard, could 

you share your opinion on the role of science in assessing and managing risks of 

pesticides? 

22. What is your view on the importance or consideration that the Commission gives to 

environmental aspects/risks when deciding whether or not to approve an active 

substance? In your opinion, is their approach in line with legislative requirements, such 

as Article 4 of Regulation 1107/2009? Is it sufficient to protect the environment? Please 

give examples to back up your answer. 

23. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/press-

releases/report-sante-on-confirmatory-data.pdf, see page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is your evaluation on how this situation may affect the environment? 

24. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

25. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

                                                 
2 https://risk-monger.com/2017/01/15/beegate-revisited-iucns-anti-neonic-pesticide-taskforce-an-expose-into-

activist-science/  
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26. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 

unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

27. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

28. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

29. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

30. You promote a worldwide-integrated assessment of pesticides. Such an approach is 

interesting, because it is essential to have a systemic way of looking. Scientifically 

speaking, all data and parameters have to be considered to measure correctly the impact 

of a phenomenon. Moreover, the systemic approach shows that this is the entire planet, 

as a whole, which is concerned.  The problem goes beyond the borders. However, the 

political aspect is necessarily a part of this problem. What do you think about principles 

such as subsidiarity or westphalian sovereignty? Which political framework do you 

suggest to aim a worldwide-integrated assessment of pesticides? 

Questions to Ms Noa SIMÓN-DELSO / Belgian Bee Keeping Center for Research and 

Information (CARI):  

31. Your focus is on soil: Could you please elaborate and explain the different impacts of 

mechanic plant protection and non-mechanic (chemical and organic) on biodiversity 

especially with regards to worms. (ploughing vs herbicides)? 

32. How do you see the development with precision farming tools? Will there be an effect 

on soils? 
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33. What do you think is the impact of having more than 90% of beekeepers in Europe 

being amateurs in terms of pathogens and viruses control? Do you see a possible impact 

on wild pollinators’ populations?  

34. The Commission’s own survey of EU Bee Keepers and Member State Reference 

Laboratories indicated that factors of most concern with regards to honeybee health 

were Diseases, Varroa, Viruses and Nosema with pesticides relatively of much lower 

concern. So why has your research continued to focus on the role of pesticides rather 

than these other factors?  

35. Scientific studies conducted by industry for pesticide registration must comply with the 

OECD Principles of Good Laboratory Practice (GLP) as well as International Test 

Guidelines to ensure the data is reliable, reproducible, and that the study methodology is 

robust and fit for purpose. Can you explain the quality controls for academic studies 

used to achieve the same outcome? For example, what safeguards are in place to ensure 

that there is no contamination of pollen and nectar samples during the collection and 

analysis process for neonicotinoids? 

36. As part of your campaign for a full ban on neonicotinoids3, did you conduct an 

evaluation as to whether the replacements for neonicotinoids would provide improved 

safety for bee health? 

37. In your view, is the current risk assessment performant enough to protect pollinators? 

And what about the rest of the entomofauna? 

38. In your view, is there a possible positive coexistence between agriculture and 

pollinators? 

39. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the 

Commission considered environmental issues as a "minor issue" only, and was 

proposing to stop banning pesticides for environmental reasons only. What is you view 

of this position, also in light of art.4 of Regulation 1107/2009? Has this consideration of 

environmental issues changed in recent years and what policy statements would you 

refer to highlight your answer? 

40. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(see Appendix II, page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is you evaluation on how this situation may affect the environment? 

                                                 
3http://science.sciencemag.org/content/360/6392/973.1  
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41. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

42. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

43. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 

unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

44. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

45. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

46. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

47. Can you explain how pesticides have an effect on bees, pollinators and other key 

organisms for ecosystem?  

48. The EU has partly recognized the impact of neonicotinoids on pollinators or other 

organisms such as earthworms. What about other classes of pesticides, in particular 

Glyphosate, considered genotoxic and carcinogenic for animals by the IARC?  
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Questions to Mr Ettore CAPRI / Catholic University of Sacred Heart Piacenza, 

Faculty on Agriculture: 

49. You are involved in EFSA. In what ways could the EFSA process be improved from a 

scientific point of view?  

50. Is there a ‘fit-for-purpose’ evaluation of the mitigation measures used by Member States 

to manage theoretical risks identified during the risk assessment process? And if so, 

could you explain the theory and practice of this evaluation? 

51. Could you explain the architecture and aims of the MagPIE project? 

52. What were MagPIE's major findings? 

53. To what extend is it possible with toolboxes such as MagPIE to determine optimal PPP 

application and to support an integrated pest management approach? 

54. The publications on pesticides where you stand as a first or last author are not related to 

the risk caused by pesticides on human/animal health or the environment. Among 

others, the topics of your research are linked to the sustainable use of pesticides directive 

or risk indicators. Neither are related to pesticide risk assessment. Your work has been 

partly funded by the pesticide industry and you have collaborated with the pesticide 

industry-funded ILSI. How do you justify your application to the EFSA plant protection 

products panels? 

55. How can be it sure that the study framework enables to get consistent results, given that 

conclusions change according to initial hypothesis, the size of the sample, the 

parameters retained etc.? 

56. Which statistical framework do you advice to make a consistent assessment of the 

pesticides’ impact on waters, soils, forests and airs? 

57. The MagPIE project lists the mitigation measures of the PPP in order to get a toolbox 

that politicians or other stakeholders will be able to use. Is it possible, currently or in a 

near future, to cancel the negative impact of pesticides thanks to some mitigation 

measures, or does it stay some negative effects? 

Questions to ALL experts of the 2nd panel (Stakeholders recommendations on 

Regulation (EC) 1107/2009):  

58. Which elements of the current EU authorization process for PPPs are, in your view, 

most problematic and should be changed? In your answer, could you please differentiate 

whether problems are caused by the flaws in the legislative framework or by its 

implementation? If applicable, what should be changed in EU legislation? If applicable, 

what should be changed in the implementation process? 

The EU authorisation process for PPPs is hamstrung by its precautionary principle, 

which has led to a hazard-based rather than risk-based approach to its policy making and 

regulation and fostered a risk-averse public and political class. The problems are caused 

by how the precautionary principle is applied in practice. A lack of clarity in its 

application has left the EU, member states and industry without a consistent, evidence-

based framework for exploiting new PPP actives and technologies. This is not good for 

innovation or for creating the positive psychology that we need to address the challenges 
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and opportunities facing us. The precautionary principle has allowed ethical and value-

based concerns to have a role in risk debates in contexts where they were previously 

excluded. The EU may consider the approaches taken in Canada, USA and Australia 

where decisions based on scientific evidence and the assessment of risk (rather than 

hazard) also considers mitigation. A scientific weight-of-evidence assessment involves 

an examination of the quality, biological relevance and consistency of studies, 

assessment reports and scientific conclusions according to the scientific method. 

The current system focuses on the active substance in isolation and does not take into 

account how widely used the approved PPP is. So, a substance might be hazardous but 

only used in extremely small amounts or a substance might be not be that hazardous but 

used in large amounts and thus pose the same risk. 

The actual hazard could be predicted by the use of models and expected range of uses 

and crops that it will be used on. This is already undertaken in some circumstances for 

dietary risk assessment where there is large body of data for PPP residues obtained in 

surveillance programmes. 

To be able to prevent the occurrence of potential problems with PPPs post approval 

surveillance is required beyond that which occurs for dietary risk assessment. The 

Pesticide Usage Surveys, which have been carried out in the UK for over 30 years are 

now more common in other EU MS and provide important information on how the PPPs 

are actually used in reality and the consequences of that use. 

As the number of PPPs approved for use falls, the options for farmers are limited, and it 

can be difficult to switch to an alternative to prevent high residues in catchment areas for 

example. In an ideal world there would a co-ordinated risk management for the farmers 

to ensure a variety of PPPs are available for use, preventing potential problems with 

dependency on a single PPP such as resistance or subsequent evidence on risk of the 

product. 

 

59. Is the Commission reform proposal4 on the reform of the General Food Law (Regulation 

178/2001) published in April sufficiently addressing the problem of lack of transparency 

(including access to documents (e.g. raw data) held by EFSA)? If so, why? If not, why? 

The proposal provides access to a large volume of data and prevents withholding 

unfavourable information by the industry. However, there is a concern that access to 

such information by non-experts could lead to it being misinterpreted. Therefore, the 

proposal to strengthen the communication and explanation re risk is essential.  

The problem is as expressed by Paracelsus with the basic principle of toxicology: “All 

things are poison, and nothing is without poison; only the dose makes a thing not a 

poison.” The data will show the hazardous nature of PPPs, and the way these data are 

used in risk assessment needs to be communicated.  

It is generally assumed that organic PPPs are safer which is not always true. This is an 

example of where risk communication to the public has failed. 

The principles of a risk benefit analysis need to be explained. The EU can’t just ban all 

PPPs deemed to have potential to harm the environment or human health. Would we 

then import more food from developing countries where these PPPs and worse are still 

used? 

                                                 
4 https://ec.europa.eu/food/safety/general_food_law/transparency-and-sustainability-eu-risk-assessment-food-

chain_en  
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60. The IARC opinion and the BfR/EFSA opinions have conflicting views on the risks 

associated with glyphosate (i.e. on its carcinogenicity). Situations of conflicting 

scientific opinions are not uncommon in science advice for policy-making. At the same 

time, such scientific conflicts present a challenge both for regulators and for the broader 

public and the latter’s trust in regulation. How could situations of divergent scientific 

opinions on a particular regulatory issue be addressed? Which institutional mechanisms 

of mediation of scientific conflicts would work best at EU level? (see, for example, the 

proposal of the Group of Chief Scientific Advisors, Scientific Opinion 5/2018)5 to use 

the Scientific Advice Mechanism for that purpose). 

This is very difficult and is a bit like the use and abuse of statistics. There will be 

occasions when the 2 sides will never agree, but the proposal in the Scientific Opinion 

5/2018 goes as far as its possible with sensible suggestions.  

The fundamental point that the question glosses over is not just that the conclusions 

were different, but what the organisations were making conclusions about was different. 

The IARC assessment was simply considering if there was enough evidence to show 

that glyphosate posed a cancer-causing hazard – the study duly found that it did, or 

rather, that it couldn’t fully rule it out. Although it has since been found that that the 

IARC study did not include all of the evidence it could have, the findings still put it in 

the “probable carcinogen” category, which again is crucial for context as IARC have 

also concluded that working night shifts, hot drinks and cutting hair are also probable 

carcinogens in the same way.  In summary the IARC conclusion say nothing of risk, 

whereas the BfR and EFSA conclusions specifically consider the risk of glyphosate 

being harmful based on actual use as a PPP and exposure – ie: they follow the 

fundamental maxim of toxicology “the dose makes the poison”. And even then, they 

have a very precautionary approach to what realistic use/exposure would be. So, my 

view on a direct answer to “how can situations of divergent scientific opinions on a 

particular regulatory issue be addressed?” I’d say by policymakers, politicians and those 

in positions of responsibility taking the time to themselves fully understand these 

important elements of context and use their public platforms to explain this to the 

general public – MEPs have a special and highly important role and duty in this regard. 

The methodologies used in studies need to be scrutinised to allow data to be evaluated. 

For example, some studies in the neonicotinoid debate used very high doses on bees, 

which would never be achieved in the field. With glyphosate there were issues with the 

use of the active substance or the formulation and whether tallow amines were involved.  

Independent experts in and beyond the EU should judge the methodology used and the 

suitability of the studies and the data, which is being evaluated. If such experts still 

disagree then is it a case of using the precautionary principle and a cautious approach or 

looking at a cost or risk benefit analysis of what the alternative would be. 

Again, in the case of neonicotinoids, removing the approval for seed dressing for oilseed 

rape means spraying the crop several times with pyrethroids to control pests with 

associated problems of spray drift.    

61. a) What changes, if any, should be introduced to the principle of reversed burden of 

proof, as currently applicable in the PPP authorization procedure, whereby the applicant 

provides all the evidence, on which the risk assessment is based? In your answer please 

also consider the feasibility of any reforms in this regard in terms of public finances and 

other practical and legal issues.  

                                                 
5 https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf  
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The proposal for EFSA to request EU funded studies is a controversial and potentially  

very expensive move especially if the study needs to be extensive and over several 

years. Would the public be happy to see funds spent on this? Would NGOs support 

public funds being spent on data that could support the use of PPPs? Would public 

studies be accepted by all, would they still be questioned? 

b) Does the Commission proposal to change the General Food Law Regulation address 

this problem sufficiently? 

I don’t think so …. 

62. There are many concerns about glyphosate next to carcinogenicity, for example, 

concerns about the loss of farmland biodiversity, water contamination, soil health, 

dependence of farmers on few big corporations, superweeds etc. In your view, does the 

current legal framework for pesticides in the EU allow for the consideration of these 

broader societal issues in the authorization process? Should the legislation be improved 

so that these broader concerns can be taken into account? Is the current framework 

focusing too narrow on safety issues (and right now even only on carcinogenicity), 

therefore placing too much responsibility on a scientific agency (EFSA)? 

This is covered in earlier answers. There is little or no scope to look at the impact of 

product withdrawal and whether the alternatives are actually better for the environment 

and human health, and what the impact would be on productivity. 

Cost benefit analysis of withdrawal also required. 

63. Would you agree that risk management should strictly be based on a scientific 

assessment? Would you agree that our European agencies are best qualified to present 

such assessments? 

European agencies appear to be best qualified. Risk management must be evidence 

based with scientific assessment, but the science needs to include the assessment of the 

impact on the way agriculture is carried out and the economics of agricultural activity. 

64. Would you agree that pesticides can have a positive impact on food safety, for instance 

by using fungicides to prevent mould infestations? 

PPPs combat plant pests which can be animals, plants or pathogens (such as fungi, 

bacteria or viruses) that have the potential to compete with human interests by inhibiting 

the cultivation of food and feed. Weeds may be poisonous to humans and animals and 

pathogens such as Fusarium moulds, which are the cause of some of the most severe 

fungal diseases in European crops, produce toxic secondary metabolites called 

mycotoxins. These mycotoxins can cause chronic and sometimes fatal effects on 

animals and humans. The relatively stable molecular structure of mycotoxins allows 

them to survive the transition from field to fork. The use of PPPs to control injurious 

plant pests can bring a direct benefit to human and animal health. Mycotoxins vs PPP 

residues is an example of how PPPs are beneficial 

 

65. On PPP's is indicated a recommended quantity to be used in order to be safe. Are these 

indications scientifically correct? If so, why are these indications questioned? 

This is balance between efficacy and impact on the environment, residues in food etc. 

Recommendations are based on the dose required to have the required impact on the 

weed / pest / disease. The safety of this dose is currently determined from laboratory 

tests adjusted to allow for translation to the natural environment. In the UK the Centre 

for Crop Health and Protection has just completed construction of an e-flows mesocosm. 
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This new facility will allow us to directly test the safety of PPPs in a natural and aquatic 

environment. 

66. In your opinion, does EFSA need more finances and personnel to do its job? 

Possibly, if there is a need to increase their activities and expertise to undertake the 

required assessment. 

67. In your opinion, who needs to pay for the scientific studies? Is it a problem if the 

industry does? Do scientists make their results dependent on who pays? What about 

studies for NGO's? 

This is a contentious issue. In the end it is the consumer who pays whatever the route. 

Objectives of studies can vary dependent on the questions being asked. In general, it 

should not matter who carries out the study, there is a need to be able to understand how 

a study was carried out, to evaluate the methodology, compare with other studies and 

assess the associated data. If studies do not have sufficient information reported then 

that would be a reason for data to be considered dubious. However completely 

understand the need for public acceptance of data and associated conception around 

industry AND NGOs paying for studies. 

68. What is your opinion on the current European system, in particular on the following 

points? 

a) The double level: the active substance is assessed at the European level and the PPP 

at the Member State level. At a strictly scientific level, is only assessing the active 

substance sufficient? 

The active substance can be assessed without full knowledge of how it may be used, 

i.e. at the European level. This can be done by looking at tox and ecotox data and to 

some extent use of models to decide whether the active substance can be approved. 

At the MS level, uses of PPPs will differ between MS, leading to greater risk with 

some uses in a MS. For example, use of a fungicide on grape vine is more of a risk 

than on a cereal crop, due to application (drift) and re-entry of workers for harvest 

etc. 

Need to take into account the active substance and how and where it will be used. 

b) For the active substance, the assessment is performed by the Member State contacted 

by the asker. This assessment is then corrected by the EFSA in a peer review. 

However, capacities of the Member States are different; therefore, there are 

problems of disparity and workload. What could you propose to improve this 

situation? What do you think about assessments performed only by the EFSA in 

order to have only one conclusion and to improve the consistence of our system? We 

can discuss then about the political question and decide to ratify the EFSA’s 

conclusion at the EU’s level or the Member State’s level. 

This would increase the workload and associated costs of EFSA, which already 

relies on experts who work for EU regulatory bodies such as CRD and BfR 

c) Currently, the asker provides information to agencies. How guarantying the 

rightness of information? Which improvements could you propose in your checking 

and audit system?  

Spot checks by agencies can monitor the accuracy of information provided by the 

asker. 

d) Public accountability of information is not total. Secret is justified by fair trade. How 

far economic viewpoint can be accepted in the scientific subject of pesticides?  
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Some secrecy is justified by fair trade, but this information needs to be made 

available to EFSA under a non-disclosure agreement. In this way public trust should 

be maintained. 

69. Do you consider that the residues of the active substance, its metabolites, a safener, 

synergist and the co-formulant contained in it, are studied and assessed sufficiently on 

human or animal health or on groundwater, or their potentially unacceptable effects on 

plants or plant products or the environment in order to guarantee one of the purposes of 

the Regulation 1107/2009, which is the protection of both human and animal health and 

the environment? Do you see the results reflected in the authorisation assessment at MS 

level? 

Assessments are required to honour the two requirements of the EU PPP approval and 

authorisation system by ensuring that substances do not have any harmful effect on 

human, animal health, or the environment while improving agricultural production. As 

the Group of Chief Scientific Advisors highlight in their report, in practice these 

objectives may result in unachievable goals. PPPs may have biologically toxic effects, 

although the risks of actual harmful effects for health and the environment may be very 

small. For this reason, a literal interpretation of the objectives of the PPP regulation with 

respect to protection of human health would not permit any PPP authorisation in the EU. 

This would impact agricultural production and practice. Risk managers and legislators 

must therefore set clear criteria and levels for acceptable risk, taking into account that all 

choices, including the non-use of PPP, carry a component of risk. Risk managers must 

also define the minimum levels of certainty that they require from scientific assessments 

and better communicate their final decisions, including justifications, with reference to 

these risks. Improved testing facilities such as the new e-flows mesocosm in the UK will 

allow enhanced certainty from scientific assessments of the impact of PPPs on the 

environment. 

70. The Implementation Assessment commissioned by the European Parliament (2018) 

revealed that “Several stakeholders (PPP producers and PPP users) stated that exposure 

is not sufficiently considered in the current framework’’ (p.164/588). Do you consider 

that the risk mitigation measures, take enough into consideration the non-dietary intake 

and the exposure of non-target organisms? 

I believe that the current framework allows for sufficient consideration of risk mitigation 

measures in relation to the non-dietary intake and exposure of non-target organisms. 

Implementation by National Competent Authorities is variable. I believe that EFSA is 

the right body to ensure harmonisation of PPP assessment across member states. This 

may take time to achieve but is better than seeking to implement a new and unproven 

strategy. 

 

Questions to Ms Franziska ACHTERBERG / Greenpeace Europe: 

71. You are always advocating for less pesticides. Could you please elaborate a bit on the 

risks for non-use? Especially with regards to the loss of fungicides and its negative 

impacts on human health? 

72. What kind of pesticides would you accept?  

73. That do you think should be improved/changed in the risk communication of the PPP 

regulation?  
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74. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, 

also in ecological agriculture. What would be your solutions? 

75. How many meetings have you had with the European Commission, the European 

Parliament, European agencies and representatives of Member States in the past two 

years? 

76. What is your budget? What are your sources of funding?  

77. Your organisation is constantly criticising industry for not being transparent enough, and 

for exertion undue influence. Can you please explain to us the funding of your 

organisation, and in particular the links your organisation has with the Isvara Foundation 

as reported in Politico? (see reference https://www.politico.eu/article/ayman-jallad-

ayman-jallad-mystic-money-man-behind-brussels-activists-ngo-funding/). 

78. A document from 2005 (see Appendix I, text highlighted in yellow) suggests that the 

Commission considered environmental issues as a "minor issue" only, and was 

proposing to stop banning pesticides for environmental reasons only. What is you view 

of this position, also in light of art.4 of Regulation 1107/2009? Has this consideration of 

environmental issues changed in recent years and what policy statements would you 

refer to highlight your answer? 

79. In relation to the evaluation of the inspection unit of SANTE, according to the 

Commission's report to the Ombudsman in 2018 following the complaint 12/2013/MDC 

(see Appendix II, page 12) 

"In 2015, the Commission undertook a survey of all Member States on the authorisation 

of PPPs. The responses to the survey showed that the majority of the Member States did 

not comply with the legal requirements laid down in the Regulation (EC) No 1107/2009 

regarding deadlines for the authorisations of PPPs. 

In 2016 and 2017, audits on the authorisation of PPPs were conducted in 7 Member 

States: Germany, the United Kingdom, Luxembourg, Portugal, France, Lithuania, and 

Spain. Audit reports can be found on the Commission website. The audits confirmed that 

the national re-evaluations of PPPs on the market, which must take account of the EU 

approval Regulations and their related conditions, are significantly delayed. In three 

Member States there were significant numbers of PPPs still authorised which had not 

been evaluated in accordance with EU agreed uniform principles19,20. In these 

Member States the percentage of authorised PPPs that had not been evaluated in 

accordance with the uniform principles ranged from 9% to 33%." 

What is you evaluation on how this situation may affect the environment? 

80. One of the purposes of Regulation 1107/2009 is “to ensure a high level of protection of 

both human and animal health and the environment… The precautionary principle 

should be applied and this Regulation should ensure that industry demonstrates that 

substances or products produced or placed on the market do not have any harmful effect 

on human or animal health or any unacceptable effects on the environment.” (recital 8, 

addressed in article 4) 

81. Based on your work and research, do you consider that this aim of the regulation is 

fulfilled, and therefore the authorisation and use of pesticides in the EU do not cause any 

harmful effects on animals or any unacceptable effects on the environment? In your 

opinion, do you consider that the current authorisation and use of pesticides allows a 

high level of protection of the environment and its ecosystems? 

82. On Residues: According to Regulation 1107/2009, pesticide residues, or mixtures of 

pesticide residues should have no harmful effects on humans and animals and no 
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unacceptable effects on the environment and each active substance (or its metabolites) 

has to fulfil the following conditions (Annex II, 3.7 and 3.8): it should not be considered 

a POP, a Persistent Bioccumulative and Toxic (PBT), very persistent, very 

biocumulative, an endocrine disruptor to non-target organisms, to have unacceptable 

acute or chronic effects on bees or to have unacceptable impacts following ecotoxicty 

testing among others.  

In your opinion do you consider that the current system ensures that all the above 

criteria are fulfilled? Do you know of any cases where these criteria are not fulfilled? 

83. A recent study found a 75% decline of insect biomass in proximity to agricultural sites 

(Hallmann et al, 2017), another found that more than 400 million of birds have 

disappeared in Europe (Inger et al. 2014), whereas an average of 33% of all birds have 

disappeared in France (French National Museum of Natural History, CNRS, 2017). All 

these studies attributed the observed decline in populations of species, at least in part, to 

intensive agriculture and the use of pesticides. In your perspective, what is the 

significance of these observations in relation to biodiversity and ecosystem services? Do 

you consider these changes alarming? And if yes, what political action would you 

propose as necessary? 

84. A meta-analysis study in 2014 (Malaj et al. 2014) studied more than 2000 European 

freshwater sites and found that in 42% of the sites, aquatic ecosystems (using as 

reference invertebrate, fish and algae) were under chronic chemical risk, and pesticides 

were the major contributors. Is it true that the use of pesticides in agricultural areas are 

putting our freshwater ecosystems at risk? What are the long term consequences of such 

impacts?  

85. What recommendations do you have on how to improve the current functioning or 

design of the EU pesticides approval process in order to ensure the highest possible level 

of protection of the environment and health as well as a high level of public trust in the 

process? Please feel free to also include areas which may not have already been covered 

in PEST hearings to date. 

86. What is your evaluation of the Commission’s proposal on the revision of the General 

Food Law? 

87. Greenpeace is sometimes famous for its polemical actions, which harm fair goals despite 

initial good intentions. How NGOs, which militate on scientific topics, can avoid an 

inverted lobbying to protect the objectivity of science and not to harm some fair goals?  

88. In comparison with the strict scientific ecology, Greenpeace sometimes practices a 

political ecology and deals with purely political topics such as economy, migration or 

culture. Is the intrusion of politics into purely scientific topics with no danger? Would 

your action be more efficient and better welcomed by the public opinion if you separate 

scientific question and ideological debate? 

Questions to Mr Martin PIGEON / Corporate Europe Observatory (CEO): 

89. You are always advocating for less pesticides. Could you please elaborate a bit on the 

risks for non-use? Especially with regards to the loss of fungicides and its negative 

impacts on human health? 

90. What kind of pesticides would you accept?  

91. That do you think should be improved/changed in the risk communication of the PPP 

regulation?  
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92. We see the lack of low risk pesticides as well as alternatives to copper-based-fungicides, 

also in ecological agriculture. What would be your solutions?   

93. Can you tell the committee how many meetings you have had with the European 

Commission and the relevant EU regulatory agencies over the last two years? 

94. Can you also inform the committee about your organisation’s annual budget, and its 

respective sources of funding? 

95. At an earlier hearing with the Commission and EFSA, the PEST committee raised the 

issue of industry funding for research used in the approval process. It was put to EFSA 

that this model should be revised and instead all studies should be financed through 

public money, e.g. by EFSA themselves. The representatives from EFSA expressed the 

view that this would support increased industry profits, as the burden of scientific proof 

would shift from the economic operator who benefits from the approval to the regulatory 

authority. Do you concur with this view? 

96. As representatives of the European citizens' initiative against glyphosate, you have 

raised a number of criticisms of the regulatory process for pesticides in general, 

particularly with regard to last year’s glyphosate re-approval. What practical alternatives 

do you suggest? 

97. What is your budget? Can you describe your role? What are your sources of funding?  

98. How many meetings did you have with the European Commission, Members of the 

European Parliament and representatives of the Council and Member States permanent 

representations in the last two years? 

99. What measures do you think are necessary to ensure the highest level of transparency at 

EFSA and in relation to the other stakeholders and documents involved in the 

authorisation process? What recommendations do you have on conflicts of interest for 

all stakeholders/organisations involved in the process?  

100. There have been many improvements to EFSA transparency policy over recent 

years, partly due to pressure exerted by the Parliament’s discharge procedure. Is the 

independence of EFSA from industry now guaranteed? If not, what further 

improvements can be made? 

101. It has been argued that independence from industry can never be achieved, since so 

many experts do receive funding from industry or have ties to industry. What do you 

think about this? What in your view are some of the solutions to help build and support 

independent science and researchers? 

102. What is your view on the use of GLP standards in the pesticide authorisation 

procedure?  

103. At the PEST mission to EFSA, Mr Url spoke in favour of laying down a harmonised 

independence policy amongst all EU agencies and invited the PEST committee to come 

up with a proposal. What is your view on this suggestion? Would this be 

desirable/achievable in practice? What measures would need to be put in place to ensure 

that this would ensure the highest levels of independence possible (rather than resulting 

in a policy of the lowest common denominator)? 

104. From July 2018, under its new independence policy, EFSA will be able to request 

declarations of interests from Member State experts which will be checked by EFSA. 

What is your view on this? Will this help reduce conflicts of interest? 

105. What overall recommendations do you have on how to improve the current 

functioning or design of the EU pesticides approval process in order to ensure the 
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highest possible level of protection of the environment and health as well as a high level 

of transparency and public trust in the process? Please also feel free to include 

areas/ideas/proposals which may not have already been covered in PEST hearings to 

date. 

106. Which influence do lobbies pro and anti-pesticides currently have on both scientific 

and political European system? 

107. Does lobbying have an impact on the assessments performed by the EFSA and the 

ECHA? Did it have an impact on Glyphosate’s assessment, given that the EFSA had 

partly used studies from industry? 

108. The EU’s action is based on stakeholders’ consultation. Consequently, the EU has to 

deal with lobbies from companies. Do scientific organizations work in a perfect 

independence within the EU? 

109. Lobbying does not come only from companies. It also comes from some NGOs. Is 

NGO’s action sometimes questionable? 

110. How guarantying the independence of scientific and political organizations against 

lobbies in the EU? 

111. Do you observe similarities in the corporate lobbying done in the past for some 

nowadays banned pesticides, such as PCBs and Agent orange, to the lobbying done 

nowadays from the big corporations? What could be improved in the legislation in order 

that the civil society and other stakeholders have the same access and influence the 

decision-making as the applicant? 

Questions to Mr John CHINN / Crop Health and Protection (CHAP): 

112. What are the biggest threats to crop production in Europe? How do you see the role 

of pesticides in that system? 

a. Inability to control plant pests, diseases and weeds. 

b. PPP resistance developing in crops due to limited choice of approved PPPs and 

reduced application rates to meet lower maximum residue levels (MRLs) in our 

crops. We already have groundsel resistant to metribuzin (a trazinone) and 

widespread resistance to acetolactate synthase (ALS) inhibiting herbicides. This 

developing resistance is similar to the development of antibody resistance in 

humans. 

c. Degradation of our arable soils.  

d. Climate change. 

e. Availability of labour. Unlikely to be available or affordable for hand-weeding. 

  

Pesticides are and will continue to be crucial if we are to produce enough nutritious, 

affordable food for our increasing population. 

 

113. Regulation (EC) 1107/2009 states its purpose is: “to ensure a high level of protection 

of both human and animal health and the environment and at the same time to safeguard 

the competitiveness of Community agriculture”. How do you think that each of these 

objectives are met and what could be done to further their attainment?  

The dilemma of the dual regulatory goals concerning the use of PPPs: 

 The avoidance of harmful effects 

 Improvement of agricultural production 
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Scientific and technological developments promise a better tomorrow, a few examples: 

a) We are developing more targeted PPPs which will have a much-reduced impact on 

non-target organisations and the wider environment. On my farm we used to use 

chlorpyrifos (an organo-phosphate) to control vine weevil larvae in our blueberries 

but it also killed earthworms – in many ways sterilising the soil. Now we avoid this 

ecological damage by drenching the soil with nematodes that specifically invade 

only the larvae of Vine weevil, leatherjackets and slugs. A hugely successful 

development of a biological control agent resulting in healthier soil. Along with 

many others the Centre for Crop Health and Protection is working to develop new 

biological control agents. 

b) We are developing the ability to apply PPPs only to our target site – be that a weed 

or a diseased plant. This will decimate pesticide usage on farm bringing financial 

and environmental benefits. 

c) The Centre for Crop Health and Protection is developing Crop Monitoring stations 

that will automatically collect disease spores and DNA sequence them. This will 

save unnecessary use of PPPs when there is no disease present and inform us of the 

strain of any pathogen detected so that we can use the most suitable PPP to avoid 

resistance issues whilst minimising impact on the environment. 

d) Under the Precautionary Principle, the European Commission may ban the use of a 

Plant Protection Product, if the risk associated with its use cannot be determined 

with sufficient certainty, as identified by a scientific and objective evaluation. This 

requirement has been particularly challenging to prove and so, to this end, the Centre 

for Crop Health and Protection has built an e-flows mesocosm at the National Agri-

Food Innovation Campus, near York in the UK. The e-flows mesocosm is an 

outdoor experimental system that examines the natural environment under controlled 

conditions. In this way mesocosm studies provide a link between field surveys and 

highly controlled laboratory experiments. The mesocosm includes controlled 

watercourses and other features to record impact on field edges. This is exactly the 

sort of development that our industry needs to take, and is taking, to generate public 

confidence around the use of Plant Protection Products. 

 

The farming industry needs regulatory support through scientific risk-based approval for 

new and existing chemistry while these exciting new technologies are developed. 

 

114. In your view, what are the key hurdles to the uptake of new technologies in the 

agricultural sector? 

High barrier / bureaucracy, Cost, expertise, scale: 

 The EU has one set of regulations across more than 1 climatic zone. We are 

required to doubly prove the worth of PPPs – increased agricultural production 

and environmental safety. 

 Costs will reduce as the technologies are further developed and then mass 

produced. 

 Expertise will arrive in the form of automation and artificial intelligence. You 

don’t need to understand how a computer works in order to use one and the same 

will apply to these new technologies as they get further developed. 

 Large farmers, co-operatives and Producer Organisations will be the early 

adopters. An developing infrastructure will then follow to bring the benefits to 

smaller producers. 

 

115. What role do you see for pesticides in modern and sustainable farming? How would 

you assess the role of technologies such as precision farming for the development of 
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farming in general and the use of pesticides? Looking into the technological 

developments that can be expected for the near future, would you say that a sustainable 

use of pesticides is possible? 

European Crop Protection Association (ECPA) research concludes that up to 40% of 

global crop yields are lost to pests and diseases every year. These losses could double 

without the use of pesticides. PPPs will remain crucial in modern and sustainable 

farming, however, based on scientific risk-based assessments, advancements in: 

 monitoring pest and disease risk 

 new chemistry 

 the use of biological control agents 

 targeted application technologies 

 Progress in plant breeding and genetics 

can all combine to ensure the production of safe, healthy, nutritious, affordable food 

with ever better care for the environment. 

 

Since the agricultural revolution of the 18th century we have seen the size and power of 

farm machinery increasing. With this has come increased cultivations, mixing air into 

soil and oxidising the organic matter. Soil health depends on organic matter to maintain 

fertility and support the microbiome and we have witnessed increasing degradation of 

our soils over the last two centuries. Many progressive farmers are now literally 

replacing ploughing with glyphosate. This no-till strategy prevents soil erosion, 

preserves biodiversity and reduces greenhouse gas emissions. It builds soil organic 

matter, enhances the soil biome and is an essential tool for sustainable agriculture. All 

dependent on glyphosate! 

 

116. In the next decades, humanity has to increase yields to assure the food needs. Can 

the food-processing industry be sustainable, given that your innovations already 

obtained? 

Firstly, we must appreciate that globally 40% of all food produced is wasted. This 

happens all along the chain from growers to processors to retailers to consumers. Food 

waste can be significantly reduced by actions that increase the shelf life of food post-

harvest, from plant hygiene (reducing the bacterial / fungal loading on food) to the use 

of controlled atmosphere storage and modified atmosphere packaging. At the farm level, 

we are on the brink of a technological revolution. The UK Agri-tech Centres have been 

created as a thoroughly modern, 21st century, way in which to ensure that knowledge 

and insight from the UK’s world-leading science base is translated into benefits for 

farming and food but also for society and the economy at home and abroad. Legislation 

and farm support need to nurture the farming industry as it adopts the disruptive changes 

that are coming to food production (as they are to all our lives) through artificial 

intelligence and automation. In this way the world need not go hungry. 

117. If the food-processing industry can become sustainable, which strategy can you 

propose to replace the current food-processing industry, implying to face big companies 

such as Bayer-Monsanto? 

There is no ‘holy grail’ answer to healthy food production. Within the EU our food is all 

nutritious and safe, but some production systems won’t be affordable for everyone. Not 

being able to afford food will affect peoples’ health and longevity. 

We should be grateful for the vast investment being made by big companies in 

developing and getting approval for new more targeted PPPs. Society’s perverse 
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preference for natural toxicity over synthetic safety has led to rebuttals of good scientific 

risk assessments. 
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QUESTIONS TO MS WAGSTAFF SUBMITTED BY POLITICAL GROUPS 

 

All Monsanto Papers citations link to the related document on the Baum Hedlund 

Aristei & Goldman website. You can always keyword search any of the  

Monsanto Papers by searching the PDF Chart of Documents. 

(Keyboard shortcut Control+F on a PC or Command+F  

on a Mac to search any word on this chart) 

 

1) Could you tell us if the discussions in the Dewayne Johnson vs. Monsanto case (case 

no CGC-16-550128) were rather focused on the active substance glyphosate or on the 

commercial products containing this active substance and if a distinction was made, 

but also if the question of the level of maximum residue limits was raised and finally, 

if this question is discussed in the other 500 lawsuits you follow as national Co-Lead 

Counsel? 

The Johnson v. Monsanto case focused on Roundup formulations used by Dewayne 

Johnson. We presented evidence that he sprayed approximately 150 gallons of 

Roundup around 30 times a year. The maximum residue limits was not addressed in 

Mr. Johnson’s case. It is not certain whether it will be raised in future cases. 

2) Could you tell us if during the trial and for the conclusion in the before-mentioned 

case, the notions of hazard and/or risk have been discussed, and which one was used, 

and also which scientific basis was used. Is this notion also discussed in the 500 

lawsuits you follow as national Co-Lead Counsel? 

 Monsanto raised the issue of hazard vs. risk in an attempt to minimize IARC’s finding 

that glyphosate is a probable human carcinogen. Likewise, Judge Chhabria in the 

federal cases transferred to San Francisco, highlighted the distinction between IARC’s 

hazard assessment approach and regulatory entities’ risk approach. Ultimately, we 

showed that the McDuffie, Eriksson and NAPP epidemiology studies showed 

statistically significant doubling of the NHL risk to persons exposed to Roundup for 

more than 2 days (McDuffie and NAPP) or more than 10 days (Eriksson) per year. 

That data, along with the DeRoos 2003 study showing a statistically significant 

adjusted odds ratio over 2 and strong toxicological and mechanistic study outcomes, 

met the Bradford Hill criteria for Roundup’s causing NHL. Our Oncologist expert, Dr. 

Nabhan, used a differential diagnosis to rule out causes other than Roundup’s inducing 

Mr. Johnson’s NHL. So, although the subjects of hazard vs. risk assessment were 

raised, Mr. Johnson’s exposure levels exceeded the levels associated with elevated risk 

of Roundup induced NHL indicated by the McDuffie, Eriksson, NAPP and DeRoos 

studies. 

 

3) To what extent have the Monsanto papers exposed a direct link between round-up and 

cancer? Please give examples. 

 

 The Monsanto Papers played a significant role in exposing a direct link between 

Roundup and NHL.  Starting with Monsanto’s response in the late 1990’s to non-

industry studies showing a genotoxicity issue with Roundup. Monsanto hired Dr. 

James Parry to evaluate that risk and when his analyses found that Roundup is a likely 

clastogen causing DNA damage, Monsanto buried his analyses. See Monsanto Papers 
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32. Dr. Parry recommended Monsanto conduct studies on Roundup to address this risk 

(Monsanto Papers 34) and Monsanto’s scientific team decided not to follow Dr. 

Parry’s recommendations. (Monsanto Papers 36). Instead, they chose to ghostwrite a 

review ostensibly authored by independent experts that conveyed the message that 

there is not a genotoxicity problem with Roundup. (Williams, Kroes, Munro study; 

2000). Later, in 2001 and 2009, Monsanto’s chief toxicologist, Donna Farmer, emailed 

colleagues that they could not say Roundup does not cause cancer because they had 

not actually done testing on Roundup formulations—they had only conducted testing 

on the separate component parts of Roundup, like glyphosate alone or the surfactant 

adjuvant alone—never together to test the synergistic potential for the formulations’ 

carcinogenicity. (Monsanto Papers 51) 

  

4) To what extent have the Monsanto papers exposed the tactics of Monsanto of 

manipulating the science? Please give examples. 

 Monsanto has had a long history of manipulating science which has been documented 

in the Monsanto Papers. In addition to the James Parry saga discussed above, 

Monsanto engaged in a program of attacking non-industry scientists or publications 

that conveyed the risks of Roundup. Monsanto scientists, Dr. Donna Farmer and Dr. 

William Heydens, referred to this program as “whack-a-mole,” like the arcade game. 

(Monsanto Papers 115). The program was initiated in 2002 as a response to a sea 

urchin study that demonstrated clastogenic potential for Roundup. (Monsanto Papers 

83) Heydens and Farmer met with other Monsanto scientists to develop a protocol to 

“kill” non-industry “free” studies that suggested Roundup’s carcinogenicity. 

(Monsanto Papers 44). 

 

 In 2012, when Prof. Gilles-Eric Seralini published the results of his long-term rat 

study, Monsanto scientists orchestrated a coordinated attack against Dr. Seralini, his 

results and the journal that published his results. (Monsanto Papers 8). Dr. Seralini’s 

study simply replicated a 2004 Roundup feeding study conducted by Monsanto for 

only 13 weeks—a rat lifetime is between 104 and 156 weeks, so 13 weeks is too short 

of a period to detect tumor formation. (See Novotny’s “Retraction by corruption: 

the 2012 Séralini paper” summarizing the 2004 and 2012 studies and the Monsanto 

Papers showing the attack on Seralini’s work and reputation). In response to Seralini’s 

104 week study showing significant tumor growth, Monsanto organized a massive 

letter to the editor campaign with sample letters to be sent by “independent” scientists 

Monsanto recruited to critique Seralini’s results and methods. (Monsanto Papers 10) 

Monsanto leveraged the journal editor, with whom Monsanto had a paid consultancy 

relationship) to retract the study. (Monsanto Papers 13). This is direct, corrupt 

manipulation of science. 

 

 Similarly, in 2015 when IARC published its finding that glyphosate is a probable 

human carcinogen, Monsanto implemented a massive, coordinated campaign to 

discredit IARC, its findings and its members. (Monsanto Papers 95). The plan included 

“orchestrating outcry.” (Monsanto Papers 91) Monsanto drafted an attack on IARC for 

Henry Miller to publish at Forbes as an independent Hoover Institute academic. 

(Monsanto Papers 15) This was a deliverable on Monsanto’s IARC Plan to discredit 

IARC (Monsanto Papers 91) When the NYT conveyed the Monsanto Papers showing 
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that their publication was verbatim what Monsanto sent to Henry Miller to publish, 

Forbes took down Miller’s “article” and blog for engaging in improper ghostwriting. 

 

 As part of discrediting IARC’s 2015 determining glyphosate is a probable human 

carcinogen, Monsanto included in its battleplan the recruiting of several “independent” 

scientists to refute IARC’s findings. (Monsanto Papers 20) Donna Farmer and Bill 

Heydens worked on recruiting the “independent” expert panel. Heydens worked on 

paying at least two of the experts.  (Monsanto Papers 21 & 22) Heydens also reviewed 

the experts reports, edited them and drafted the introduction. (Monsanto Papers 24). 

The Expert Panel’s publication had author disclosures and acknowledgments stating 

there was no direct contact with Monsanto, that Monsanto did not review the drafts 

and there was no other involvement with Monsanto. Per the Monsanto Papers, each of 

these assertions were false. (Monsanto Papers 18 and Monsanto Papers 24) Roger 

McClelland, the CRT editor, queried the authors on Monsanto’s involvement and the 

authors each denied any. (Monsanto Papers 29). Last week, Critical Reviews in 

Toxicology, based on information made available in the Monsanto Papers, issued 

corrections on the contributions and acknowledgments, with several of the authors 

acknowledging the Monsanto Payments and involvement with the papers, 

accompanied by an apology for their errors.  

5) To what extent have the Monsanto papers exposed the regulatory capture of the US 

Authorities, such as the EPA, by Monsanto? What relevance could this have for 

possible regulatory capture in Europe? 

 The Monsanto Papers show that EPA and ATSDR (Agency for Toxic Substances and 

Disease Registry) were influenced by Monsanto’s co-opting EPA’s Jess Rowland.  

(Monsanto Papers 88) Rowland actually wrote the draft  CARC report that found no 

carcinogenicity, but Dr. Portier and the independent Science Advisory Panel both 

found that, like EFSA, the EPA did not follow its own scientific protocols for 

evaluating studies, resulting in tumors not being counted and risk levels being 

disregarded.  Rowland also circulated the phony rumor that one of the mouse studies 

that had elevated lymphomas among Roundup exposed mice had a viral 

contamination—this turned out to be made up.  He conveyed that falsehood to EFSA. 

We just have to keep investigating and publishing the results, like the Jess Rowland 

and Jack Housenger texts showing Rowland’s “medal” worthy blocking of the ATSDR 

analysis that was expected to parallel IARC’s findings. (Monsanto Papers 98) 

 

 We have not been able to declassify many of the Europe related documents yet, but 

will do so soon. 

  

6) In what way are the tactics of Monsanto similar to big tobacco? 

 

In the 1950s and 1960s, Big Tobacco did three things to obscure the health effects 

associated with smoking: 

 

1) First, they promised high-quality research to quell public concerns about 

cigarettes. Using front groups like the Tobacco Industry Research Committee, 

the industry promised to hire the best scientists to look into the cancer link (the 
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group supported “almost without exception projects which are not directly 

related” to the cancer issue). 

 

2) Next, they engaged in a deception campaign designed to sow doubt and divert 

attention from cigarettes causing lung cancer, insinuating that lung cancer could 

be caused by any number of things besides cigarettes.  

 

Carl Thompson from Hill and Knowlton (PR for Big Tobacco in the 1960s): 

“The most important type of story is that which casts doubt in the cause and 

effect theory of disease and smoking.” 

 

Memo from Brown and Williamson (British American Tobacco 

subsidiary): “Doubt is our product since it is the best way of competing with 

the ‘body of fact’ that exists in the mind of the public. It is also the means of 

establishing a controversy.” 

 

3) Finally, they worked to discredit any science that linked smoking to cancer. 

Autopsy reports were considered anecdotal. Epidemiological studies that found 

evidence of a cancer link was cast aside as statistical. Animal studies were 

simply not relevant.  

 

Monsanto’s tactics are lockstep with those of the tobacco industry and well-documented 

in the Monsanto Papers.  

 

1) Added scientists to studies to make research on Roundup/glyphosate appear 

more credible (Monsanto Papers 5). Ghostwrote research in response to IARC 

Monograph on glyphosate (Monsanto Papers 14, Monsanto Papers 27, Monsanto 

Papers 28). Paid scientists directly to participate in review paper without 

disclosing involvement (Monsanto Papers 18, Monsanto Papers 21, Monsanto 

Papers 22).  

 

2) Created multiple battle plans to discredit IARC and “orchestrate outcry” both 

before and after the agency concluded that glyphosate is a probable human 

carcinogen (Monsanto Papers 17, Monsanto Papers 91). Engaged third parties 

like the American Council on Science and Health (ACSH) to spin science, 

shame scientists that question the safety of Roundup/glyphosate, and highlight 

information that is helpful to Monsanto. Wrote favorable media reports and 

blogs that were published in Forbes and elsewhere (Monsanto Papers 15). 

 

3) Sought and obtained retraction on study linking glyphosate/Roundup to cancer 

(Monsanto Papers 7, Monsanto Papers 9). Buried research from one of the 

company’s own consultants that corroborated previous findings that 

Roundup/glyphosate induces DNA damage (Monsanto Papers 34, Monsanto 

Papers 36). Used influence to keep study finding health hazards associated with 

glyphosate from being published (Monsanto Papers 3).  
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http://baumhedlundlaw.com/pdf/monsanto-documents/10-Monsanto-Consulting-Agreement-with-Food-and-Chemical-Toxicology-Editor.pdf
https://www.baumhedlundlaw.com/pdf/monsanto-documents/Dr-James-Parry-Glyphosate-Review-Evaluation-of-the-potential-genotoxicity-of-Glyphosate-Glyphosate-mixtures-and-component-surfactants-1999.pdf
https://www.baumhedlundlaw.com/pdf/monsanto-documents/Email-from-William-Heydens-Monsanto-Vulnerable-on-Gene-Tox-After-Parry.pdf
https://www.baumhedlundlaw.com/pdf/monsanto-documents/Email-from-William-Heydens-Monsanto-Vulnerable-on-Gene-Tox-After-Parry.pdf
http://baumhedlundlaw.com/pdf/monsanto-documents/15-Peer-Review-by-Monsanto-Scientist-Recommending-Rejection-of-Study-That-Found-Glyphosate-and-Roundup-Adverse-Effects.pdf


 

7) Despite its conviction in the month of August 2018, the agrochemical manufacturer 

Monsanto said that it will continue the defense of its cause with solid elements proving 

that "There is absolutely no connection between glyphosate and cancer", citing the 

figure of 800 studies, that would go in this direction. However, the World Health 

Organization has classified glyphosate as "probably carcinogenic" to humans. 

Tuesday, July 10, 2018, the US federal judge Vince Chhabria, based in San Francisco, 

estimated that there was enough information so that a jury could possibly conclude 

that glyphosate can cause cancer to humans. Such a decision strongly confirms the 

reality of health risks, after many weeks of hearings on the dangers of glyphosate. Yet, 

the U.S. environmental protection agency concluded in September 2017 that 

glyphosate was probably not carcinogenic to humans. Also, do you think industrial 

lobbies are influential enough to influence the decisions of national authorities, 

especially the aforementioned American Agency? 

 The Monsanto Papers show that EPA and ATSDR were influenced by Monsanto’s co-

opting EPA’s Jess Rowland.  He issued the CARC report that found no 

carcinogenicity, but Dr. Portier and the independent SAP both found that, like EFSA, 

the EPA did not follow its own scientific protocols for evaluating studies, resulting in 

tumors not being counted and risk levels being disregarded.  Rowland also circulated 

the phony rumor that one of the mouse studies that had elevated lymphomas among 

roundup exposed mice had a viral contamination—this turned out to be made up.  We 

just have to keep investigating and publishing the results, like the Jess Rowland and 

Jack Housenger texts showing Rowland’s “medal” worthy blocking of the ATSDR 

analysis that was expected to parallel IARC’s findings. (Monsanto Papers 98) 
 

8) Relationship between regulatory agencies and applicant: a direct relationship obviously 

exists. What kind of recommendations would you make to improve the assessment 

process of pesticides especially regarding conflicts of interest, transparency, fees and 

scientific assessment? 

 

 This is for the most part beyond the scope of our expertise, however, the PEST 

Committee’s proposal that if a regulatory agency is going to rely on studies to make 

regulatory decisions that affect public health, then the studies they rely upon, including 

the underlying raw data, should be made available to the public. Companies should 

not be able to hide the risks of their products and benefit from regulatory approval to 

sell their products—it should be a “cost” of doing business to disclose the data 

regarding toxic, harmful or carcinogenic products. Authors of studies should be 

required to disclose all affiliations, input and payments from industry. 
 

9) Differences between Californian assessment and EPA's assessment: from your point 

of view, what are the differences between the two assessments, regarding the process 

of assessment? What happens if decisions at federal and State level are different? Can 

a State lodge a legal appeal against EPA's decision? What is the margin of manoeuvre 

of a State with respect to the Federal State, regarding both import and production? 

From a legal point of view, could, for instance, the State of California ban import of 

products that have been exposed to glyphosate?  

 

 For the most part, these questions are outside our area of expertise and might be better 

directed at California’s EPA. Generally, though, California and around 18 other states 

have passed laws adopting IARC findings regarding carcinogenicity of products. The 

US EPA and US Congress have not adopted IARC findings.  The State of California 
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could impose a ban, but not under Proposition 65—it would require new legislation to 

take that step. Several cities in California have banned use of Roundup near schools or 

public buildings, for instance, but not products exposed to Roundup. What California’s 

Proposition 65 does do is require a warning on all products with a 1100 mg/per kg of 

glyphosate in them. If a company sells a product that has that level or more of 

glyphosate, then it is subject to large fines.  However, Monsanto filed a lawsuit in 

federal court to block implementation of the warnings provision. It is a controversial, 

live issue as to the validity of that lawsuit—thus far, the State of California rejected 

Monsanto’s position, but a poorly informed federal judge in Sacramento issued a stay 

on enforcing the warning without the benefit of the Monsanto Papers or any of the 

expert reports used in the Johnson case and Judge Chhabria’s MDL court.  He just 

relied on Monsanto’s surrogates’ false anti-IARC memes.  It is not likely that decision 

will stand up over time once documents like the Monsanto Papers and expert reports 

supporting IARC’s methodology are introduced as evidence. 
 

10) You are mostly involved in Roundup cases, but do you think that other plant 

protection products can also have the same effect? Why do we only speak about 

Monsanto's products and almost not about other products containing glyphosate as 

an active substance?  

 

 All glyphosate-based formulations manufactured by other companies besides 

Monsanto—they likely have the same mechanism of action. We started with 

Monsanto’s Roundup as it comprises the majority of the market and it’s what our 

clients used. We are a bit busy with the thousands of Roundup suits right now. Others 

may want to pursue similar claims against the other GBF (glyphosate-based 

formulations) manufacturers. 

 
 

11) From your current dossiers, what are the next active substances or plant protection 

products that would need at least a re-assessment?   

 

 All glyphosate-based formulations manufactured by other companies besides 

Monsanto—they likely have the same mechanism of action. 
 

12) What is the legal impact of the Court's decision against Monsanto on the federal 

process of assessment and reauthorization of active substances/plant protection 

products? 

 

 None, directly—our lawsuits only recover money for our clients. However, the 

declassification of the Monsanto Papers has led to an Office of Inspector General 

investigation of the Jess Rowland relationship with Monsanto. They were relied upon 

by SST (United States House Committee on Science, Space, and Technology) 

Minority Staff to issue a minority report to prevent a Monsanto orchestrated US 

Congress hearing to de-fund IARC for publishing its finding of glyphosate’s being a 

probable human carcinogen. 
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Introduction 

The Special Committee on the Union’s authorisation procedure for pesticides (PEST 

Committee) was set up on 6 February 2018. According to its mandate, the PEST Committee 

shall, in particular, analyse and assess the authorisation procedure for pesticides in the Union 

and come up with a final report (including factual findings and recommendations) by 12 

December 2018 (i.e. within its mandate of nine months, running from 12 March 2018, when 

the Special Committee held its constitutive meeting). To this end, the PEST Committee is 

mandated to, inter alia, undertake visits to the relevant agencies.  

 

On 16 April 2018, the Bureau authorised a mission composed of 11 Members (+ the Chair) to 

visit the European Food Safety Authority (EFSA) in Parma, Italy, from 7 to 8 May 2018. The 

delegation was eventually composed of: Mr Eric Andrieu (S&D, Chair and Head of 

delegation), Mr Norbert Lins (EPP), Mr Miroslav Mikolasik (EPP), Mr Arne Gericke (ECR) 

and Mr Bart Staes (Greens/EFA). Additionally, Ms Simona Bonafé (S&D) took part in the 

mission as local Member of the European Parliament. The mission was accompanied by Ms 

Christina Malmros and Ms Nora Hahnkamper-Vandenbulcke from the PEST Secretariat as 

well as the following political group advisors: Ms Vittoria Venezia (EPP), Mr Miron 

Podgorean (S&D) and Ms Joanna Sprackett (Greens/EFA). 

 

The meetings were held at the EFSA premises from 14:30 to 18:30 on 7 May 2018 and from 

9:00 to 13:00 on 8 May 2018. 

 

 
Figure 1: From left to right: Mr Tarazona (EFSA, Head of Pesticides Unit), Mr Mikolasik, Mr Url (EFSA Executive 

Director), Mr Gericke, Mr Staes, Mr Andrieu, Mr De Sèze (EFSA, Head of Scientific Evaluation of Regulated Products 

Department), Mr Lins, Mr Wolff (EFSA, Institutional liaison, ENCO unit), Ms Victoria Villamar (EFSA, Team leader 

institutions and stakeholder relations, ENCO unit), James Ramsay (Head of Engagement and Cooperation unit (ENCO 

unit), Mr. Flavio Fergnani (Team leader Media Relations, ENCO unit) 
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Summary account of meetings 

Monday 7 May 2018 

Session I - EU risk assessment of pesticides in the food chain: main principles 

Bernhard Url (EFSA, Executive Director), welcomed the delegation and stressed EFSA’s 

readiness to support the work of the PEST Committee. He shortly outlined some facts about 

EFSA: the agency was established in 2002, has approximately 450 members of staff and was 

supported by more than 1.500 national experts working in scientific panels (supporting EFSA 

on a voluntary basis during up to 50 days/year). EFSA’s annual budget amounts to 80 Mio. € 

(exclusively from EU budget), with around 60% currently dedicated to staff (and staff costs 

constantly increasing). As regards the risk assessment of pesticides, 50 people are currently 

involved in EFSA’s activities in this area (compared to around 1.000 people at the European 

Medicine’s Agency/EMA and around 350 employed scientists at the Canadian Pest 

Management Regulatory Agency/PMRA).  

In this context, MEPs were particularly interested in knowing which aspects of EFSA’s work 

in the framework of risk assessment of pesticides could be strengthened and how much 

additional resources would be needed. Jose Tarazona (EFSA, Head of Pesticides Unit) 

outlined the following three main areas: 1) assessment of literature research, 2) assessment of 

plant protection products (an area in which EFSA received a lot of requests from national 

authorities, but was currently not sufficiently staffed to respond to these requests) and 3) 

developmental activities (e.g. development of guidance which should be updated at least 

every 3 years, which was not done at the moment). Mr Url also informed Members that 

EFSA had - in the context of the ongoing REFIT process of the EU pesticides legislation - 

recently submitted comments on the current risk assessment of pesticides (including 

reflections on the strengths of the current system and areas for possible improvement) to the 

Commission (Scientific Advice Mechanism). These comments would be presented at the 

PEST meeting on 7 June 2018.  

Moreover, Members inquired about the possibility to introduce fees (such as is the case for 

EMA). Mr Url - while explaining that the situation was more complex for food than for 

medicines - acknowledged that this issue would deserve further consideration at political 

level. The recent Commission proposal to increase EFSA’s budget (proposal of 11 April to 

amend the General Food Law) was to be welcomed as a further step to increase transparency 

and public confidence, but would not resolve the current lack of resources EFSA was facing 

in the pesticides area (as it would only cover the costs of the additional tasks given to EFSA 

under the new proposal, but not the lack of resources related to EFSA’s current tasks).  

In his presentation, Mr Url also touched upon the different steps of the risk assessment 

process of active substances: (1) submission of the dossier by the applicant, (2) assessment by 

the Rapporteur Member State (RMS), (3) verification (and possibly improvement of the draft 

assessment report, as was also the case for glyphosate) through peer review and consultations 

with experts, the public and the applicant, and (4) the final assessment by EFSA 

(“conclusion”).  

In relation to EFSA’s key values (transparency of the process, independence of experts and 

reliability of data), the Executive Director outlined EFSA’s transparency and independence 

policy. In order to ensure transparency, EFSA published documents related to each of the 
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steps in the procedure (summary dossier provided by applicant, initial assessment report by 

the RMS, updated assessment report by the RMS and peer review report by EFSA, as well as 

the EFSA conclusion). EFSA’s independence from risk managers (European Commission 

and Member States) and industry was granted through a policy covering all actors and 

working processes. 

In relation to the independence of the scientific assessment carried out by EFSA, Mr Url 

underlined that scientific panels were not used for pesticides, for which a peer review system 

(with experts from all Member States) was used. It was up to the competent authorities to 

designate organisations from which experts could be invited to participate in the peer review.  

For the sake of transparency, EFSA invited Member State experts to submit a Declaration of 

Interest (DoI), although they were not obliged to do so. These DoIs were made available on 

EFSA’s website. Mr Url explained that EFSA did not assess the DoIs of Member State 

experts. The responsibility for ensuring the suitability of the experts nominated to take part in 

the pesticides peer reviews was with the Member States, based on a relationship of mutual 

trust and recognition between EFSA and the Member States. However, as of July 2018, 

following a change of EFSA’s policy, the DoIs of Member State experts would be checked 

(although this was a delicate exercise as it possibly implied creating different levels of 

independence). In relation to the independence of EFSA’s experts, their independence was 

granted (and verified by EFSA’s lawyers, the Management Board and the European Court of 

Auditors). Mr Url also stressed that EFSA’s civil servants had to submit declarations of 

interest, which was an additional requirement compared to other EU civil servants. With a 

view to current divergences between independence policies of EU agencies, Mr Url spoke out 

in favour of laying down a harmonised independence policy amongst all EU agencies and 

invited the PEST Committee to come up with a proposal.  

As regards the reliability of data, Mr Url explained that the assessment of data submitted by 

industry was standard practice also in other agencies (ECHA and EMA). With regard to the 

diverging classification of glyphosate by EFSA and the International Agency for Research on 

Cancer (IARC), Mr Url explained that EFSA and IARC had reached different conclusions 

because IARC had, in particular, looked at other evidence than EFSA (only publicly available 

information, either published in peer-reviewed journals or in the form of summaries from 

industry studies, while EFSA had, on top of open literature, also examined the full industry 

studies including raw data).  Moreover, in line with its mandate, EFSA had not taken into 

account some evidence reviewed by IARC dealing with formulations.  

In some cases, EU classification of pesticides was more conservative than the one carried out 

by IARC. In 2017, EFSA carried out a comparison of 54 pesticides that had been assessed 

under both the EU and IARC systems. While in most cases (29 active substances), the 

classification was equivalent between EFSA and IARC, in 14 cases the EU classification was 

more “stringent” and only in 11 cases (glyphosate + 10) less “stringent”. In response to 

questions by Members, Mr Url specified that summaries of all studies were published. This 

was, however, not the case for raw data submitted by industry (which included data protected 

by EU laws on business confidentiality). In case of glyphosate and the question of whether it 

was carcinogenic, the EU assessment considered 6 studies in rats and 4 in mice looking at 

mammalian carcinogenicity as reliable, 3 others were supplementary and 7 inadequate. IARC 

only evaluated summaries of some of those studies. All studies considered reliable by IARC 

and EFSA had been commissioned by industry, following OECD guidelines and good 

laboratory practice (GLP).  
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On the “copy and paste” allegations related to the draft assessment report by the BfR, Mr Url 

contested these strongly and explained that it was common practice to take up summaries of 

scientific literature in the draft assessment report, if these summaries had been done correctly 

(and the RMS, after verification, did not see any need for amendment). This was not to be 

considered as plagiarism.  

Members, however, suggested to have a uniform approach in highlighting those parts of the 

text stemming from the applicant, as practices differed between the national competent 

authorities.  

In relation to the so-called “Monsanto papers”, Mr Url pointed out that this was a different 

issue, as in this case Monsanto had allegedly asked their own employees to ghost-write 

scientific papers. Should this be true, this would of course be very bad practice. Mr Url noted 

that amongst the studies included in the Monsanto papers, two  so-called review studies 

(“Kier and Kirkland 2013” and “Williams et al 2000”) were considered  in the EU glyphosate 

risk assessment. These two studies explicitly mentioned the connection of the authors with 

the companies and therefore, according to EFSA, could not be considered as ghost-written by 

industry experts. In addition, these two publications were reviews of scientific publications, 

and were part of a body of evidence of around 700 scientific reviews. Mr Url also stressed 

that EFSA, as all regulatory agencies, had access to the raw data of all studies and therefore 

reviews of such literature were of a less relevant weight. 

Session II - Pesticide evaluations: the peer-review process 

During this session, EFSA scientific staff led MEPs through the different steps of the 

pesticides peer-review process, using three examples (s. below). In his introductory words, 

Mr Tarazona stressed the transparency of the process (including the possibility to submit 

comments on the draft assessment report during the consultation phase, the highlighting of 

changes in the revised assessment report and the publication of all comments in the peer 

review report).   

In the first presentation, Ms Daniele Court-Marques (EFSA, Team leader - Toxicology Team) 

leader) explained how EFSA scientists assess scientific evidence on carcinogenicity and, in 

particular, the weight of evidence approach. Key considerations of this approach were 

relevance (i.e. the contribution a line of evidence would make to answer a specific question, 

if reliable), reliability (extent to which the information comprising a line of evidence is 

correct) and consistency (extent to which the contributions of different lines of evidence are 

compatible to answer the specific question). Ms Court-Marques illustrated the lines of 

evidence for hazard identification for carcinogenicity (plausible mode of action, e.g. 

genotoxicity, animal data on carcinogenicity and epidemiology) of three different active 

substances (glyphosate, desmedipham and iprodione). She also indicated that the assessment 

of carcinogenicity was a standard and key element of the EFSA peer-review process, and that 

it was always evidence- based. In fact, the same process and pool of experts, in EFSA and in 

the Member States, had suggested classification for carcinogenicity for 21 out of the 76 

pesticides assessed since 2015, including two cases for classification in category 1B.  

In relation to glyphosate, all (acceptable) studies were negative for mutagenicity. Regarding 

animal studies on genotoxicity, based on 15 out of 16 in vivo studies that were negative, it 

was also concluded that glyphosate was unlikely to be genotoxic. As to the results of animal 

studies to assess carcinogenicity of glyphosate, no carcinogenic effect was observed in 

studies on rats. In studies on mice, no increased incidences of tumours were observed, except 
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for malignant lymphoma and haemangiosarcomas as well as kidney tumours. However, as to 

the former, they were either within the historical control data (i.e. tumour incidences of 

control animals in earlier studies) or there was a low incidence in the same range as controls 

in other studies. As to kidney tumours, they were only observed at high doses (>4000 mg/kg 

bw per day). Moreover, there was a lack of pre-neoplastic lesions and a lack of consistency. 

As to epidemiology, there was only very limited evidence for an association between 

glyphosate-based formulations and Non-Hodgkin Lymphoma and the overall evidence was 

inconclusive for a causal link between glyphosate and cancer in human studies. Based on this 

evidence, it was concluded that glyphosate would not need to be classified as carcinogenic.  

Ms Court-Marques also explained the assessment of two other pesticides, presenting the 

evidence used during the EFSA peer review for suggesting the classification of iprodione as 

carcinogenic category 1B and of desmedipham as carcinogen category 2. She highlighted that 

all three cases were based on the same criteria and methodology, and applied by the same 

pool of experts in EFSA and the Member States. 

In the debate, one Member inquired whether the weight of evidence approach had indeed 

been properly applied in case of glyphosate (referring, in particular, to an article published in 

March 2018 by Clausing, Robinson and Burtscher-Schaden, claiming that glyphosate should 

have been classified as probably carcinogenic (category 1b), had the statistical methods and 

weight of evidence criteria been applied in accordance with guideline documents). Ms Court-

Marques replied that one had to distinguish between statistical significance and biological 

relevance. Accordingly, when the biological relevance was considered, EFSA experts had not 

confirmed the statistical significance (i.e. the observed increases in tumour incidences) and, 

thus, a link between exposure to glyphosate and the appearance of tumours could not be 

established. Also, something that was statistically relevant may be biologically irrelevant. Mr 

Guilhem de Sèze (EFSA, Head of Scientific Evaluation of Regulated Products Department) 

added that, according to OECD guidance, the statistical method had to be defined before the 

tests were being carried out, and not afterwards.     

In a second presentation, Mr Juan Manuel Parra Morte (EFSA, Scientific Officer - 

Toxicology Team) explained the different steps of human health risk assessment (hazard 

identification, a dose-response relationship, exposure and risk characterisation) and, in 

particular, the risk assessment carried out in case of three active pesticide substances 

(glyphosate, diquat and thiophanate-methyl). In practice, the scientific evidence consisted of 

industry studies and public literature. Based on this, and considering any adverse effects as 

well as the dose at which it is observed, the safe dose in animals, not causing effects, and the 

dose causing effects,  were determined. Based on the safe dose in animals, human reference 

levels (HRLs) were set (=safe dose in animal at least divided by 100), unless there was 

evidence suggesting that the pesticide was mutagenic/genotoxic. In case the exposure of 

consumers, workers etc. (according to an exposure assessment) was below the HRL, there 

was no reason for concern.  

In case of glyphosate, the evidence consisted of more than 700 studies (including published 

literature). Adverse effects (abortions in rabbits) were observed and the safe dose in rabbits 

was established at 50 mg/kg/day (with human reference levels set at 0.5 mg/kg/day). Further 

to an exposure assessment (of adults and children), it was concluded that there was no reason 

for concern as the exposure was expected to be below the acute reference dose (ARfd). Mr 

Parra Morte also explained that no ARfD had been set in the past (in 2001) as this reference 

value was a new concept at the time. At present, however, an ARfD was established 

(although it had not initially been proposed by the RMS, it was proposed following the peer 
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review by MS and was finally agreed at an expert meeting, although the applicant did not 

consider it necessary).  

In case of diquat, more than 40 studies had been considered. Adverse effects (cataracts in 

dogs) had been observed and in 2018, a reassessment of the available data led to a revision of 

the reference value and a more accurate exposure assessment indicating concern (with which 

the applicant did not agree).  

In case of thiophanate-methyl, reference values were set in the past (2005) because safe doses 

were identified. Due to new guidance on genotoxicity, more sensitive assays and new 

evidence available, the initial assessment was reviewed. As a consequence, no HRLs have 

been set for this active substance as mutations (genotoxicity) were observed in rats (and the 

risk related to exposure was high as genotoxicity is associated with degenerative diseases, 

reproductive toxicity or cancer). 

In this context, Members inquired whether it was standard practice that the Commission 

asked EFSA to reassess certain active substances, which Mr Tarazona confirmed (specifying, 

however, that this did not happen very often).  

In a third presentation, Ms Domenica Auteri (EFSA, Team leader - Ecotoxicology Team) 

explained the environmental risk assessment carried out in relation to pesticides. Main factors 

to be considered were the environmental fate and behaviour of the active substances (in the 

soil, surface and groundwater, and in the air) as well as the ecotoxicology (i.e. the impact on 

non-target organisms such as birds and mammals, aquatic and soil organisms, bees and 

plants). The main outcome of the risk assessment of glyphosate was that its use represented a 

high risk for birds and mammals. In addition, indirect effects on biodiversity were considered 

as an important risk management issue and mitigation measures (including no-spray buffer 

zones) were needed.  In case of diquat (which was more toxic than glyphosate), a high 

reproductive risk for birds and mammals as well as for aquatic organisms, earthworms and 

other soil organisms was identified. While for glyphosate, no critical areas of concern were 

identified, this was the case for diquat in relation to birds and mammals.  

In the following debate, Members were interested in knowing how the impact on soil 

organisms was tested (with EFSA replying that it did not carry out tests itself, but that when a 

high risk for soil organisms was identified, this often triggered higher-tier studies with a 

wider range of species). Other issues discussed were, inter alia, the impact of pesticides (in 

particular neonicotinoids) on bees, the link between genetically modified crops and the 

significantly increased use of pesticides (with EFSA referring to a huge study that was 

currently ongoing for assessing the levels of glyphosate residues in food and feed and its 

potential risk for human and animal health) as well as the use of pesticides outside the 

agricultural uses (e.g. use of glyphosate-based pesticides by Deutsche Bahn to keep weed off 

its tracks which, according to EFSA, was an issue for consideration and enforcement by 

Member States authorities, as identified in the EFSA conclusion). 

 

Tuesday 8 May 2018 

Session III - Assessment of pesticides: ongoing developments 

In the first presentation on the improvement of health assessments, Ms Federica Crivellente 
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(EFSA, Scientific Officer - Mammalian Toxicology Team) gave an overview of ongoing 

activities in the area of epidemiological studies. At present, the data requirements for active 

substances were laid down in Regulation 283/2013. Accordingly, relevant epidemiological 

studies had to be submitted by the applicant where available.  

In relation to EFSA’s recent and future activities in this area, Ms Crivellente pointed to two 

Scientific Opinions issued by EFSA in March and October 2017 respectively. While one of 

these opinions focused on improving the use of epidemiological studies in pesticide risk 

assessment (and included several recommendations concerning, in particular, the design of 

such studies and the methodology to integrate epidemiological data with toxicological studies 

and other evidence), the other one was a case study to investigate the plausible involvement 

of pesticide exposure as a risk factor in Parkinson’s disease and childhood leukaemia (using 

the “Adverse Outcome Pathway” (AOP) concept to assess biological plausibility1). Ms 

Crivellente also explained that both opinions were a follow-up of a comprehensive review of 

epidemiological studies, published by EFSA in 2013, investigating the link between pesticide 

exposure and many health outcomes. Despite a considerable amount of epidemiological 

information available, the review only found significant associations between pesticide 

exposure, mostly related to already banned pesticides, and Parkinson’s disease as well as 

childhood leukaemia (which was, in particular, due to the low quality of much of the 

available evidence). 

In November 2017, EFSA also organised a Scientific Conference on the use of 

epidemiological studies in pesticides risk assessment. Other follow-up activities were, 

however, currently on hold because of a lack of budget and human resources.  

In the following, Members inquired about the possible link between professional diseases 

(including premature puberty and fertility problems) and the use of pesticides (on which there 

were, inter alia, studies ongoing in France), and asked about the existence of national 

inventories. Ms Crivellente replied that this was a complex issue (inter alia because it was 

extremely difficult to measure/determine the exposure to pesticides, as, amongst others, 

questionnaires filled in by workers/farmers were not harmonised and thus prone to bias) and 

that one should thus be very careful before drawing any firm conclusions. Although positive 

correlations between the use of pesticides and certain diseases had been observed, these only 

related to groups of pesticides rather than to specific active substances.  

Due to a lack of resources, EFSA did, at present, not collaborate with national social systems. 

Also, EFSA was currently not involved in any phytopharmacovigilance activities (such as 

EMA). Should this become a political priority in the future (and on condition that EFSA was 

provided with the necessary resources), this could possibly be done in the future. When asked 

about the (additional) money needed to carry out phytopharmacovigilance activities and to 

coordinate epidemiological studies at EU level, Mr Url replied that it was difficult to come up 

with concrete numbers at this point. However, the upcoming Scientific Opinion of the 

Commission’s Scientific Advice Mechanism High Level Group, to be adopted soon and to be 

presented at the PEST meeting on 7 June 2018, would probably be useful in this context.  

                                                 
1 The “Adverse Outcome Pathway (AOP)” was developed by the scientific community and implemented 

through the OECD to improve understanding of how chemicals induce adverse effects (i.e. to establish whether 
there is a plausible link between the cause – a chemical coming into contact with and affecting an organism at 

cellular level – and a subsequent chain of events leading to the effect i.e. disease) and consequently identify 

chemicals that need to be considered as potential risk factors for a disease. The AOP concept is thus intended to 

improve the use of epidemiological data in risk assessment.  
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In relation to glyphosate, Members also pointed to the current confusion between the active 

substance and the plant protection products containing it. Acknowledging this, Mr Url added 

that an EU risk assessment of plant protection products might be needed (while continuing to 

involve, however, the Member States).  

Still in the area of improving health assessments, Mr Andrea Terron (EFSA, Senior Scientific 

Officer - Pesticides Unit) held a second presentation on developmental neurotoxicity (“DNT” 

including autism, attention deficit hyperactivity disorder (ADHD), dyslexia etc.) in which 

case the brain in development was affected by environmental chemicals. Mr Terron stressed 

the lack of adequate DNT data which was, in particular, due to the fact that there was no 

obligation for pesticides to be tested for DNT and to current limitations of the test system. In 

this context, the goal of EFSA’s ongoing project was to develop non-animal alternatives (in-

vitro test methods) for screening DNT effects, as animal studies were considered as 

insufficient. Moreover, the standard testing only used endpoints, while the consideration of a 

mechanistic perspective (although time-consuming) would be a huge improvement. Should 

EFSA be provided with more budget, this process could, however, be accelerated. EFSA was 

leading the development of a science based solution at international (OECD) level.   

In this context, one Member suggested to oblige industry to participate in the funds dedicated 

to research. Members were also interested in research carried out by OECD.  

In a third presentation, Mr Luc Mohimont (EFSA, Deputy Head of Pesticides Unit) explained 

EFSA’s activities in relation to cumulative risk assessment. According to Regulation (EC) No 

396/2005 on maximum residue levels of pesticides in or on food and feed, cumulative and 

synergistic effects (including pesticide residues arising from other sources than current plant 

protection uses of active substances and residues from such uses, i.e. multiple pesticide 

residues) had to be taken into account when setting Maximum Residue Levels (MRLs), as 

and when methodologies to assess such effects would be available.  

Those methodologies, as well as the data (monitoring results from national competent 

authorities, food consumption surveys and pesticide dossiers reviewed by EFSA) were now 

available. Consequently, a pilot assessment – looking at the cumulative effects of exposure to 

pesticides in food on the human nervous and thyroid systems – was already underway and 

expected to be finalised by end of 2018 (with further assessments of cumulative/synergistic 

effects in relation to other organs, tissues and systems, such as liver, kidneys, eyes, and the 

reproductive and developmental systems, foreseen in the coming years). All results of the 

pilot assessments would be published in a Scientific Report and should pave the way to 

implement cumulative risk assessments as required by legislation. The pilot assessments had 

been made possible by the so-called “Monte Carlo Risk Assessment” (MCRA) tool, a 

software program developed by the Dutch National Institute for Public Health and the 

Environment (RIVM) in cooperation with the Wageningen University. The tool had been 

adapted to perform assessments of cumulative exposure from pesticides as part of an ongoing 

partnership between EFSA and the RIVM.  

In the following debate, Members raised concerns in relation to the application of the 

precautionary principle, stressed that politicians needed clear information on the state of 

research and asked for a definition of the precautionary principle. Mr Mohimont underlined 

that it was up to risk managers, not risk assessors, to apply the precautionary principle in case 

of scientific uncertainty. The European Commission had set up a working group in this 

context in order for risk managers to better define the problem as well as the protection goals 

(i.e. the thresholds that should not be exceeded). Mr Mohimont highlighted that EFSA was 
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only looking at dietary exposure, while outside of this area something should be done as well 

(which was, however, not possible at the moment due to, again, a lack of resources). 

In a fourth presentation, Mr Chris Lythgo (EFSA, Team leader - Chemistry & Environmental 

exposure Team) outlined EFSA’s vision for using landscape characteristics in environmental 

risk assessment (ERA). While the current ERA of pesticides focused on assessing 

environmental fate and behaviour as well as ecotoxicology, EFSA envisaged a landscape 

based ERA in which additional data would be integrated in the model calculations, thereby 

enabling a more precise calculation of the environmental impact of pesticides and, possibly, 

more sustainable farming. While the technology to develop such tool was available, EFSA’s 

resources to do so were limited.  

In the debate, Members asked about the impact of environmental requirements (Article 4 of 

Regulation (EC) No 1107/2009) on pesticide authorisations and the current use of 

derogations (Article 53) by the Member States. Mr Tarazona explained that many approvals 

of active substances included recommendations to the Member States to take mitigation 

measures, where specific uses had been identified as representing a possible risk for the 

environment. He also pointed out that the actual impact of pesticides on the environment was 

currently not known. The landscape based ERA, once developed, would be a useful tool in 

this context.   

Session IV - Wrap-up of session II and III 

Included under previous points. 

Session IV - Assessment of pesticides residues in food and consumers risk 

Ms Hermine Reich (Senior Scientific Officer) presented EFSA’s role in the dietary risk 

assessment of pesticide residues and the setting of EU Maximum Residue Levels (MRLs). In 

particular, she explained the different steps of dietary risk assessment in order to assess 

residue behaviour of the pesticide and possible consumer health risks from residues in food 

(hazard identification, hazard characterisation, exposure assessment and risk 

characterisation).  Chronic (long-term) and acute (short-term) dietary consumer exposure to 

pesticide residues were estimated using a calculation model developed by EFSA (PRIMo – 

Pesticide Residue Intake Model). The model was based on national food consumption data 

and unit weights provided by Member States.  

Ms Reich went on to describe the setting of MRLs. Provided that EFSA’s risk assessment did 

not identify any unacceptable risks to consumers, EU-harmonised MRLs were set. MRLs 

represented the upper levels of pesticide residues that were legally permissible in or on food 

or animal feed (based on good agricultural practice and the lowest consumer exposure 

necessary to protect vulnerable consumers). In this context, Ms Reich, however, underlined 

that the exceedance of a MRL did not necessarily entail any adverse health impacts. As 

regards actual compliance with the MRLs in the Member States, EFSA draws up annual 

reports. According to the 2015 report on pesticide residues, more than 97% of food samples 

collected across the EU were within the legal limits, with over 53% free of detectable 

residues.   

In the following discussion, main issues touched upon were the independence of competent 

authorities (with Mr Url stressing the importance of maintaining a strict separation between 

risk assessors and managers) and residue levels of pesticides in imported GMOs (in 
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particular, whether such - herbicide-resistant - GMOs contained higher pesticide residues due 

to the increased use of herbicides such as glyphosate, with Ms Reich replying that GMOs 

were generally not found to have higher pesticide residues than conventional crops, but that 

the spectrum of residues found in genetically modified crops was different).  

 

Session V - Conclusions 

In his concluding remarks, Mr Url reiterated, in particular, EFSA’s independence (from risk 

managers - the European Commission and Member States - as well as from private interests) 

which was granted through an independence policy covering all actors and working 

processes. EFSA’s efforts in this area resulted in a cost of around 1 Mio € a year. Being under 

permanent scrutiny by the European Court of Auditors, the European Commission and the 

European Parliament, Mr Url considered the question as solved, underlining that it would be 

difficult to go any further in this context. While not resolving EFSA’s lack of resources, the 

recent Commission proposal on the General Food Law was of major importance in order to 

improve the transparency of the authorisation procedure as well as risk communication.  

Mr Andrieu, head of the PEST delegation, thanked Mr Url and his colleagues for the 

interesting visit. In his view, the discussions had revealed several aspects to be considered 

further in the future work of the PEST Committee. These were, in particular, the distribution 

of roles between the European and national level (considering a stronger focus on the effects 

of the final products rather than on those of active substances), the efficiency of cooperation 

between EU agencies (avoiding a “silo approach”), the agency’s budget (and the need to 

increase EFSA’s budget in order to properly carry out current, but also additional future 

tasks) as well as the question of conflicts of interest (while the outcome of discussions were 

rather reassuring, this still needed to be looked at more closely).    
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Visit of a delegation from the PEST Committee to EFSA 

 

Meeting date: 7-8 May 2018 

Meeting venue: Auditorium, EFSA, Parma, Italy 

Meeting hours: 07/05: 14:30 – 18:30  

 08/05: 9:00 – 14:00 

Chair: Bernhard Url – EFSA’s ED 

Final Programme  

Monday, 7 May 2018 

Time No. Items Presenters  

13:00  Arrival of the delegation at EFSA’s premises 

13:15  Lunch 

14:30 1 Opening and welcome - Bernhard Url, EFSA’s 

Executive Director 

- Eric Andrieu, Chair of the 

PEST Committee 

Session I –EU risk assessment of pesticides in the food chain: main principles * 

14:45 2  How EFSA works: structure and scientific 

decision making process 

 EFSA’s key values:  

- transparency of the process 

- independence of experts 

- reliability of the data 

 Interagency and international cooperation 

(e.g. ECHA, OECD, USEPA, WHO, IARC) 

 Follow-up on first working session of the PEST 

Committee on 12 April 2018 in Brussels: 

possible further questions 

Exchange of views 

- Bernhard Url, EFSA’s 

Executive Director 

 

16:45 Break Picture opportunity and Coffee/tea  

   

* It should be clear that each presented items is meant to generate an open 

and interactive dialogue, with the aim for members of the delegation to take 

the opportunity to raise questions at any moment and seek further 

clarifications.   
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Session II –Pesticide evaluations: the peer-review process 

17:00 3 EFSA scientific staff will lead the MEPs through the 

different steps of the pesticides peer-review 

process:  

1. Scientific check and evaluation of scientific 

studies (weight of evidence for carcinogenicity) 

2. Setting toxicological reference values  

(concluding on Human health assessment) 

3. Concluding on Environmental Risk Assessment 

Introductory remarks by Jose 

Tarazona, Head of Pesticides 

Unit 

1. Daniele Court-Marques, 

Team Leader Toxicology 

2. Juan Parra Morte, 

Scientific Officer Toxicology 

3. Domenica Auteri, Team 

Leader Ecotoxicology 

18:30  End of the afternoon session  

 

Evening Monday, 7 May 

18:30 Light dinner at EFSA 

19.45  Shuttles ready for pick-up 

 
 

Tuesday, 8 May 2018 

Time No. Items Presenters  

07:30 Leave the hotel 

08:45 Arrival at EFSA and welcome coffee 

Session III – Assessment of pesticides: on going developments * 

9:00 4 EFSA scientific staff will lead the MEPs through the 

different key EFSA activities in  the area of 

pesticides, such as  

1. Epidemiological studies 

2. Cumulative Risk Assessments 

3. Landscape environmental assessment 

Introductory remarks by Jose 

Tarazona, Head of Pesticides 

Unit 

1. Federica Crivellente and 

Andrea Terron, Scientific 

Officers Toxicology 

2. Luc Mohimont, deputy 

Head Pesticides Unit  

3. Chris Lythgo, Team Leader 

Chemistry and Environmental 

Exposure 

Session IV – Wrap-up of sessions II and III 

10:30 5 

 

 Wrap up of 2 previous sessions 

 Open question round 

11:00 Coffee/tea break 
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Session IV – Assessment of pesticides residues in food and consumers risk   

11:15 6 Pesticides Residues: setting maximum residue 

levels of pesticides in food and reporting of data 

on pesticide residue levels in food and related 

human exposure 

Question round and exchange of views 

Hermine Reich, EFSA Scientific 

Leader for Pesticides Residues 

Session V  - Conclusions 

12:30 7 Concluding Remarks - Bernhard Url, EFSA’s 

Executive Director 

- Eric Andrieu, Chair of the 

PEST Committee 

Lunch 

13:00 Lunch at EFSA premises 

14:00  End of visit - shuttle leaving Parma to airports 

 
List of participants 

Delegation of the European Parliament Special Committee on EU Pesticides authorisation 

procedure (PEST) 

Mr Eric Andrieu Head of the delegation, Chair of the PEST Special Committee,  

Mr Norbert Lins Member of the PEST Special Committee, EPP (Co-Rapporteur) 

Mr Miroslav Mikolasik Member of the PEST Special Committee, EPP 

Ms Simona Bonafe Member of the PEST Special Committee, S&D 

Mr Arne Gericke Member of the PEST Special Committee, ECR 

Mr Bart Staes  Member of the PEST Special Committee, Greens/EFA (Co-Rapporteur) 

Ms Christina Malmros Head of the Secretariat of the PEST Committee 

Ms Nora Hahnkamper-

Vandenbulcke 

Administrator, Secretariat of the PEST Committee 

Ms Vittoria Venezia Political group advisor, EPP 

Mr Miron Podgorean Political group advisor, S&D 

Ms Joanna Sprackett Political group advisor, Greens/EFA 

Mr Jan Bernas Press officer, S&D 

3 interpreters Languages covered: English and French 
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EFSA participants  

Mr Bernhard Url Executive Director 

Mr Guilhem de Sèze Head of Scientific Evaluation of Regulated Products (REPRO) Department 

Mr José Tarazona Head of the Pesticides Unit 

Mr Luc Mohimont Deputy Head of Pesticides Unit 

Ms Hermine Reich EFSA Scientific Leader for Pesticides Residues, Pesticides Unit 

Ms Domenica Auteri Team Leader Ecotoxicology, Pesticides Unit 

Mr Chris Lythgo Team Leader Chemistry and Environmental Exposure, Pesticides Unit 

Ms Daniele Court-Marques Team Leader Toxicology, Pesticides Unit 

Ms Federica Crivellente Scientific Officer Toxicology, Pesticides Unit 

Mr Andrea Terron Scientific Officer Toxicology, Pesticides Unit 

Mr Juan Parra Morte Scientific Officer Toxicology, Pesticides Unit 

Mr Dirk Detken Head of Legal and Assurance Unit 

Mr Flavio Fergnani Team Leader Media Relations – Engagement and Cooperation (ENCO) Unit  

Ms Victoria Villamar Team leader institutions and Stakeholders Relations– ENCO Unit 

Mr Christophe Wolff Policy Officer – Institutional Liaison – ENCO Unit 
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MISSION REPORT 

following the PEST Committee mission to the EU Minor Uses Coordination 

Facility (MUCF) in Paris and to La Morinière Fruit Experimentation Station in 

Saint-Épain (France) on 5-6 July 2018 

Special Committee on the Union’s authorisation procedure for pesticides 

Members of the mission: 

Eric Andrieu (S&D) (Leader of the mission) 

Alojz Peterle (PPE) 

Bart Staes (Verts/ALE) 

 

Local Members participating: 

Angélique Delahaye (PPE) 

Michèle Rivasi (Verts/ALE) 

Philippe Loiseau (ENF) 
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Introduction 

The Special Committee on the Union’s authorisation procedure for pesticides (PEST 

Committee) was set up on 6 February 2018. According to its mandate, the PEST Committee 

shall, in particular, analyse and assess the authorisation procedure for pesticides in the Union 

and come up with a final report (including factual findings and recommendations) by 12 

December 2018 (i.e. within its mandate of nine months, running from 12 March 2018, when 

the Special Committee held its constitutive meeting). To this end, the PEST Committee is 

mandated to, inter alia, undertake visits of international and national institutions and private 

bodies.  

 

On 11 June 2018, the Bureau gave the authorisation to send ten Members, plus the Chair, on a 

fact-finding mission from 5-6 July 2018 to Paris and Saint-Épain (France). On the first day, 

the delegation visited the EU Minor Uses Coordination Facility1 (MUCF) in Paris. The 

second day was dedicated to a farm visit in Saint-Épain (France): La Morinière Fruit 

Experimentation Station2.  

 

The delegation was eventually composed of Members of the European Parliament: Mr Eric 

ANDRIEU (S&D, Chair and Head of delegation), Mr Alojz PETERLE (EPP) and Mr Bart 

STAES (Greens/EFA). Additionally, Ms Angélique DELAHAYE (EPP), Ms Michèle 

RIVASI (Greens/EFA) and Philippe LOISEAU (ENF) took part in the mission as local 

Members of the European Parliament. Ms Christina MALMROS and Mr Marcus BREUER 

from the PEST Secretariat accompanied the mission, as well as the following political group 

advisors: Ms Vittoria VENEZIA (EPP), Mr Miron PODGOREAN (S&D), Mr Axel 

SINGHOFEN (Greens/EFA) and Ms Soraya LEMAIRE (ENF). 

 

The meetings were held in the evening of 5 July 2018 at the MUCF office in Paris and in the 

morning of 6 July 2018 in Saint-Épain. The full list of participants and a detailed visit 

programme can be found at the end of the present report. 

                                                 
1 see: https://www.minoruses.eu/ 
2 see: http://la-moriniere.fr/ 
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Summary account of meetings 

Thursday 5 July 2018 

Visit of the EU Minor Uses Coordination Facility MUCF, Paris (France) 

The first part of the visit took place in the office of the EU Minor Uses Coordination Facility1 

(MUCF), which is hosted, since its establishment in April 2015, in the headquarters of the 

European and Mediterranean Plant Protection Organisation2 (EPPO) in Paris.  

EPPO 

The delegation was welcomed by 

Mr Jeroen MEEUSSEN, 

Coordinator of the MUCF, as well 

as by Ms Anne-Sophie ROY, 

EPPO Information officer. Mr Eric 

ANDRIEU (S&D), Leader of the 

delegation and Chair of the PEST 

Committee, thanked the hosts for 

receiving the Parliament 

delegation. Ms ROY gave in her 

introductory presentation a 

comprehensive overview about the 

historic background, tasks and 

achievements of her organization. 

EPPO is an inter-governmental 

organisation, recognized by the 

Food and Agricultural 

Organisation of the United Nations 

(FAO) under its International 

Plant Protection Convention3 (IPPC) as the Regional Plant Protection Organization4 for 

Europe. Founded in 1951 by 15 European countries, EPPO today has 52 members including 

all 28 EU Member States. Its objectives are to protect plants, by developing international 

strategies against the introduction and spread of pests, which are a threat to agriculture, 

forestry and the environment, and by promoting safe and effective pest control methods.  

EPPO is a standard-setting organization, which has produced a large number of Standards in 

the areas of plant protection products and plant quarantine. These Standards constitute 

recommendations that are addressed to the National Plant Protection Organizations of EPPO 

member countries. Finally, EPPO promotes the exchange of information between its member 

countries by maintaining information services and databases on plant pests, and by organizing 

many conferences and workshops. EPPO has carried out work in support of minor uses since 

1996. The EPPO Secretariat actively participates in the OECD Expert Group on Minor Uses 

                                                 
1 see: https://www.minoruses.eu/  
2 see: https://www.eppo.int/  
3 see: https://www.ippc.int/en/  
4 see: https://www.ippc.int/en/external-cooperation/regional-plant-protection-organizations/  

 
Picture 1 - Debate with Ms Roy and Mr Meeussen at the 

EPPO/MUCF headquarters in Paris 
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(EGMU)1. Ms ROY also clarified when asked by Members, that EPPO does not provide risk 

assessment of impacts of residues of active substances or plant protection products on health 

and the environment. Concerning the approval procedure of pesticides, EPPO mainly 

develops standards on how to assess the efficacy of a product under use conditions. 

MUCF 

After this introduction on EPPO, Mr Jeroen 

MEEUSSEN gave his presentation of the MUCF to 

PEST Committee Members. Following a European 

Commission Report2 published in February 2014, 

the MUCF was established on 15 April 2015 to 

address the problem of growers facing increasing 

difficulties in gaining authorization for ‘minor uses’ 

of pesticides. It was fully staffed with four dedicated 

staff members in November 2016. Even though 

these so-called minor uses crops or speciality crops 

are cultivated on only 3 % of the cultivated area in 

the EU, they represent about 22 % of the value of the entire EU plant production value, 

meaning more than EUR 70 billion per year. Minor use crops in Europe include for example 

fruits and vegetables, ornamentals, hops, tobacco, mushrooms, seeds and rice. 

Funding 

In order to ensure rapid progress with the establishment of the Facility, during the first three 

years (2015-2018), a budget of EUR 700 000 was co-funded by the Commission (50 %) and 

by the governments of three Member States (50 %): France, Germany and the Netherlands. 

This start-up financing regime was based on the understanding that in the longer term also the 

other EU Member States including Switzerland and Norway, who all benefit from the work of 

the Facility, would contribute to a more sustainable funding arrangement. From the overall 

annual budget, EUR 250 000 is spent for staff, another EUR 100 000 for maintenance and 

development of the EUMUDA database. A large part is spent for reimbursement of experts 

from the different Member States to participate in the regular expert group meetings, which 

are central for the identifications of needs and respective solutions. 

With a view to the end of the funding through DG SANTE in April 2018, MEPs were 

particularly interested in knowing how to secure the future financing of the Facility. Mr 

MEEUSSEN pointed out that until now thirteen Member States and Switzerland have 

contributed to a voluntary funding scheme3; however, the funding of the MUCF would be 

secured only for the current year. He estimated that for granting the continuity of the services 

that the MUCF provides beyond the end of 2018, voluntary assessed contributions of at least 

                                                 
1 see: http://www.oecd.org/chemicalsafety/pesticides-biocides/minoruses.htm  
2 COM/2014/082 final: Report from the Commission to the European Parliament and the Council on the 

establishment of a European fund for minor uses in the field of plant protection products. 
3 Member States were requested in November 2017 if they would be willing to commit an annual voluntary 

contribution that would be staged in three groups depending on the size of the country: EUR 50 000 for the 

biggest Member States (DE, FR, UK, IT, ES, PL), EUR 25 000 for medium-sized Member States (RO, NL, BE, 

EL, CZ, PT, HU, SE, AT, BG, DK, FI, SK), and EUR 10 000 for the small Member States (IE, HR, LT, SI, LV, 

EE, CY, LU, MT). 
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EUR 700 000 would be required. Otherwise, either the EUMUDA database, or travel 

reimbursements for expert group meetings or the staffing of the Facility would be affected 

and be threatened to discontinue. In autumn 2018, Member States will be approached for 

voluntary assessed contributions for 2019 and possible commitments in order to give a more 

long-term perspective to the Facility. 

In addition to the funding of the Coordination Facility itself, the possibility to create an EU 

fund for minor use projects needs to be explored. For example the equivalent to the MUCF in 

the United States, the IR-4 Project1, has established a federal fund in order to be in a position 

to react immediately when there is a problem and even to finance and run individual trials that 

are too costly for the industry. 

Minor uses 

The Coordinator of the Facility explained that due to extensive data packages required for the 

authorization of plant protection products, growers are facing increasing difficulties in gaining 

authorization for ‘minor uses’. Minor uses of pesticides are uses on niche crops with a high 

economic value for farmers, but usually of low economic interest for the agricultural pesticide 

industry. This leads to a lack of authorized products on the market for farmers to use on these 

crops, which in turn can lead to illegal uses or to loss of crop production.  

As the MUCF Coordinator also explained, Article 3(26) of Regulation (EC) No 1107/20092 

defines the ‘minor use’ of a plant protection product as follows: 

“Use of a plant protection product in a particular Member State on plants or 

plant products which are: 

(a) not widely grown in that Member State; or  

(b) widely grown, to meet an exceptional need for plant protection;” 

Mr MEEUSSEN illustrated the meaning of this definition by giving two examples: On the 

one hand, crop growers might face difficulties to find an authorised plant protection solution 

against a pest, because their affected crops, for example herbs or berries, cover only a small 

acreage in their home country. Thus, the industry would not have enough economic incentives 

to place new plant protection solutions on the market of that Member State, as the costs for 

the authorisation would exceed the expected profits. On the other hand, following the 

definition of Regulation (EC) No 1107/2009, also more widely grown crops like corn or 

potatoes might need a plant protection solution for minor uses, in case a respective plant 

protection solution for this need is not yet available on the market of that Member State. In 

the latter case, the exceptional need to protect the crops might stem for example from the 

emergence of a new invasive species, which threaten the harvest. The specific treatment 

solution for this exceptional need would still have to be authorised.  

He also mentioned that many stakeholders say the above-mentioned definition of ‘minor use’ 

is not sufficiently clear as it is up to the individual EU Member States to define what is 

                                                 
1 see: https://www.ir4project.org/ since 1963, the inter-regional research project No 4 (IR-4 Project) has been the 

only entity in the United States to facilitate registrations of conventional pesticides and bio-pesticides on 

specialty food crops (fruits, vegetables, nuts, herbs, spices) and non-food environmental horticulture crops. 
2 see: Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 

concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC 

and 91/414/EEC.  
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considered a minor use and a minor/major crop, and this leads to differences in Member 

States. This hampers the zonal procedure and especially mutual recognition of authorisations 

between EU Member States within the framework of Regulation (EC) No 1107/2009. 

Currently it is possible that growers in one Member State have access to plant protection 

products that are not available in another Member State for the same crop. That is why 

growers are calling for EU-wide harmonized definitions. 

Tasks  

The mission of the Coordination Facility is ‘to enable farmers in the EU to produce high 

quality crops by filling minor uses gaps through efficient collaboration to improve availability 

of chemical and non-chemical tools within an integrated pest management (IPM) framework’.  

The main task of the Coordination Facility is to coordinate and support minor use work 

among all Member States and stakeholders. This entails the improvement of information 

exchange, sharing experience gained at the national levels and facilitating bilateral and 

multilateral projects between Member States. When a minor use need is identified, MUCF 

focuses first on ‘non-chemical’ and ‘Integrated Pest Management’ (IPM) solutions. The latest 

developments in precision farming and the so-called digital agriculture also open up for new 

solutions. Thus, solutions could be biological, agronomic techniques, mechanical or physical 

within an IPM framework, but chemical solutions can also be part of IPM. In this context, 

Members inquired about the exact role of the MUCF. It was clarified that the Facility tries to 

help growers’ organisations or Member States’ agencies to find possible technical solutions 

offered by plant protection companies for minor uses needs. In most cases, because of the 

unfavourable cost-benefit relation, the company itself would not be interested in financing the 

necessary array of residue files for the obligatory authorization of the new use of its product. 

However, when the growers’ organisations would cover (part of) the costs, the company 

could still become interested to register its product, as the full burden would not be on the 

applicant. 

With regard to a question linked to tendencies in Member States to withdraw from research 

for treatment solutions, he pointed out that minor use solutions are important for almost every 

Member State, even if their farmers do not produce such crops. As an example, Mr 

MEEUSSEN gave ‘hop’, which is a speciality crop, grown in a very limited number of 

countries, but which is used throughout the EU for the production of beer. Mr MEEUSSEN 

underlined the importance of the Coordinated Integrated Pest Management in Europe1 (C-

IPM Eranet) in exploring new solutions specifically for minor uses crops. The C-IPM Eranet 

consists of a network of 32 research partners from 21 European countries, which gives a much 

greater chance to find solutions for minor crops.  

The MUCF does not deal directly with the approval of active substances and is neither 

directly involved in the authorisation of plant protection products, but it may assist applicants 

-especially growers’ organisations - in the authorisation process. If a product has the potential 

to control a certain pest and is authorised in one Member State, it might also have the 

potential to control a pest in relation to a minor crop. 

EUMUDA database 

                                                 
1 see: http://projects.au.dk/c-ipm/  
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A key structure to identify minor uses gaps is the European Minor Uses Database1 

(EUMUDA). This open database, which the Coordination Facility is providing, maintaining 

and updating, enables interested parties to share the gathered information on minor uses and 

find respective solutions. In addition, the EUMUDA database contains the only list of all 

known minor uses needs from European countries. It provides an overview of ongoing 

projects on minor uses and their status, as well as a table of crop acreages sourced from 

EUROSTAT. Finally, it contains a reference list of what are considered ‘minor uses’ in 

different Member States, as well as in Norway and Switzerland.  

Regulatory shortcomings linked to ‘minor use’  

One major issue for minor uses is the current definition of Article 3(26) of Regulation (EC) 

No 1107/2009 of ‘minor use’ (see page 5). As it would leave it to individual Member States 

to define what is considered a ‘minor use’ or ‘minor crop’, it hampers the zonal procedure and 

mutual recognition. That is why Mr MEEUSSEN proposed to redraft the current definition 

and base it only on the acreage of minor crops. A Union definition based on acreage (at least 

per zone) is also favoured by EU growers’ associations. The threshold of what is ‘major’ or 

‘minor’ could be set for example at 500 000 hectares or 1 million hectares, based on 

EUROSTAT data.  

Harmonized list of major crops 

Based on such a definition an indicative list of ‘major crops’ could be set up. It would include 

crops like wheat, maize, barley, sugar beet, potatoes, sunflower, grapes, apples, citrus, olives 

etc. and would be used as a reference for all Member States. All other crops in the EU would 

be considered ‘minor crops’. A list of major crops would facilitate the zonal procedure and 

mutual recognition as every crop has a similar status in each Member State. Finally, the 

proposed approach might lead to a higher number of submissions for minor uses and would 

contribute to a level playing field for EU growers of speciality crops. 

Conflicting zoning systems 

Mr MEEUSSEN illustrated that a large part of the difficulty to find appropriate minor use 

solutions, stems from a non-harmonized pattern of three different zoning systems in the field 

of plant protection products. Today the following zones for the regulatory framework of 

pesticides exist: 

- three zones defined in Regulation (EC) No 1107/2009 (North, Central, South);  

- four EPPO zones in Europe (Maritime, Mediterranean, North-east and South-east); 

- two residue zones defined in the Guidance Document SANCO 7525/VI/95 Rev.10.32 

associated to Regulation (EC) No 396/2005 (Northern and Central Europe and Southern 

Europe and the Mediterranean), dividing even France in two separate residue zones.  

Mr MEEUSSEN pointed out that these differences would make a harmonized approach with 

regards the regulatory treatment of pesticides in Europe very difficult (see Figure 1 below).  

                                                 
1 see also: http://www.eumuda.eu/ or the EUMUDA poster  
2 Guidelines on comparability, extrapolation, group tolerances and data requirements - 7525/VI/95 Rev. 10.3 of 

13 June 2017: https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_mrl_guidelines_app-d.pdf 
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Figure 1: Regulatory zones versus EPPO zones and residue zones 

 

Source: Presentation of J. Meeussen, Coordinator of the MUCF 

Misuse of derogation rule under Art. 53 

By the end of the meeting, Members discussed a controversial issue linked to the frequent 

application of Article 53 of Regulation (EC) No 1107/2009: In principle, in the case of 

“emergency situations in plant protection”, Article 53 allows Member States to grant a 

derogation from the obligatory authorisation procedure for placing a plant protection product 

on the market. However, the conditions for its application are quite strict and clear. Only “in 

special circumstances a Member State may authorise, for a period not exceeding 120 days, 

the placing on the market of plant protection products, for limited and controlled use, where 

such a measure appears necessary because of a danger which cannot be contained by any 

other reasonable means”. The provision also demands that the “Member State concerned 

shall immediately inform the other Member States and the Commission of the measure taken, 

providing detailed information about the situation and any measures taken to ensure 

consumer safety”. 

Even though Mr MEEUSSEN could not present exact figures on how often the Member 

States applied Article 53 to grant derogations for pesticide authorisations linked to ‘minor 

use’, as this is not part of the tasks of the MUCF. However, he confirmed that some Member 

States quite frequently grant derogations based on Article 53, even though there are no 

emergencies in the strict sense of this provision. If a farmer would need for example a 

solution to treat his carrots, but the available plant protection product is authorized only for 

tomatoes, he could not apply this product for his carrots, because it is missing the specific 
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authorization for his minor use need. Therefore, instead of waiting for the official 

authorisation, his producer organization may ask the competent authority of the respective 

Member State to grant a derogation under Article 53. In addition, in order to prevent this kind 

of misuse of the provision, the Commission developed a special guidance document for the 

application of Article 53 for competent authorities. However, exceptions are still frequent and 

so far, Commission only intervened in a very few cases after having been notified by a 

Member State on an Article 53 derogation. This derogation request was linked to the 

application of neonicotinoids.  

Friday 6 July 2018 

Visit of La Morinière Fruit Experimentation Station in Saint-Épain (France) 

On the second day, the PEST delegation continued its trip to the La Morinière fruit 

experimentation station1 (‘Station d'expérimentation fruitière de la Morinière’) in Saint-Épain 

in the region of Centre-Val de Loire, about 300 kilometre southwest of Paris. The visit was 

jointly prepared with the French Association of Apples and Pears (ANPP2 ‘Association 

Nationale Pommes Poires’).  

ANPP 

During the bus trip from the train station in Saint-Pierre-des-Corps to the farm site in Saint-

Épain, Mr Daniel SAUVAITRE, President of ANPP, welcomed the delegation and presented 

his organization. It represents more than 60 % of French fruit production: 1 million tonnes of 

apples produced by 1 300 growers; 50 000 tonnes of pears; 140 000 tonnes of peaches and 

nectarines, as well as 70 000 tonnes of apricots. The ANPP President also stressed that while 

the fruits and vegetables sector in France represents not more than 2.5 % of the utilised 

agricultural area (UAA3), about 35 to 40 % of the agricultural labour force is employed in 

orchards and vegetable gardens.  

All growers of the ANPP have committed themselves to an integrated fruit production charter 

introducing the label ‘Vergers éco-responsables’ (‘eco-responsible orchards’) in 2011. This 

label is meant to be a benchmark of good horticulture practices for consumers and is being 

regularly controlled. The eco-responsible orchards approach aims at producing fruits with 

respect for the environment, the growers and the consumers. The ANPP locates itself between 

organic agriculture and conventional agriculture. Based on the principles of integrated fruit 

production, it is giving priority to observation of orchards, biological control methods and 

state-of-the-art techniques to ensure quality production. The eco-responsible orchards label, 

recognized by the Ministry of Agriculture, is the first in the fruit and vegetable sector to have 

obtained Environmental Farm Certification (level 2) in 2013. 

With regards to market shares of the French fruits and vegetables sector, Mr Josselin SAINT-

RAYMOND, Director of ANPP, pointed out that the French horticulture sector altogether 

produces 1.5 to 1.6 million tonnes of apples annually, of which 800 000 tonnes are eaten fresh 

on the home market and 600 000 tonnes are exported fresh. A remainder of 100 000 tonnes is 

                                                 
1 see: http://la-moriniere.fr/  
2 see: http://www.pommespoires.fr/  
3 see the definition in Eurostat glossary: UAA 
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for industrial use, being transformed into apple juice, compote or concentrate. Since the early 

years of this century, France lost considerable market shares. In the ranks of the biggest apple 

exporters, France fell from the first place of the exporting nations to place six or seven today. 

As the ANPP director explained, this drop is due to the high production costs in France with 

labour cost intensive harvesting, but also to the strictest phytosanitary rules compared to other 

regions of the world. Today, the top producers of the globally 70 to 75 million tonnes of 

harvested apples every year are China and the USA, the biggest producers in Europe being 

Poland, Italy and France.  

La Morinière fruit experimentation station 

The farm visit started 

with some welcoming 

remarks by Mr Jean Louis 

MOULON, President of 

the ‘La Morinière’ fruit 

experimentation station. 

Both, Ms Angélique 

DELAHAYE (EPP), who 

initiated the visit, and Mr 

Eric ANDRIEU (S&D), 

Leader of the delegation 

and Chair of the PEST 

Committee, thanked their 

hosts for receiving the 

Parliament delegation. La 

Morinière has been 

created in 1980 at the 

initiative of producer 

organizations in the Loire Valley (Val de Loire) with the mission to ‘acquire technical 

references to meet the expectations of professionals and anticipate techniques and tools for 

adapting orchards for tomorrow’.  

Altogether, the La Morinière site encompasses a surface of about 70 hectares, of which 

40 hectares are planted trees. In the conventional orchards 28 hectares are apple trees, 

5 hectares pear trees, 0.25 hectares cherry trees and 0.3 hectares black currant and gooseberry. 

The experimentation station has also started to plant and carry out experiments on an organic 

orchard that accounts for 1.9 hectares of apple trees and 0.16 hectares of pear trees.  

At the beginning of the farm visit, Mr Christian LAVOISIER, researcher at La Morinière, 

underlined that the experimentation station is large, in terms of plots, because it serves to 

develop and test new techniques on a large scale. In addition, it enables the researchers to 

show that newly developed instruments are applicable and workable in practice. As the 

growers seeking advice at La Morinière realize that the research and development conditions 

are comparable to their own working conditions, the transmission of the R&D results into 

practice is immediate as the acceptance and credibility of the advice provided for practitioners 

is high. 

 
 

Picture 2 - The PEST Committee delegation at La Morinière (St-Épain) 
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Water  

During the visit of the farm, Mr LAVOISIER stressed the importance of water for the 

maintenance of a fruit orchard. The drainage system at La Morinière has a multiple function. 

Firstly, in rainy months it drains the clayey and hydromorphic soil from the excess water. 

Secondly, it refills the two large water reservoirs on the site. Thirdly, the orchard can be 

irrigated with the captured drainage water during the spring and summers season. Lastly, the 

water can be used as anti-freeze protection during the late winter and early springtime: by 

sprinkling water on the fruit trees at the freezing point temperature, the frozen drizzle covers 

the plants like a temporary coating and protects them from frost damages.  

Pollination  

Another critical element for a fruit tree plantation is the pollination, which is the transfer of a 

pollen grain from a male part of a plant to a female part of a plant. As Mr LAVOISIER 

explained, the co-existence of several cultivars of pears or apples is important for the 

pollination in the orchard. A trial plot of a pear orchard with two different cultivated varieties 

(Conference and Comice) was presented. Only after a successful pollination, the fertilization 

and production of the fruits can be expected. Thus, pollinating agents deserve particular 

attention. 

As the most important pollinating 

agents are often domestic honeybees 

(genus Apis), La Morinière is keeping 

around 30 to 40 beehives. However, 

intensive experimentations and trials 

are ongoing with wild, solitary bees. 

That is why at present the domestic 

beehives are kept at distance from the 

plantation. As Mr LAVOISIER 

explained, the solitary bees (genus 

Osmia) are naturally present in many 

fruit plantations. In contrast to 

honeybees, every female of the Osmia 

species is fertile and makes her own 

nest; no worker bees for these species 

exist. Because of their specific 

morphology, the pollination through 

solitary bees can be even more 

efficient than through domestic bees. Solitary bees are quite big and cover themselves with 

pollen; some are air born and some are ground bees. Different from honeybees, solitary bees 

have only a very limited flying range of a few hundred meters. In order to sustain the presence 

of these useful insects, since several years in La Morinière special beehives (see Picture 3) for 

solitary bees are placed throughout the orchard. These beehives offer a shelter for the wild 

bees and help them to build nests for their offspring. Another bee species observed and 

sustained in the orchards of La Morinière are the so-called mason bees. They are named for 

their habit of using mud or other ‘masonry’ products when constructing their nests, which are 

made in naturally occurring gaps such as between cracks in stones or other small dark 

cavities. During the 10 to 15 days of apple blossoming in spring, the wild bees leave their 

shelters and may pollinate about 100 flowers per day. The short lifetime of wild bees of about 

 
 

Picture 3 - Special beehive for solitary bees at La 

Morinière 
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20 days synchronises ideally with the blossoming span of the apple and pear trees. 

Fruit tree plantation 

Some basic characteristics of fruit tree plantations were demonstrated by Mr LAVOISIER in 

a second plot of young apple trees, planted last winter (see Picture 4). When setting up new 

orchards, besides making the choice of the varietal (Gala, Golden Delicious, Pink Lady, 

Boskoop etc.), choosing the proper rootstock, onto which the varietal is grafted, is specifically 

important. The rootstock is selected for its interaction with the soil, providing the roots and 

the stem to support the new plant, obtaining the necessary soil water and minerals, and 

resisting the relevant pests and diseases.  

At La Morinière the trees are planted into mounds, which support a proper irrigation at the 

foot of the trees, so that the water can drain with less resistance (see Pictures 4 and 5 below). 

These measures are taken to help the trees to develop, as it is of particular importance that 

during the first three years the young plants are well grounded. When setting up an apple or 

pear orchard, trees are planted with a distance of 3.5 to 4 m between the rows and a distance 

0.9 to 1.2 m in the lines, so that in average 1 700 to 3 000 trees per hectare are planted.  

More than half of the land of the trial plot 

was covered with grass, as it is also the 

case for all the 23 500 hectares of the eco-

responsible orchards in France, as Mr 

SAINT-RAYMOND pointed out. This 

natural sodding between the tree rows has 

several positive effects: it protects the soil 

against erosion, it provides a shelter for 

the beneficial organisms and it keeps the 

soil alive. In contrast, the soil directly 

under the tree rows including the mounds 

is systematically cleared from weeds. As 

Mr LAVOISIER explained, the reasons 

for weeding this part of the ground are 

twofold: Firstly, the uncontrolled weed 

would compete with the fruit trees for 

scarce resources like water and nutrients. 

Secondly, voles seeking shelter in the 

grass are causing substantial damages by 

gnawing away the roots of the fruit trees. This might cause even the death of the trees as Mr 

Pierre VARLET, technical manager for eco-responsible orchards at ANPP, explained. 

Weeding 

In another apple tree plot Ms Claude-Céline COUREAU, research engineer at La Morinière, 

shared her results with the PEST Committee delegation on a trial with mechanical weeding 

tools. In conventional orchards weed normally is controlled by using synthetic chemical 

herbicides (Glyphosate). As the researcher pointed out, for fruit tree orchards a transition 

from a chemical treatment of weeds to the application of mechanical measures in grown-up 

orchards entails important risks. As shown in the previous plot, trees in La Morinière are 

 
 

Picture 4 - Young apple orchard at La Morinière 
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planted in mounds in order to help them rooting in the ground. Mechanical tools like brushes, 

hoes or harrows risk damaging not only the mounds, but also the base of the trunks and even 

more importantly the roots of the trees. It was also underlined that results from the past show, 

that compared to vines for example, fruit trees in general show a much greater sensitivity to 

the mechanical shocks imposed by this kind of weeding. According to Ms COUREAU, the 

consequence of a belated transition from chemical to mechanical weeding in adult orchards 

would be a drop of the apple harvest by 10 tonnes per hectare from an average of 50 to 60 

tonnes per hectare today. 

That is why recently the La Morinière research station started trials on young trees as shown 

in the earlier plot. Here the different mechanical weeding techniques were applied from the 

very first moment when the trees were planted. La Morinière researchers expect that the 

recurring mechanical stress obliges the trees to root deeper, so that they become less 

vulnerable against the different mechanical weeding applications and in the end can be as 

productive as conventional orchards today. As Mr SAINT-RAYMOND (ANPP) 

complemented, the transition from chemical to purely mechanical weeding can probably be 

best achieved by setting up new orchards that are specifically adapted to non-chemical 

weeding. However, this would be rather a long-term process, which would take about 25 

years. At present about 4 to 6 % of the trees in the La Morinière, orchards are being replaced 

every year.  

According to Mr SAINT-RAYMOND, 

the production of apples in France costs 

in average 30 to 35 cents per kilogram at 

farm gate prices. At present, the costs for 

chemical weeding with Glyphosate are 

estimated at 0.4 cents per kilogram. In 

contrast, mechanical weeding (including 

petrol, labour force, specialized 

machinery etc.) would entail costs of 5 to 

10 cents per kilogram. In case Glyphosate 

would be banned from the French market 

within three years as announced by the 

French government, according to the 

representative of ANPP the production of 

about 600 000 tonnes of fresh apples 

intended for export would become too 

costly. As a consequence, of the loss in 

competitiveness about 12 000 to 13 000 

hectares of orchard trees would have to 

be pulled out. 

Organic production 

Members of the PEST Committee took particular interest in the conversion from conventional 

to organic production systems. As Ms COUREAU made clear, this primarily depends on the 

resistance of the apple varieties against certain pests like scab. Thus, converting a 

conventional orchard with less resistant varieties into an organic orchard would hardly be 

successful.  

  

 

Picture 5 - Pear orchard at La Morinière with mounds, 

sodding and hail protection 
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Another important hurdle for orchardists to convert into organic production systems would be 

the very limited choice of plant protection products for organic fruit production systems, as 

the expert pointed out. The number of authorized active substances in organic apple and pear 

production is restricted to only four: copper, sulphur, lime-sulphur and neem oil. According to 

Ms COUREAU without these four substances, to grow organic apples and to control the 

different pests like apple scab would be impossible. As in recent times pesticides in general 

get more and more into the focus of consumers and the wider public, these few organic plant 

protection products also become more and more contentious. This applies particularly to 

copper that in fact is a heavy metal and potentially accumulates in the environment. But also 

lime-sulphur broth, which is authorized Italy, has been authorized in France during the last 

three years only under derogation of Article 53 of Regulation (EC) No 1107/2009.  

In terms of competitiveness, organic orchards would face major disadvantages in terms of 

production levels, as Ms COUREAU explained. Conventional apple plantations are 

competitive with a yearly production of more or less 60 tonnes per hectare, whereas organic 

orchards are producing at present in average 20 to 30 tonnes per hectare.  

The La Morinière expert estimates that production costs in organic orchards are two to three 

times higher than in conventional orchards. Due to the need of more surveillance by the 

orchard grower and higher labour force costs. Compared to an average of 1.5 annual work 

units (AWU1) per hectare in conventional orchards, two AWU in orchards with mechanical 

weeding, Mr SAUVAITRE (ANPP) estimated that because of intensive mechanical weeding 

activities the applied labour force in organic orchards must be well above two AWU. 

                                                 
1 see the definition in Eurostat glossary: AWU  
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Final programme of the PEST mission to Paris and Saint-Épain 
5 - 6 July 2018 

 

 

Thursday, 5 July 2018 

Afternoon Individual departure from EP premises to Strasbourg station 

Gathering of all participants at 14:30 at the official Meeting point,  

situated between the central hall and the south hall 

The train ticket for the group booking is with the PEST 

Secretariat 

14:47 - 16:35 Transfer by TGV 2430, coach 012 to 

Paris 

Strasbourg – Paris-Est 

16:40 - 16:55 Transfer to MUCF by metro No 5, 

Direction Place de l’Italie, to station 

Bréguet-Sabin or by taxi 

Paris-Est – MUCF 

VENUE: EUROPEAN UNION MINOR USES COORDINATION FACILITY (MUCF) 

21, rue Boulevard Richard Lenoir, 75011 PARIS 

Tel : +33 (0)1 45 20 77 94 

17:00 – 17:05 Welcome Mr Jeroen Meeussen, 

Coordinator of the MUCF 

 

17:05 – 17:10 Introduction to the PEST Committee 

delegation 
Mr Eric Andrieu, 

Leader of the Mission and 

Chair of the PEST Committee 

 

17:10 – 17:20  Introduction to EPPO Ms Anne-Sophie Roy, 

European and Mediterranean 

Plant Protection Organization 

(EPPO) 

 

17:20 – 17:45 Introduction to the MUCF - 

Overview of activities, achievements 

and the way forward 

 

Mr Jeroen Meeussen, 

Coordinator of the MUCF 

17:20 – 17:45 

 

Coffee break  
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List of attendees during the visit of the  

EU Minor Uses Coordination Facility - MUCF, Paris 

Organisation Name Function 

MUCF Mr Jeroen Meeussen Coordinator 

MUCF Ms Flora Limache  Technical Expert 

MUCF Ms Nathalie Boutron IT Officer 

MUCF Ms Cintia Mauchien  Administrator 

EPPO Ms Anne-Sophie Roy Information Officer 

18:00 – 19:15 Detailed discussion on the following 

topics: 

 Long-term funding MUCF 

 A harmonized EU definition of 

minor uses  

 Regulation (EC) No 1107/2009 

and minor uses 

 How IPM and biocontrol can 

solve minor uses needs 

 

Mr Jeroen Meeussen, 

Coordinator MUCF 

Ms Flora Limache, 

Technical Expert MUCF 

19:15 – 19:30 Closing remarks Mr Jeroen Meeussen,  

Coordinator MUCF 

Mr Eric Andrieu, 

Leader of the Mission and 

Chair of the PEST Committee 

 

19:30 – 20:00 Social drink at the MUCF 

premises 

 

 

20:00 – 20.30 Transfer (by taxi) to hotel 

 

 

HOTEL : Concorde Montparnasse 

ADDRESS : 40, Rue du Commandant René Mouchoutte, 75014 Paris 

Tel.: +33 1 56 54 84 00 

End of the first day 
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Friday, 6 July 2018 

Morning Joint departure from Paris-Montparnasse 

The train ticket for the group booking is with the PEST Secretariat 

7:00 Meeting point in hotel lobby  Walk to the train station from 

the hotel 

7:30 – 8:39 Transfer TGV 8301 coach 012 to St-

Pierre-des-Corps 

Paris-Montparnasse –  

St-Pierre-des-Corps 

8:45 – 9:45 Transfer by shuttle bus to the farm 

 

Welcome and presentations of eco 

Orchards during the transfer 

 

St-Pierre-des-Corps –  

St-Épain 

Mr Daniel Sauvaitre,  

Président, ANPP 

Mr Jean-Louis Moulon 

President, La Morinière 

VENUE: LA MORINIÈRE FRUIT EXPERIMENTATION STATION  

37800 Saint-Épain 

9:45 – 10:00 Welcome and coffee 

Introductory presentation of the ‘La 

Morinière’ fruit experimentation station  

Introduction to PEST Delegation 

Mr Hugues Decrombecque,  

Director, La Morinière 

 

Mr Eric Andrieu, Leader of 

the Mission, Chair of the 

PEST Committee 

10:00 – 12:00  Farm visit Ms Fanny Le Berre,  

Research engineer,  

La Morinière  

Mr Christian Lavoisier,  

Research engineer,  

La Morinière  

Mr Pierre Varlet, 

Technical manager eco-

responsible orchards, ANPP 

12:00 – 13:30 Exchange of views with lunch 

 

 

13:30 – 14:30 Transfer by shuttle bus  St-Épain (farm) – St-Pierre-

des-Corps (station) 

Afternoon Individual departures from St-Pierre-des-Corps 

End of the visit 
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List of attendees during the visit at  

the La Morinière fruit experimentation station, St-Épain 

Organisation Name Function 

La Morinière fruit 

experimentation station  

Mr Jean-Louis Moulon President 

La Morinière fruit 

experimentation station 

Mr Hugues Decrombecque Director 

La Morinière fruit 

experimentation station  
Mr Christian Lavoisier Research engineer 

La Morinière fruit 

experimentation station  
Ms Claude-Céline Coureau Research engineer 

La Morinière fruit 

experimentation station  
Ms Fanny Le Berre Research engineer 

ANPP - Association 

Nationale Pommes Poires 

Mr Daniel Sauvaitre President 

ANPP - Association 

Nationale Pommes Poires 

Mr Josselin Saint-Raymond Director 

ANPP - Association 

Nationale Pommes Poires 

Mr Pierre Varlet Technical 

manager, eco-

responsible 

orchards 
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European Parliament 
2014-2019  

 

Special Committee on the Union’s authorisation procedure for pesticides 
 
 

05.10.2018 

MISSION REPORT 

following the PEST Committee mission to the experimental farm “domaine 

d’Époisses” (Bretenière, France) and the International Agency for Research on 

Cancer (Lyon, France) on 19-20 September 2018 

Special Committee on the Union’s authorisation procedure for pesticides 

Members of the mission: 

Eric Andrieu (S&D) (Leader of the mission) 

Bart Staes (Verts/ALE) (Co-rapporteur) 

Miroslav Mikolášik (PPE) 

Angélique Delahaye (PPE) 

Arne Gericke (ECR) 

Anja Hazekamp (GUE/NGL) 

Piernicola Pedicini (EFDD) 

 

Local Members participating: 

Sylvie Guillaume (S&D) 

Michèle Rivasi (Verts/ALE) 

Mireille d’Ornano (EFDD) 
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Introduction 

The Special Committee on the Union’s authorisation procedure for pesticides (PEST 

Committee) was set up on 6 February 2018. According to its mandate, the PEST Committee 

shall, in particular, analyse and assess the authorisation procedure for pesticides in the Union 

and come up with a final report (including factual findings and recommendations) by 12 

December 2018 (i.e. within its mandate of nine months, running from 12 March 2018 when the 

Special Committee held its constitutive meeting). To this end, the PEST Committee is mandated 

to, inter alia, undertake visits of international and national institutions and private bodies.  

 

At its meeting of 2 July 2018, the Bureau gave the authorisation to send a ten-Member, plus the 

Chair, fact-finding mission to Lyon (International Agency for Research on Cancer- IARC) and 

Dijon (Experimental farm unit "Domaine d'Époisses"). The mission took place on 19-20 

September instead of 17-19 September as originally planned since, for internal reasons, IARC 

could receive the PEST delegation only on 20 September. 

 

On the first day, the delegation visited the experimental farm “domaine d’Époisses”, near 

Dijon1. The second day was dedicated to the International Agency for Research on Cancer 

(IARC), in Lyon2. 

 

The delegation was composed of the following Members of the European Parliament: Mr Eric 

ANDRIEU (S&D, PEST Chair and Head of delegation); Mr Miroslav MIKOLÁŠIK (EPP); Ms 

Angélique DELAHAYE (EPP); Mr Arne GERICKE (ECR); Ms Anja HAZEKAMP 

(GUE/NGL); Mr Bart STAES (GREENS); Mr Piernicola PEDICINI (EFDD). Additionally, Ms 

Sylvie GUILLAUME (S&D); Ms Michèle RIVASI (GREENS) and Ms Mireille D’ORNANO 

(EFDD) took part in the mission as local Members of the European Parliament. Ms Christina 

MALMROS and Mr Marc THOMAS from the PEST Secretariat accompanied the mission, as 

well as the following political group advisors: Ms Julia LINDEMANN (EPP); Mr Miron 

PODGOREAN (S&D); Mr Russell DARKE (ECR); Ms Maria MANTA (GUE/NGL); Ms 

Harriet CLAYTON (GREENS); Mr Raffaele LUISE (EFDD) and Ms Soraya LEMAIRE 

(ENF). 

 

The meetings were held in the morning of 19 September in Domaine d'Époisses and all day on 

20 September at IARC. The full list of participants and the final programme of the mission are 

included at the end of the present report. 

                                                 
1 http://www.dijon.inra.fr/ 
 
2 https://www.iarc.fr/ 
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Summary account of meetings 

Wednesday 19 September 2018 

Visit of the experimental farm “domaine d’Époisses”, Bretenière (France) 

 

The first part of the visit took place at the experimental farm “domaine d’Époisses”, which is 

located at Bretenière, some 15 km southeast of Dijon. The experimental unit is under the remit 

of the French National Institute for Agricultural Research (INRA)1. Ms Nathalie MUNIER 

JOLAIN (President of INRA Bourgogne-Franche-Comté) and Mr Pascal MARGET (Director 

of domaine d’Époisses, INRA) welcomed the delegation. Mr Eric ANDRIEU (S&D), head of 

delegation and Chair of the PEST Committee, thanked the hosts and reminded them of the 

purpose of the mission. 

INRA and the experimental farm domaine d’Époisses: 

In her introductory presentation, Ms MUNIER JOLAIN briefly described INRA and its focus 

on food, agriculture and the environment. She also detailed the means and tasks of the Centre 

INRA Bourgogne-Franche-Comté and stressed its integration into the regional economy. 

Mr MARGET then described the experimental farm which covers an area of 120 hectares, 

mainly field crops, which allows conducting field tests in real conditions. In his presentation, 

Mr MARGET strongly emphasized the close cooperation between the experimental farm and 

surrounding universities/research centers and farmers. 

 

PEST Committee delegation and INRA experts at domaine d’Époisses 

                                                 
1 http://www.inra.fr/ 
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DEPHY Network: 

Mr Nicolas MUNIER JOLAIN (Research Engineer, INRA) gave the first presentation. He 

detailed the DEPHY network and the ECOPHYTO Plan and answered related questions from 

MEPs. 

The DEPHY network currently gathers around 3,000 farms that test various methods to reduce 

and improve the use of plant protection products. The network is currently composed of 257 

groups of 12 farmers on average, each group being monitored and assisted by a local expert 

advisor. DEPHY spreads all over the country (including overseas « départements ») and covers 

a wide range of crops, geographical locations and agricultural practices (field crops, mixed 

farming, viticulture, arboriculture, vegetable crops, horticulture and tropical crops). All farmers 

participating in the network are doing so voluntarily and receive no financial assistance. 

(Moreover, their efforts are not financially rewarded since DEPHY is not a label.). The 

AGROSYST software gather all data relating to the network. 

 

© INRA 

In response to some questions by MEPs, Mr MUNIER JOLAIN clarified that DEPHY has no 

EU equivalent and is not intended to expand. However, a network with lighter requirements 

gathering 30,000 farms (i.e. 10% of French farms) is being developed. 

Page 706 of 754



CR\1164952EN.docx 5/25 PE628.582v01-00 

 EN 

 

The DEPHY Network of pilot farms (Source: INRA) 

Experiments conducted in the framework of DEPHY show that there is no single solution for 

reducing the use of pesticides. Each farm must implement specific, often multiple solutions. 

There are, however, some determining factors: f.e. the climate and the presence of livestock 

(which contributes to limiting pesticide use). 

 

© INRA 
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To illustrate the economic impact of a reduction in pesticide use, Mr MUNIER JOLAIN 

elaborated on a work recently carried out by Mr Martin LECHENET (PhD thesis published in 

mars 20171). Based on data from 946 DEPHY farms, Mr LECHENET showed that in the vast 

majority of cases reducing pesticide use would have no impact on productivity at the farm level 

(94% of cases) or profitability (78% of cases) - while having significant environmental benefits. 

However, in certain areas of agricultural production the productivity or profitability would go 

down. This would be particularly true in 6% of cases for productivity and in 22% of cases for 

profitability, mostly in northern France in farms where beets and potatoes are grown, because 

these crops provide high added value but are also very reliant on pesticides. In wheat crop, low 

pesticide is associated with reduced yield in 73% of cases because of the difficulty in 

implementing alternatives (more resistant varieties, late sowing, moderate fertilisation). Yet, 

according to Mr LECHENET’s work, in most cases the reduced spending on inputs would 

offset the decrease in production - and the profitability would even increase in 24% of cases. 

 

Impact of reduced pesticide use on productivity and profitability2. (Source: Martin 

LECHENET, 2017) 

By extrapolation, Mr LECHENET deduced that the adoption by all French farmers of the 

cropping systems combining low pesticide use and high profitability, as identified in the 

DEPHY network and in similar contexts (soil, climate, association with livestock, local 

markets), would decrease by 30-40% the use of pesticide nationwide, and would lead to an 

increase in France total production along with changes in crops. In parallel, the country’s trade 

balance would improve (due to lower soy and energy imports and higher corn exports). 

Production volumes would decreased for wheat, barley and rapeseed; they would increase for 

grasslands, corn and legumes. 

                                                 
1 https://prodinra.inra.fr/record/403698 

 
2 The Treatment Frequency Index (TFI) quantifies the number of recommended doses applied to each unit of 

cropped area, averaged across the crop sequence. Low IFT means low pesticide use. 
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Impact on France total agricultural production of a nationwide expansion of “type DEPHY” 

cropping systems (Source: INRA) 

In answer to MEPs questions, Mr MUNIER JOLAIN acknowledged that Martin LECHENET’s 

work on the relationship between economic efficiency and reduction in the use of pesticides 

was controversial. He also emphasised that the reduction or elimination of pesticides was a 

difficult task since farmers had to implement a wide range of complex alternatives, in particular 

to do without herbicides. Low pesticides use strategies always combine several technical levers, 

such as temporary meadows, diversification of crops, varieties and seeding periods, dose 

reduction and tillage. 

Ecophyto Plan: 

The DEPHY network is part of the Ecophyto Plan. This plan was launched in 2008 to reduce 

the use of pesticides in France (by 50% by 2025) while maintaining high yield and high quality 

in agricultural production. The plan is financed through a tax on pesticides. It put emphasis on 

the training of farmers in responsible pesticide use. All French schools of agricultural education 

take part in it. 

PIC Adventices Project: 

Mr MUNIER JOLAIN then described the PIC Adventices Project meant for testing and 

assessment of non-chemical alternatives to herbicides. In this framework, INRA has been 

testing five different agronomic systems since 2000, ranging from conventional integrated 

farming to a “zero pesticide” system. 

The implementation of these systems can be (very) complex since they combine many levers 

as alternatives to the chemicals. However, in the long run they have proved effective. One of 

them (System 4), which combines crop rotation and mechanical tillage and weeding, has 

resulted in a considerable decrease in the use of herbicide (-70% by volume in 17 years) with 

neither development of weeds, nor significant fall in yields and profitability. However, it was 

not possible to reduce herbicide use in the “conservation agriculture” system (System 2) where 

tillage was forbidden and where half of the herbicide use over the 17-year period was 

glyphosate. 
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The five different agronomic systems under testing (Source: INRA) 

 

 

Herbicide use over the 17-year period of the experiment (Source: INRA) 

Rés0pest Project:  

To continue the discussion on cropping systems aimed at reducing the use of pesticides, Mr 

Vincent CELLIER (Research Engineer, INRA) gave a description of the Rés0pest Project. The 

latter takes the form of a national network of nine experimental units encompassing a wide 

range of agricultural products to analyse pesticide-free cropping systems in arable crops.  
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Rés0pest (which forms part of the DEPHY network) implements technical alternatives in a 

double bind: no pesticide and inclusion of regional farmers/agricultural productions. However, 

synthetic fertiliser can be used contrary to organic farming. At the local level, advisors, 

engineers of agricultural technical institutes, researchers, professors and suppliers are also 

associated to the performing of each trial. A minimal duration of six years is required to 

experiment the whole crop rotation and permit complete analysis of the impact of the tested 

cropping systems on the environment. At domaine d’Époisses, the test has been ongoing since 

2012 over a total area of 3.6 hectare. According to Mr CELLIER, grain crops are the most 

affected by the elimination of pesticides.  

 

Pesticides are replaced with a complex combination of practices (Source: INRA) 

CA-SYS Platform: 

Mr. Stéphane CORDEAU (Research Engineer, INRA) gave a detailed explanation of the CA-

SYS Platform which is being developed at domaine d’Époisses with the aim of abandoning 

pesticide use on a very large scale while maintaining a highly performant agriculture. 

 

CA-SYS has been developped to design and evaluate different agro-ecological systems and 

study the transition towards the application of these new systems. The platform is using new 

experimental methods to combine varietal breeding, minimisation of inputs, exploitation of 

biological interactions and organisation of agricultural space. The experimentation pursues a 

range of objectives: (i) to gain a clearer understanding of the biological processes inherent in 

agro-ecological management; (ii) to design and evaluate new agro-ecological systems; (iii) to 

study the transition towards these new systems; (iv) to breed new varieties adapted to agro-

ecological conditions and (v) to develop and renew experimental methods in order to generate 

knowledge of agro-ecological systems. 
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CA-SYS is to be expanded to the entire experimental farm (125 ha) with the ten-year goal of 

achieving profitability and yields equivalent to that of neighbouring conventional farmers. In 

response to comments made by some MEPs, Mr CORDEAU strongly stressed the need to 

involve experts (farmers, extension workers) and scientists in the project. He also stressed that 

farmers’ involvment and participation was the prerequisite for any transition towards new 

agricultural models. 

 

 

Source: INRA 

Assessment of the effect of pesticides on soil microorganisms: 

Finally, Mr. Fabrice MARTIN-LAURENT (Head of BIOmE Department, INRA) set out the 

importance of soil biodiversity, which supports numerous ecosystem services such as food 

production, water purification and soil contaminant reduction or climate regulation. He also 

explained that pesticides have an ecotoxicological impact on soil microorganisms, as illustrated 

by the fact that soils "adapt" to pesticides enhanced biodegradation - thus making them less 

efficient over time to control pests. 
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Source: INRA 

 

Mr MARTIN-LAURENT then stressed that, in spite of their importance, microbial 

communities in soil are not adequately addressed/protected by current EU regulations. The 

relevant provisions of Regulation 1107/2009 are very limited (to the estimation of pesticide 

impact on the mineralization of nitrogen and carbon by soil microorganisms) and insufficient 

to assess the toxicological impact of pesticides on soil microorganisms and the ecosystem 

functions of soils. In addition, the post-authorisation evaluation of pesticide impacts is very 

weak, especially as regards the description of pesticide degradation processes in soils and 

further impact on soil-living organisms. 

 

Mr MARTIN-LAURENT therefore advocated changes in the current regulatory framework to 

set new standards that take account of the current state of knowledge and techniques. In reply 

to MEPs questions, he recommended that new tools and procedures for the comprehensive 

assessment of the toxicity of pesticides on soil microorganisms be incorporated into EU law, as 

proposed by several EFSA scientific opinions (2010, 2016 and 2017). 

 

The presentations were followed by an illustrative site visit of pilot schemes and a working 

lunch attended by all participants. 
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Thursday 20 September 2018 

Visit to the International Agency for Research on Cancer, Lyon (France) 

 

The second part of the visit took place in the premises of the International Agency for Research 

on Cancer (IARC), in Lyon. IARC is the cancer agency of the World Health Organization 

(WHO1). Mr Nicolas GAUDIN (Head of IARC communications groups) welcomed the 

delegation. Mr Eric ANDRIEU thanked the hosts for receiving the delegation and underlined 

the importance of the visit for the PEST committee. 

The International Agency for Research on Cancer: 

In his opening statements, Mr Christopher WILD (Director IARC) welcomed the delegation 

and shortly presented the Agency. He underlined that IARC’s aim is to provide scientific 

evidence for cancer prevention. It is therefore not a regulatory body; it does not issue any 

recommendations or guidelines, and it is not at all involved in establishing policies. The Agency 

can rather be seen as a catalyst for collaborative research on cancer. 

Mr WILD also recalled that President Charles de Gaulle had initiated IARC, which was 

established in May 1965 as the cancer agency of the World Health Organization. Today, the 

Agency's membership has grown to twenty-six countries. It is mainly funded by the 

contributions of these Participating States, supplemented by voluntary contributions earmarked 

for specific programmes and projects.  

Mr WILD explained that the scientific work of IARC is organised into research sections. While 

each section focuses on particular areas of cancer research, they all collaborate closely on issues 

of common interest. The Agency’s personnel currently numbers around 350, originating from 

over fifty countries. 

In response to MEPs’questions about the predicted increase of cancer by 60-70% in the next 

twenty years, Mr WILD clarified that much of this growth would take place in low-and-middle 

income countries, and that part of it was due to population ageing. As regards the types of 

evidence on which IARC bases its decisions, he emphasised the importance of epidemiological 

studies - while referring to the presentations on the review and evaluation of data. 

Discussion of the programme of the Section of Evidence Synthesis and Classification, with 

a focus on the IARC Monographs, general principles and procedures: 

Mr Kurt STRAIF (Head of Section of Evidence Synthesis and Classification) gave the first 

presentation on the programme of the Section of Evidence Synthesis and Classification. He 

stressed that IARC is providing cancer research for cancer prevention by generating data and 

by evaluating data through independent expert reviews. The Agency’s Monographs include 

more than a thousand evaluated agents (that can be either chemicals and mixtures, or physical 

or biological agents, or personal habits and occupational exposure). The Monographs are used 

as a source of scientific information on known or suspected carcinogens all over the world.  

                                                 
1 http://www.who.int/ 
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Mr STRAIF then explained how agents are selected for evaluation: after a public call for 

nomination, an advisory group classifies the nominated agents and advises IARC on which to 

choose for evaluation. An agent can be selected only if there is evidence of human exposure 

and suspicion of carcinogenicity based on published scientific evidence. He emphasised that all 

evaluations are conducted in accordance with the principles, procedures and scientific criteria 

outlined in the Preamble to the Monographs. He notably stressed the procedures in place to 

avoid conflicts of interest (all participants and any real or apparent conflict of interest are 

publicly announced two months before any meeting of experts, and published in the 

Monographs and the summaries thereof). 

Mr STRAIF referred to the examples of tobacco, human papillomavirus and air pollution to 

explain the IARC system for classifying agents after an overall evaluation. He then outlined the 

Monograph timeline for glyphosate. 

 

Source: IARC 

Mr STRAIF concluded by stressing the key strengths of IARC evaluations: independence 

(experts without vested interests); rigorous scientific review and evaluation (uniform evaluation 

systems using objective criteria) and transparency (all data open for scientific review). 

Following the presentation, MEPs inquired especially about the classification of glyphosate and 

the difference with other agencies such as EFSA and ECHA; “hazard versus risk”; tactics and 

attacks from industry and financial resources. Mr STRAIF stated that it was not for IARC to 

comment on practices of other agencies and suggested that everyone should have a look at the 

Monographs preamble and compare it to the guidelines and evaluation criteria used by other 

agencies. According to him, the fact that IARC was only gathering and evaluating original 

research available in the public domain was not enough to explain the discrepancies between 
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the conclusions. As regards the issue of “hazard versus risk”, Mr STRAIF clarified that the 

Monographs were about hazard identification (“what causes cancer”) and that hazard 

identification was the basis for any risk analysis. Since a risk is always depending on how an 

agent is used (professional use; ingredient for make-up; etc.), IARC leaves risk management to 

policy makers. As regards strategies and tactics by industry, Mr STRAIF mentioned that they 

are well known and documented, and deplored that industry targeted individual scientists. 

IARC always tries to support all scientists involved in the Monograph evaluations, since 

scientists who feel intimidated might think twice before participating again in such evaluations. 

Concerning the financial resources, Mr STRAIF recalled that the Agency was dependent on 

contributions from Participating States (about half the funding for the Monographs comes from 

the USA) and that additional resources would be necessary to communicate its findings in more 

languages. 

In the following three presentations on the two-step process of IARC Monographs evaluations 

was outlined. In the first step, evidence is categorised with regard to cancer in humans, cancer 

in experimental animals and mechanistic and other relevant data. In the second step, there is 

an overall evaluation of the findings from the first step.  

Source: IARC 
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Systematic review and evaluation of data on cancer in humans: 

Mary SCHUBAUER-BERIGAN (Scientist, IARC Monographs Group) presented the 

systematic review and evaluation of data on cancer in humans. She explained that the primary 

source for understanding of cancer risk in humans for environmental exposure is observational 

epidemiology studies, the most informative of which being (1) studies of cohorts of people 

exposed to agents, and (2) studies of people with cancer (cases) and similar people without 

cancer (control group). 

Ms SCHUBAUER-BERIGAN underlined that expert judgment is required to evaluate these 

studies and to determine if they give the ability to detect an association between the agent and 

the cancer. She repeated that all relevant scientific data publicly available (in enough detail for 

critical review) is identified and reviewed for the evaluations, and stressed that priority is given 

to “analytical epidemiology” (cohorts and case-control) as they are most informative. She also 

outlined the procedures followed by the expert groups before the “8-day meetings”, which 

include peer review of study summaries and study descriptions, including critical evaluations, 

as well as presentation of study designs and results in tables. All decisions, line(s) of argument, 

conclusions on strength of evidence and explanations of the reasoning in weighing data and 

making evaluations are documented. Finally, the evidence for cancer in humans is classified 

according to a set of criteria. 

 

Source: IARC 
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Ms SCHUBAUER-BERIGAN recalled that the classification of the evidence for cancer in 

humans with regard to glyphosate was “limited evidence of carcinogenicity in humans”. 

 

Source: IARC 

In response to MEPs questions, Ms SCHUBAUER-BERIGAN clarified that the 

epidemiological studies on glyphosate, while concerning very different products, were so 

broad, both geographically and exposure wise, that they gave a positive indication of a possible 

link between glyphosate and carcinogenicity. She and her colleagues also explained that the 

Monographs preamble specifies that evaluations should be based on more than one study but 

the number of studies is not a determinant factor since it is quality that counts. For example, 

one study covering the whole of the USA can be more informative than ten “smaller” studies 

covering only a few states. 

With regard to questions concerning confidentiality of data, Ms SCHUBAUER-BERIGAN and 

Mr STRAIF stressed that the balance between confidentiality and the interest of the public was 

rather a regulatory matter (i.e. not a matter for IARC). However, Mr STRAIF deplored that 

confidentiality was often used as a tool for keeping data more secret than necessary.  
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Systematic review and evaluation of data on cancer in experimental animals: 

Mr Yann GROSSE (Scientist, IARC Monographs Group) gave the presentation on the 

systematic review and evaluation of data on cancer in experimental animals. He explained that 

it is biologically plausible that agents for which there is sufficient evidence of carcinogenicity 

in experimental animals also present a carcinogenic hazard to humans. For several agents, 

carcinogenicity in experimental animals has been established, or has been highly suspected, 

before epidemiological studies have confirmed their carcinogenicity in humans.  

Mr GROSSE also stressed the similarities between rodent models and human models and 

explained that for that reason rodent cancer bioassay data is the method used by most regulatory 

agencies to assess quantitatively human risk. He then shortly described 2-year chronic bioassays 

in the USA and Japan. Mr GROSSE also emphasised that all relevant studies and data on cancer 

in experimental animals that are publically available are gathered and reviewed for the 

evaluations. Before the 8-day meetings, the procedures described above apply in the same way 

to the review and evaluation of data on cancer in experimental animals (peer review; study 

descriptions; documentation of reasoning, etc.). Finally, the evidence for cancer in experimental 

animals is classified according to a set of criteria. 
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Source: IARC 

Mr GROSSE also recalled that the classification of evidence for cancer in experimental animals 

with regard to glyphosate was “sufficient evidence”. 

 

Source: IARC 

In the following debate, Mr GROSSE and his colleagues stressed that public disclosure of 

studies would also reduce animal testing - as public knowledge of results would reduce the need 

for repeating studies. 
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Systematic review and evaluation of data on mechanisms of carcinogenicity: 

Ms Kate GUYTON (Scientist, IARC Monographs Group) presented the systematic review and 

evaluation of data on mechanisms of carcinogenicity. She explained that “mechanistic and other 

relevant data” are evaluated as specified in the Monographs preamble to determine their 

relevance and whether they are likely to be operative in humans. She also explained that 

mechanistic data could be pivotal when evidence in human and in experimental animals are not 

sufficient, i.e. they could contribute to move an overall evaluation up or down. 

While recalling the huge number of relevant mechanisms and publications devoted to them, Ms 

GUYTON then explained the systematic review principles implemented by IARC to evaluate 

this data. As regards glyphosate, over a thousand studies have been identified and screened - 

either laboratory studies (on the substance) or human studies evaluating real-world exposure to 

pesticides. Ms GUYTON comprehensively detailed the evaluation process, which concluded 

that glyphosate, and formulations containing it, can cause DNA damage and oxidative stress. 

At the end of the evaluation process, the active substance (glyphosate) as well as the 

formulations containing it have been classified as “probably carcinogenic to humans” by IARC, 

as shown in the boxes below. 

 

Source: IARC 

To conclude, Ms GUYTON explained and illustrated by examples how IARC prioritise 

pesticides for cancer hazard evaluation and showed that not only glyphosate but also several 

other pesticides have been evaluated by the Agency. 
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Communication of Monographs results: 

Ms Veronique TERRASSE (IARC Press Officer) referred to the way IARC communicate the 

Monographs results. She explained that the general communication strategy rests on the main 

pillars of IARC’s scientific output. Special media outreach is undertaken if dissemination of 

knowledge can underpin cancer prevention efforts.  

Ms TERRASSE also explained that there are special challenges when communicating results 

to the public, as there are often misconceptions in media and the messages are difficult to 

control, especially in social media. There are also misleading information given by industry (on 

industry-based blogs, media and web). Ms TERRASSE stressed that the Agency makes a great 

effort to avoid misconceptions, for instance by using infographics and other material to visualise 

the information, and also by clarifying concepts such as the difference between hazard and risk. 

 

 

Source: IARC 

Page 722 of 754



CR\1164952EN.docx 21/25 PE628.582v01-00 

 EN 

Conclusions 

In his concluding remarks, Mr WILD thanked the members of the delegation for the lively 

discussions and the quality of exchanges. He pointed out that this meeting was also in the 

interest of IARC since the ability of the Agency to communicate about its work should 

continuously be improved - especially towards policy makers. He therefore stated that any 

feedback from the members of the delegation would be helpful and appreciated. 

 

Mr ANDRIEU warmly thanked Mr WILD and his colleagues and stressed that the discussions 

had reflected the particular valuable role of IARC, which is based purely on science. He 

therefore expressed the conviction that the visit would be beneficial to the work of the PEST 

Committee. 
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Final programme 

 

Tuesday 18 September 
 

Arrival in Dijon 
(Rooms booked at Hôtel Mercure Centre Clemenceau, 22 boulevard de la Marne, Dijon) 

 

 

Wednesday 19 September 
 

 
8:30 

 
9:00 - 13:00 

 
 

9:00 - 9:15  
 
 
 

9:15 - 10:00  
 
 
 

10:15 - 11:30 
 
 

10:15 - 10:50  
 
 
 

10:50 - 11:15  
 
 

11:15 - 11:30 
 

11:30 - 11:55 
 
 

12:00 - 13:00  
 
 

13:00 - 14:15 
 
 
 
 
 
 

 
Bus from hotel to Domaine d’Époisses (Arrival at 9:00) 
 
Domaine d’Époisses (Bretenière) - National Institute for Agricultural 
Research (INRA) 
 
Welcome  
(Nathalie Munier Jolain, Research Director, INRA;   
Pascal Marget, Director Domaine d'Époisses)  
 
Economic efficiency and reduction in the use of pesticides DEPHY 
network and ECOPHYTO Plan 
(Nicolas Munier Jolain, Research Engineer, INRA)  
 
Conception/experimentation of cropping systems to help farmers to 
reduce the use of pesticides 
 
PIC Adventices and Res0pest Projects 
(Nicolas Munier Jolain, Research Engineer, INRA; Vincent Cellier, Research 
Engineer, INRA) 
 
CA-SYS Plateform 
(Stéphane Cordeau, Researcher, INRA )  
 
Discussion 
 
Assessment of the effect of pesticides on soil microorganisms 
(Fabrice Martin-Laurent, Head of BIOmE Department, INRA)  
 
Site visit of pilot schemes  
(Pascal Marget, Director Domaine d'Époisses)  
 
Buffet lunch at AgrOnov (Bretenière) - Business incubator   
 
 
AgrOnov is a business incubator. It provides a set of facilities, including 
greenhouses, laboratories and experimental fields, to foster the 
development of innovative and agriculture-related businesses. 
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14:15 
15:25 
17:02 

 
 
 

20:00 
 

Bus to Dijon train station 
Train to Lyon 
Arrival in Lyon at 17:02 
(Rooms booked at Hôtel Mercure Lyon Lumiere Monplaisir, 69 Cours 
Albert Thomas, Lyon) 
 
Optional diner at Restaurant Marguerite, 57 avenue des Frères Lumière, 
Lyon  
 
Béatrice Fervers, oncologist, will attend the diner at the invitation of the 
Chair. Pr. Fervers coordinates the Cancer and Environment Unit at the 
Comprehensive Cancer Center Léon Bérard, in Lyon. 
 

 

Thursday 20 September 
 

 
8:40 

8:45 - 8:55 
 

9:00-16:00 
 
 

9:00 
 
 

9:15 - 9:30 
 
 

9:30 - 10:00 
 
 

10:00 - 10:30 
 
 
 
 
 

10:30 - 11:00 
 

11:00 - 11:30 
 
 
 

11:30 - 12:00 
 
 
 
 
 

 
Meeting in the hotel lobby 
Walk to the IARC (150, Cours Albert Thomas, Lyon) 
 
International Agency for Research on Cancer (IARC) (Lyon) 
 
 
Welcome 
(Dr Nicolas Gaudin, Head of communications group) 
 
Opening and Welcome 
(Dr Christopher Wild, Director IARC; Eric Andrieu, Chairman PEST) 
 
Cancer research for cancer prevention 
(Dr Christopher Wild) 
 
Discussion of the programme of the Section of Evidence Synthesis and 
Classification, with a focus on the IARC Monographs, General principles 
and procedures,  
(Introduction by Dr Kurt Straif, Head of Section of Evidence Synthesis and 
Classification) 
 
Coffee break 
 
Discussion of the Systematic review and evaluation of data on cancer in 
humans 
(Introduction by Dr Mary Schubauer-Berigan, IARC Monographs Group) 
 
Discussion of the Systematic review and evaluation of data on cancer in 
experimental animals 
(Introduction by Dr Yann Grosse, IARC Monographs Group) 
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12:00 - 12:30 
 
 
 

12:30 - 14:00 
 
 

14:00 - 14:30 
 
 

14:30 - 15:30 
 

15:30 - 16:00 
 
 

16:00 
 

Discussion of the Systematic review and evaluation of data on 
mechanisms of carcinogenicity 
(Introduction by Dr Kate Guyton, IARC Monographs Group) 
 
Lunch with Drs Straif, Guyton, Schubauer-Berigan and Gaudin, and Miss 
Terrasse (Press Officer) 
 
Discussion of the Communication of Monograph results 
(Introduction by Veronique Terrasse, Press Officer) 
 
General discussion 
 
Concluding remarks 
(Dr Christopher P. Wild; Eric Andrieu) 
  
Individual departures from Lyon 
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European Parliament
2014-2019

TEXTS ADOPTED

P8_TA(2019)0023

Union's authorisation procedure for pesticides

European Parliament resolution of 16 January 2019 on the Union’s authorisation
procedure for pesticides (2018/2153(INI))

The European Parliament,

– having regard to its decision of 6 February 2018 on setting up a Special Committee on
the Union’s authorisation procedure for pesticides, its responsibilities, numerical
strength and term of office1,

– having regard to Article 191 of the Treaty on the Functioning of the European Union
(TFEU),

– having regard to the 7th General Union Environment Action Programme to 20202,

– having regard to the United Nations Economic Commission for Europe (UNECE)
Convention on Access to Information, Public Participation in Decision-Making and
Access to Justice in Environmental Matters (the Aarhus Convention),

– having regard to Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection products on the
market and repealing Council Directives 79/117/EEC and 91/414/EEC3 (‘the
Regulation’),

– having regard to Regulation (EC) No 396/2005 of the European Parliament and of the
Council of 23 February 2005 on maximum residue levels of pesticides in or on food and
feed of plant and animal origin and amending Council Directive 91/414/EEC4,

– having regard to Regulation (EC) No 1272/2008 of the European Parliament and of the
Council of 16 December 2008 on classification, labelling and packaging of substances
and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and

1 OJ C 463, 21.12.2018, p. 73.
2 As set up by Decision No 1386/2013/EU of the European Parliament and of the Council

of 20 November 2013 on a General Union Environment Action Programme to 2020
‘Living well, within the limits of our planet’ (OJ L 354, 28.12.2013, p. 171).

3 OJ L 309, 24.11.2009, p. 1.
4 OJ L 70, 16.3.2005, p. 1.
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amending Regulation (EC) No 1907/20061,

– having regard to Directive 2003/35/EC of the European Parliament and of the Council
of 26 May 2003 providing for public participation in respect of the drawing up of
certain plans and programmes relating to the environment and amending with regard to
public participation and access to justice Council Directives 85/337/EEC and
96/61/EC2,

– having regard to Regulation (EU) No 182/2011 of the European Parliament and of the
Council of 16 February 2011 laying down the rules and general principles concerning
mechanisms for control by Member States of the Commission’s exercise of
implementing powers3,

– having regard to Commission Regulation (EU) No 546/2011 of 10 June 2011
implementing Regulation (EC) No 1107/2009 of the European Parliament and of the
Council as regards uniform principles for evaluation and authorisation of plant
protection products4,

– having regard to Commission Regulation (EU) No 283/2013 of 1 March 2013 setting
out the data requirements for active substances5,

– having regard to Commission Regulation (EU) No 284/2013 of 1 March 2013 setting
out the data requirements for plant protection products6,

– having regard to Commission Implementing Regulation (EU) 2016/1056 of 29 June
2016 amending Implementing Regulation (EU) No 540/2011 as regards the extension of
the approval period of the active substance glyphosate7 and Commission Implementing
Regulation (EU) 2016/1313 of 1 August 2016 amending Implementing Regulation (EU)
No 540/2011 as regards the conditions of approval of the active substance glyphosate8,

– having regard to Commission Implementing Regulation (EU) 2017/2324 of 12
December 2017 renewing the approval of the active substance glyphosate in accordance
with Regulation (EC) No 1107/2009 of the European Parliament and of the Council
concerning the placing of plant protection products on the market, and amending the
Annex to Commission Implementing Regulation (EU) No 540/20119,

– having regard to its resolutions of 13 April 201610 and of 24 October 201711 on the draft
Commission implementing regulation renewing the approval of the active substance
glyphosate in accordance with Regulation (EC) No 1107/2009 of the European
Parliament and of the Council concerning the placing of plant protection products on the

1 OJ L 353, 31.12.2008, p. 1.
2 OJ L 156, 25.6.2003, p. 17.
3 OJ L 55, 28.2.2011, p. 13.
4 OJ L 155, 11.6.2011, p. 127.
5 OJ L 93, 3.4.2013, p. 1.
6 OJ L 93, 3.4.2013, p. 85.
7 OJ L 173, 30.6.2016, p. 52.
8 OJ L 208, 2.8.2016, p. 1.
9 OJ L 333, 15.12.2017, p. 10.
10 OJ C 58, 15.2.2018, p. 102.
11 OJ C 346, 27.9.2018, p. 117.
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market, and amending the Annex to Implementing Regulation (EU) No 540/2011,

– having regard to its resolution of 15 February 2017 on low-risk pesticides of biological
origin1,

– having regard to its resolution of 7 June 2016 on enhancing innovation and economic
development in future European farm management2,

– having regard to its resolution of 7 June 2016 on technological solutions for sustainable
agriculture in the EU3,

– having regard to its resolution of 13 September 2018 on the implementation of the Plant
Protection Products Regulation (EC) No 1107/20094,

– having regard to the European Implementation Assessment on Regulation (EC) No
1107/2009 and to its relevant annexes, as published by the European Parliamentary
Research Service (EPRS) in April 2018,

– having regard to the judgment of the Court of Justice of the European Union of 23
November 2016 in Case C-442/14 Bayer CropScience SA-NV, Stichting De
Bijenstichting v College voor de toelating van gewasbeschermingsmiddelen en
biociden5,

– having regard to the decision of the European Ombudsman of 18 February 2016 in Case
12/2013/MDC on the practices of the Commission regarding the authorisation and
placing on the market of plant protection products (pesticides),

– having regard to the study ‘IARC Monographs Volume 112: evaluation of five
organophosphate insecticides and herbicides’, published on 20 March 2015,

– having regard to the European Food Safety Authority (EFSA) ‘Conclusion on the peer
review of the pesticide risk assessment of the active substance glyphosate’6, published
on 12 November 2015, and its ‘Peer review of the pesticide risk assessment of the
potential endocrine disrupting properties of glyphosate’7, published on 7 September
2017,

– having regard to the opinion of the Risk Assessment Committee (RAC) of the European
Chemicals Agency (ECHA) on the classification of glyphosate, of 15 March 2017,

– having regard to Scientific Opinion 5/2018 of the Scientific Advice Mechanism (SAM)

1 OJ C 252, 18.7.2018, p. 184.
2 OJ C 86, 6.3.2018, p. 62.
3 OJ C 86, 6.3.2018, p. 51.
4 Texts adopted, P8_TA(2018)0356.
5 Judgment of the Court (Fifth Chamber) of 23 November 2016, Bayer CropScience SA-

NV, Stichting De Bijenstichting v College voor de toelating van
gewasbeschermingsmiddelen en biociden, C-442/14, ECLI:EU:C:2016:890.

6 EFSA Journal 2015;13(11):4302.
7 EFSA Journal 2017;15(9):4979.
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on the EU authorisation processes of plant protection products, of June 20181,

– having regard to the report from the Commission to the European Parliament and the
Council on the implementation of Regulation (EC) No 1185/2009 of the European
Parliament and of the Council of 25 November 2009 concerning statistics on pesticides
(COM(2017)0109),

– having regard to the implementation plan on increasing low-risk plant protection
product availability and accelerating integrated pest management implementation in
Member States, drawn up by the Expert Group on Sustainable Plant Protection and
endorsed by the Council on 28 June 2016,

– having regard to the report of the UN Human Rights Council Special Rapporteur on the
Right to Food, of 24 January 2017, on global pesticide use in agriculture and its impact
on human rights,

– having regard to Article 13 of the TFEU, which states that when formulating and
implementing the Union’s policies, in particular concerning its internal market, full
regard should be paid to the welfare requirements of animals, since animals are sentient
beings,

– having regard to Directive 2010/63/EU of the European Parliament and of the Council
of 22 September 2010 on the protection of animals used for scientific purposes2,

– having regard to the Special Eurobarometer 442 survey of March 2016, which states
that 89 % of EU citizens agree that the Union should do more to promote greater
awareness of the importance of animal welfare internationally and 90 % of EU citizens
agree that it is important to establish high animal welfare standards,

– having regard to the fact that Parliament receives numerous petitions from concerned
citizens exercising their rights under Articles 24 and 227 of the TFEU and Article 44 of
the Charter of Fundamental Rights of the European Union, calling for an end to animal
testing in Europe and worldwide and for the establishment of international animal
welfare standards,

– having regard to the Commission proposal for a regulation of the European Parliament
and of the Council on the transparency and sustainability of the EU risk assessment in
the food chain (COM(2018)0179)3,

1 https://ec.europa.eu/research/sam/pdf/sam_ppp_report.pdf
2 OJ L 276, 20.10.2010, p. 33.
3 Commission proposal for a Regulation of the European Parliament and of the Council

on the transparency and sustainability of the EU risk assessment in the food chain
amending Regulation (EC) No 178/2002 [on general food law], Directive 2001/18/EC
[on the deliberate release into the environment of GMOs], Regulation (EC) No
1829/2003 [on GM food and feed], Regulation (EC) No 1831/2003 [on feed additives],
Regulation (EC) No 2065/2003 [on smoke flavourings], Regulation (EC) No 1935/2004
[on food contact materials], Regulation (EC) No 1331/2008 [on the common
authorisation procedure for food additives, food enzymes and food flavourings],
Regulation (EC) No 1107/2009 [on plant protection products] and Regulation (EU) No
2015/2283 [on novel foods].

Page 732 of 754



– having regard to the Commission’s ongoing REFIT evaluation of Regulation (EC) No
1107/2009,

– having regard to Rule 52 of its Rules of Procedure,

– having regard to the report of the Special Committee on the Union’s authorisation
procedure for pesticides (A8-0475/2018),

General considerations

A. whereas the purpose of Regulation (EC) No 1107/2009 (‘the Regulation’) is to ensure a
high level of protection of both human and animal health and the environment and to
improve the functioning of the internal market through the harmonisation of the rules on
the placing on the market of plant protection products, while improving agricultural
production;

B. whereas the EU authorisation procedure for plant protection products is one of the most
stringent in the world; whereas in the light of the concerns raised by several
stakeholders about the assessment of glyphosate, the Special Committee on the Union’s
authorisation procedure for pesticides (PEST) aims to identify areas that can be further
improved with regard to the Union authorisation procedure for plant protection
products, by providing recommendations that it considers to be necessary in order to
ensure the achievement of a high level of protection of both human and animal health
and the environment;

C. whereas the precautionary principle is an overarching principle for Union policy, as laid
down in Article 191 of the TFEU; whereas the Regulation, as provided for in Article
1(4) thereof, is underpinned by the precautionary principle; whereas the risk
management decision, as provided for in Article 13(2), must comply with the conditions
of the precautionary principle as laid down in Article 7(1) of Regulation (EC) No
178/2002; whereas Article 7(2) of Regulation (EC) No 178/2002 provides that measures
adopted on the basis of the precautionary principle must be proportionate;

D. whereas concerns have been raised by several stakeholders about the assessment of
glyphosate, in particular as to whether an independent, objective and transparent
assessment has taken place, whether the classification criteria of Regulation (EC) No
1272/2008 have been properly applied, whether relevant guidance documents have been
properly used and whether the approval criteria and the precautionary principle have
been properly applied;

E. whereas under Article 4(3) of the Regulation, a plant protection product, consequent on
application consistent with good plant protection practice and having regard to realistic
conditions of use, must, inter alia, have no immediate or delayed harmful effects on
human health, including that of vulnerable groups, and must have no unacceptable
effects on the environment;

F. whereas the evaluation of the implementation of the Regulation has revealed that the
objectives of protecting human and animal health and the environment are not being
fully achieved and that improvements could be made in order to achieve all the
objectives of the Regulation;

G. whereas it is of the utmost importance to fully implement the Regulation in all Member
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States;

H. whereas the work of the national competent authorities involved in the approval and
authorisation processes is often delayed; whereas it has been found that national
competent authorities involved in the approval and authorisation process are in some
cases understaffed and underfunded; whereas in addition to delays to assessment work,
the lack of resources risks impacting the quality of the assessments, for both active
substances and plant protection products;

I. whereas the independence of the risk assessment forms the basis for trust in the
Regulation and in EU food law;

J. whereas the decision-making process has been found to be lacking in transparency
throughout the procedure, from lack of public access to the full studies and raw data
through to the risk management stage;

K. whereas the right of access to documents held by EU institutions, including EU
agencies, is an important right, exceptions to which are to be interpreted narrowly;
points to the case law of the Court of Justice of the European Union, according to which
transparency and access to documents contribute to greater legitimacy of EU agencies
in the eyes of citizens and to ensuring EU agencies are more accountable to citizens in a
democratic system1;

L. whereas Commission Regulation (EU) No 283/2013 setting out the data requirements
for active substances should be regularly updated to take into account current scientific
and technical knowledge; whereas the Commission Communication in the framework
of the implementation of Commission Regulation (EU) No 283/2013 setting out the
data requirements for active substances2 remains the most comprehensive source of
guidance documents and test guidelines, although several of the documents listed may
have been superseded and should be updated; whereas the methodologies used for the
scientific assessment of active substances, in the form of guidance used by EFSA and
Member States, do not always reflect the current state of scientific and technical
knowledge as required by Article 4 of the Regulation; whereas some key tests are either
not included in the risk assessment or recent scientific methods are missing (as in the
cases of up-to-date ecotoxicological tests for soil organisms and assessment of
environmental concentration and residues in dust, wind, air and water);

M. whereas the updated bee guidance used by EFSA in its recent review of three
neonicotinoids has not yet been formally adopted; whereas the guidance on soil
organisms currently used by EFSA dates from 2002;

N. whereas guidance translates the requirements of legislation into practical steps,
explaining what must be done, while test guidelines specify the test protocols that must
be followed for data generation, explaining how tests must be done;

O. whereas the widespread use, and prophylactic use when inappropriate, of plant

1 See Case T-235/15, Pari Pharma GmbH v European Medicines Agency; see also Case
T-729/15, MSD Animal Health Innovation GmbH and Intervet International BV v
European Medicines Agency, and Case T-718/15, PTC Therapeutics International Ltd v
European Medicines Agency.

2 OJ C 95, 3.4.2013, p. 1.
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protection products is of concern;

P. whereas the use of plant protection products for desiccation (i.e. the treatment of the
actual crop plant prior to harvest in order to accelerate its ripening and facilitate its
harvesting) is inappropriate;

Q. whereas the use of plant protection products in areas used by the general public or by
vulnerable groups is inappropriate;

R. whereas according to the data compiled by the UN Food and Agriculture Organisation
(FAO), the EU used 368 588 tonnes of pesticides in 2016, accounting for 11,8 % of
global consumption;

S. whereas according to the FAO the use of pesticides in the EU has been on an upward
trend since 2009; whereas the trend is, however, very different across Member States,
ranging from a sharp increase in some of them to a steep fall in others; whereas the total
volume of pesticide active substances sold in 16 EU Member States increased by 1,6 %
from 2011 to 2016;

T. whereas until 2018, 493 active and basic substances have been approved;

U. whereas the Commission report on the implementation of Regulation (EC) No
1185/2009 highlights the deficiencies of statistics on pesticide use and the lack of
knowledge about the use of specific active substances;

V. whereas according to the 2016 European Union report on pesticide residues in food1,
published by EFSA in 2018, 96,2 % of the samples were within the limits permitted by
EU legislation;

W. whereas there is a lack of public knowledge about hazard and risk and acceptable and
unacceptable hazards and risks, and about the level of compliance with maximum
residue level (MRL) values across Europe;

X. whereas authorisation decisions on newly developed active substances and plant
protection products are invariably made under uncertainty regarding real-life impacts;
whereas there is a lack of monitoring post-authorisation; whereas data are missing on
exact quantities of each plant protection product applied, on the implementation and
effectiveness of mitigation measures, and on the potential harmful effects on human and
animal health and the environment;

Y. whereas the lack of data concerns the real-life impacts of active substances, safeners,
synergists and co-formulants and their metabolites, as well as formulations and mixtures
of products; whereas, therefore, the full impact of pesticides on human and animal
health as well as on the environment is not properly known;

Z. whereas the pilot project ‘Environmental monitoring of pesticide use through honey
bees’ has not been implemented yet, despite its inclusion in the Union budget for the
financial years 2017 and 2018;

AA. whereas one of the aims of the 7th General Union Environment Action Programme to

1 https://www.efsa.europa.eu/en/efsajournal/pub/5348
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2020 is for chemicals to be produced and used in ways that lead to the minimisation of
significant adverse effects on human health and the environment, and whereas there is
still uncertainty about the full impacts on human health and the environment of the
combined effects of different chemicals;

AB. whereas Article 4(3) of the Regulation provides that plant protection products ‘shall
have no immediate or delayed harmful effect on human health... taking into account
known cumulative and synergistic effects where the scientific methods accepted by the
Authority to assess such effects are available’; whereas Regulation (EC) No 396/2005
provides that ‘known cumulative and synergistic effects’ must be considered ‘when the
methods to assess such effects are available’;

AC. whereas such methodologies are now available and a pilot assessment, looking at the
cumulative effects of exposure to pesticides in food on the human nervous and thyroid
systems, is expected to be finalised by EFSA by the end of 2019;

AD. whereas there is currently no legal obligation to test active substances for their
developmental neurotoxicity (DNT), examples of which include causing autism,
attention deficit hyperactivity disorder (ADHD) and dyslexia; whereas developmental
toxicity and neurotoxicity studies are required and may trigger studies with ad hoc study
design to address specific concerns; whereas in this context, EFSA is working on an
ongoing project to develop non-animal alternatives for screening DNT effects;

AE. whereas there is concern that the implementation of the Regulation, with regard to the
use of animals in testing for hazard identification and risk assessment, is not in line with
the 3Rs principle (replacement, reduction and refinement) of Directive 2010/63/EU on
animal experiments, as Commission Regulations (EU) No 283/2013 and (EU) No
284/2013, as well as corresponding guidance, have not been updated since their
adoption, despite the availability of validated alternative tests and technologies;

AF. whereas testing for effects on human health involves the use of animals and therefore
does not necessarily accurately predict human reactions;

AG. whereas there is a need to speed up the development and validation of new non-animal
methodologies that provide information on the underlying mechanisms of human
toxicity, including the pathways that lead to adverse outcomes in humans;

AH. whereas many third-country agricultural products have a lower level of protection of
human and animal health and the environment with regard to the authorisation and use
of plant protection products; whereas there is a need to ensure that the EU level of
protection is not undermined by imports of agricultural products from third countries;

AI. whereas illegally imported plant protection products are in circulation and use within
the EU, posing a potential threat to public health and constituting unfair competition
vis-à-vis plant protection products that are subject to an authorisation procedure in
accordance with the current EU legislation;

Application for approval of active substances

AJ. whereas concern in terms of transparency and conflicts of interest has been raised by
several stakeholders about the right of applicants to choose the Rapporteur Member
State (RMS) upon first application for approval of an active substance;
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AK. whereas concern in terms of transparency and conflicts of interest has furthermore been
raised by several stakeholders over the fact that the RMS given responsibility by the
Commission for the renewal of an assessment report may be the same one which did the
initial draft assessment report;

AL. whereas for new active substances, only 11 out of 28 Member States have been chosen
as RMSs by applicants since the entry into force of the Regulation, which illustrates that
there are significant differences concerning expertise and staffing;

AM. whereas France, the Netherlands, Germany and the UK have dealt with about 80 % of
all dossiers; whereas Brexit will have a significant impact on the workload of other
Member States;

AN. whereas Article 8(1) of the Regulation requires the applicant to provide a summary
dossier, which should include inter alia the summaries and results of tests and studies
for each point of the data requirements, including an assessment of all information
submitted;

AO. whereas concern has been raised by several stakeholders concerning the evaluation
approach as established by law, and in particular over who should produce the scientific
studies and evidence for the evaluation of active substances, who should provide
scientific peer-reviewed literature and who should assess the studies;

AP. whereas Article 8(5) of the Regulation requires the applicant to add scientific peer-
reviewed open literature on the active substance and its relevant metabolites to the
dossier;

AQ. whereas for new active substances, normally only data from regulatory studies
generated by the applicant are available;

AR. whereas risk assessment must be based on all relevant available scientific evidence;
whereas scientific peer-reviewed open literature provides important complementary
information to the studies based on Good Laboratory Practices (GLP) provided by
applicants, and can include findings that alert evaluators to adverse effects that are not
seen by standard testing;

AS. whereas the principles of GLP have been developed by the OECD to ensure that a study
was carried out as prescribed by a particular test method to prevent fraudulent practices;
whereas the EU has adopted these principles through Directive 2004/10/EC, which
requires Member States to ensure that laboratories carrying out safety studies on
chemical products comply with the OECD Principles of GLP and with Directive
2004/9/EC, which lays down the obligation of Member States to designate the
authorities responsible for GLP inspections in their territory;

AT. whereas, as reported by the Commission in 2015, all Member States have transposed the
GLP Directives and have established functioning national GLP compliance monitoring
programmes;

AU. whereas the OECD test guidelines ensure that research is reproducible, consistent and
uniform and enable regulators to assess the quality and relevance of a study, to ensure
the methodological validity of a study and to facilitate mutual acceptance of data among
Member States;
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Draft assessment by the Rapporteur Member State (RMS)

AV. whereas pursuant to Article 11(2) of the Regulation ‘the rapporteur Member State shall
make an independent, objective and transparent assessment in the light of current
scientific and technical knowledge’;

AW. whereas it has been found that different Member States, when acting as RMS, use
different practices when it comes to referencing the applicant’s summaries of peer-
reviewed literature; whereas it is a fundamental rule that any scientific work should
clearly indicate statements made by others by using quotation marks;

AX. whereas Parliament acknowledges the debate over the literature review in the risk
assessment report on glyphosate by the German Federal Institute for Risk Assessment
(BfR); whereas concerns have been raised by several stakeholders that important
assessment elements in the draft risk assessment report on glyphosate were taken from
the application, without being clearly indicated as references;

EFSA opinion on draft assessment reports and ECHA classification of active substances

AY. whereas the credibility of the Union authorisation system for plant protection products
strongly depends on public trust in EFSA, which provides the scientific opinions that
are the basis for decisions with regard to food safety in Europe; whereas the decreasing
public trust in EFSA is a concern;

AZ. whereas currently about two thirds of national experts working for EFSA come from
only six Member States;

BA. whereas according to Article 4(1), second subparagraph of the Regulation, the
assessment of the active substance must first establish whether the approval criteria set
out in points 3.6.2 to 3.6.4 and 3.7 of Annex II are satisfied (= ‘cut-off criteria’);
whereas one of these cut-off criteria concerns the classification of a substance as a
carcinogen (category 1A or 1B) in accordance with the provisions of Regulation (EC)
No 1272/2008;

BB. whereas the International Agency for Research on Cancer (IARC) classified glyphosate
as probably carcinogenic to humans (Group 2A) according to its nomenclature
(equivalent to category 1B in Regulation (EC) No 1272/2008); whereas after reviewing
the available information, including the IARC assessment, EFSA and ECHA, the
European agencies responsible for providing scientific assessments which form the
basis for EU risk management decisions, concluded that no classification as
carcinogenic was warranted pursuant to the provisions of Regulation (EC) No
1272/2008;

BC. whereas while IARC based its conclusion on published literature in accordance with its
working principles, EFSA and ECHA additionally used unpublished studies submitted
by the applicant according to Article 8 of the Regulation as the core basis of their
evaluation and additionally had access to the relevant raw data;

BD. whereas several other competent authorities around the world, including those of the
US, Canada, New Zealand, Australia and Japan, have subsequently finalised new
assessments of glyphosate and concluded that it is not carcinogenic; whereas glyphosate
is still under review by the US Environmental Protection Agency, whose draft
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ecological risk assessment clearly states that there is potential for effects on birds,
mammals, and terrestrial and aquatic plants;

BE. whereas, as shown by a comparison carried out by EFSA in 2017 of 54 pesticides that
had been assessed under both the EU and IARC systems, in 14 cases the EU
classification was more conservative (and thus stricter) than IARC, in 11 cases
(glyphosate and 10 other active substances) less strict, and in 29 cases equivalent;

BF. whereas concern has been and is still being raised by several stakeholders over the
opinions by EFSA and ECHA concerning their conclusions in favour of not classifying
glyphosate as carcinogenic;

BG. whereas it was unfortunately not possible to resolve this controversy in the Special
Committee;

BH. whereas in October 2017, the Commission declared the European Citizens’ Initiative
‘Ban glyphosate and protect people and the environment from toxic pesticides’
admissible; whereas over one million citizens called on the Commission to propose to
the Member States the introduction of a ban on the use of glyphosate, to reform the
approval procedure for pesticides and to set mandatory reduction targets at EU level for
the use of pesticides;

BI. whereas the so-called Monsanto Papers and the recent judgment by the Superior Court
of the State of California in case Dewayne Johnson v Monsanto (case No CGC-16-
550128) and subsequent appeal have raised concerns about the independence and
conflicts of interest in the evaluation process of glyphosate;

Commission approval of active substances

BJ. whereas the Regulation lays down a six-month deadline for the Commission, from the
EFSA conclusions to the presentation of a draft regulation;

BK. whereas the decision to renew the approval of glyphosate did not contain legally
binding risk mitigation measures at Union level; whereas the Commission decided to
adopt a specific recommendation in the approval conditions that Member States, when
granting authorisations for glyphosate-containing plant protection products, should pay
particular attention to the risk to terrestrial vertebrates; whereas a high long-term risk
was found for almost all uses of glyphosate for non-target terrestrial vertebrates,
including mammals and birds;

BL. whereas ECHA concluded that glyphosate causes serious eye damage and is toxic to
aquatic life with long-lasting effects;

BM. whereas it is not clear under what conditions the Commission and the Member States
consider a risk to be unacceptable for the environment;

BN. whereas the fact that the Commission, with the support of the Member States, approves
active substances found by EFSA to pose high risks to the environment and biodiversity
is a concern, given that according to Article 4(3)(e) of the Regulation a plant protection
product must have no unacceptable effects on the environment;

BO. whereas the European Ombudsman, in her decision in case 12/2013/MDC of 18
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February 2016, stated that submission of confirmatory information should not concern
data requirements which existed at the time of the submission of the application in
relation to the assessment of risks to health and for which adequate guidance documents
were available;

BP. whereas confirmatory data are generally not subject to the same scientific scrutiny or
assessment as data submitted in the original application as they are not subjected
systematically to an EFSA peer review; whereas the European Ombudsman, in her 2016
decision, invited the Commission to consider whether, from now on, all confirmatory
information should be systematically subject to an EFSA peer review and whether the
guidance documents should be amended accordingly;

BQ. whereas, based on the follow-up report submitted by the Commission in February 2018
with regard to ten active substances examined in the context of the Ombudsman’s
inquiry, the confirmatory data procedure has led to two active substances, haloxyfop-P
and malathion, that would otherwise have been restricted, remaining on the market for
an extended period of time;

BR. whereas data gaps in the case of low-risk biological pesticides primarily occur because
the data requirements are designed for chemical plant protection products, and are thus
unsuitable for low-risk biological ones;

BS. whereas despite the risks identified by EFSA in its conclusions on active substances, the
Commission often leaves risk mitigation measures to the Member States,
notwithstanding the possibility granted to it under the Regulation to impose them at EU
level; whereas this approach was condemned by the European Ombudsman in her
decision in case 12/2013/MDC;

BT. whereas it is appropriate that Member States decide on risk management measures with
regard to concerns that are specific to their situation;

BU. whereas there is a lack of availability of low-risk plant protection products; whereas
only ten substances are approved as low-risk active substances out of a total of almost
500 available on the EU market; whereas the lack of availability of low-risk plant
protection products makes integrated pest management implementation and
development more difficult; whereas this lack of availability is caused by the lengthy
evaluation, authorisation and registration process;

BV. whereas nowadays, advanced techniques such as precision farming and robotics may be
used for the accurate monitoring and elimination of weeds or harmful insects at an early
stage; whereas advanced techniques are still underdeveloped in the European Union and
require the support of the Union and the Member States;

Authorisation of plant protection products by Member States

BW. whereas plant protection products should be thoroughly assessed in accordance with
current scientific and technical knowledge prior to their authorisation; whereas
understaffing and/or underfunding may result in over-reliance on the assessment
conducted for the approval of the active substances in the context of decisions for plant
protection products;

BX. whereas the procedure for authorisation of plant protection products, and in particular
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the data requirements for risk assessment, should take into account the actual use of
plant protection products;

BY. whereas, when granting authorisation to plant protection products, particular attention
should continue to be paid to the risk for ‘vulnerable groups’; whereas the Regulation
defines vulnerable groups as persons needing specific consideration when assessing the
acute and chronic health effects of plant protection products; whereas these include
pregnant and breastfeeding women, the unborn, infants and children, the elderly, and
workers and residents subject to high pesticide exposure over the long term;

BZ. whereas Article 25 of the Regulation requires safeners and synergists to be subject to
the same approval procedure as active substances, for inclusion on a positive list;
whereas the Commission has not yet approved any safeners or synergists;

CA. whereas Article 27 of the Regulation requires the Commission to include, in Annex III,
a negative list of unacceptable co-formulants; whereas the Commission has not yet
adopted the negative list of co-formulants, but has stated its intention to do so by the
end of 2018; whereas this delay is unacceptable in view of the impact of these
substances; whereas certain Member States have developed their own negative lists of
co-formulants, in the absence of such a list at Union level;

CB. whereas the absence of these EU lists makes the thorough risk assessment of plant
protection products more difficult;

CC. whereas concern has been raised with regard to the zonal system, and in particular the
delays in the procedure and the frequent full or partial re-evaluations of applications in
the context of mutual recognition, arising from the differing national requirements of
evaluation models of Member States in the same zone; whereas the aim of the
procedure of mutual recognition by Member States was to simplify procedures and
increase trust among the Member States; whereas the application of the mutual
recognition procedure is regarded as an important tool to increase work sharing and
ensure compliance with deadlines while guaranteeing optimum protection, and is
important for the functioning of the internal market;

CD. whereas the Commission is working on an IT system, the Plant Protection Products
Application Management System (PPPAMS), which will be accessible to the public and
will facilitate the mutual recognition system;

CE. whereas there is currently no overview of all plant protection products authorised in the
EU, as Member States are not obliged to systematically inform the Commission about
their decisions on authorisation;

CF. whereas Commission Regulation (EU) No 283/2013 requires studies on long-term
toxicity to be carried out; whereas Commission Regulation (EU) No 284/2013 currently
requires toxicological studies on operator, bystander and resident, as well as worker
exposure, several long-term and chronic toxicology studies for animals, and studies on
fate and behaviour in soil, water and air, including route and degradation in air and
transport via air, but not on the long-term toxicity of plant protection products;

CG. whereas Member States are working on setting up a comparative assessment of plant
protection products with substitution candidates; whereas the objective is to replace
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such products with safer plant protection products and non-chemical methods such as
those defined in Directive 2009/128/EC of the European Parliament and of the Council
of 21 October 2009 establishing a framework for Community action to achieve the
sustainable use of pesticides1;

CH. whereas recent reports have highlighted significant declines in biodiversity with regard
to birds and insects, in particular bees and other pollinators; whereas, in the last 27
years, a decline of over 75 % in total flying insect biomass in protected areas has been
observed2; whereas agricultural intensification (e.g. pesticide usage, year-round tillage,
increased use of fertilisers and frequency of agronomic measures), which was not
incorporated in that analysis, may form a plausible cause; whereas agricultural
intensification has been associated with an overall decline in biodiversity in plants,
insects, birds and other species; whereas biodiversity and robust ecosystems are of
fundamental importance, particularly bees and other pollinating insects, to ensure a
healthy and sustainable agricultural sector;

CI. whereas the ban on all outdoor uses of three neonicotinoids (imidacloprid, clothianidin
and thiamethoxam) is welcome; whereas these bans should not be undermined by undue
Article 53 derogations;

CJ. whereas other systemic plant protection products should be restricted as much as
possible, including for seed treatment, if they pose a danger to human health and the
environment;

CK. whereas the use and identified cases of emergency authorisations granted under Article
53(2) of the Regulation are increasing within the EU; whereas some Member States use
Article 53 significantly more than others; whereas the recent EFSA evaluation of the
emergency authorisations of three neonicotinoids concluded that in some cases those
authorisations were in line with the provisions set out in the legislation, while in other
cases those conditions were not met;

CL. whereas systematic delays in the authorisation processes could also lead to an
increasing use of emergency authorisations; whereas recourse to Article 53 derogations
for minor uses to address special situations other than actual emergencies is not viable
or appropriate; whereas EFSA should investigate the effect of substitution as well as the
availability of non-chemical methods;

CM. whereas special attention should be given to plant protection products for minor uses, as
there is currently little economic incentive for companies to develop such products;

CN. whereas since the entry into force of the Regulation, the Commission has only once
used the possibility to request an opinion from EFSA under Article 53(2);

General observations

1. Considers that, although the EU has one of the most stringent systems in the world, both

1 OJ L 309, 24.11.2009, p. 71.
2 See Hallmann, C.A., Sorg, M., Jongejans, E., Siepel, H., Hofland, N., Schwan, H., et al.

(2017) ‘More than 75 percent decline over 27 years in total flying insect biomass in
protected areas’. PLoS ONE 12(10): e0185809.
https://doi.org/10.1371/journal.pone.0185809
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the Regulation as such and its implementation need to be improved for it to achieve its
purpose;

2. Takes note of the Commission’s ongoing REFIT evaluation of the Regulation;

3. Stresses the importance of ensuring independent, objective and transparent scientific
assessment of active substances and plant protection products;

4. Calls on the Commission and the Member States to allocate sufficient resources and
appropriate expertise to the assessment of active substances and plant protection
products and to ensure independent, objective and transparent assessment in light of
current scientific and technical knowledge;

5. Calls on the Commission and the Member States to ensure full and uniform application
of the hazard-based cut-off criteria for active substances that are mutagenic,
carcinogenic or toxic for reproduction, or that have endocrine-disrupting properties;

6. Calls on the Commission and the Member States in their role as risk managers to duly
apply the precautionary principle when, following an assessment of the available
information, the possibility of harmful effects on health is identified but scientific
uncertainty persists, by adopting provisional risk management measures necessary to
ensure a high level of protection of human health;

7. Urges the Commission to communicate systematically on how this principle has been
taken into account and how the risk management decision has been made;

8. Welcomes the recommendation of the Scientific Advice Mechanism that the
Commission facilitate a broader discussion throughout society in order to establish an
EU-wide shared vision for sustainable food production, including the role of plant
protection products therein; believes that such considerations should take into account,
among other factors, quality, safety, availability and affordability of food for
consumers, fair income for, and long-term sustainability of, agricultural production,
climate change, and the short-term and long-term risks and benefits to human and
animal health and the environment associated with different scenarios for the use of
plant protection products, including integrated pest management and a non-use scenario;

9. Considers that, within the EU system, greater attention should be paid to the widespread
use, and prophylactic use when inappropriate, of plant protection products and the
effects thereof on human health, animal health and the environment, as well as to the
build-up of resistance in the target organism;

10. Stresses the importance of full implementation of Directive 2009/128/EC, given its link
to the authorisation system, in particular the provisions with regard to integrated pest
management and adequate training for farmers therein; points out that Parliament’s
ongoing work on this matter may be referred to for further details;

11. Calls on the Commission and the Member States to ensure consistency of purpose
between the approval of active substances and authorisation of plant protection products
under this Regulation and the purpose of Directive 2009/128/EC;

12. Calls on the Commission and the Member States to no longer approve active substances
or plant protection products for desiccation;
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13. Calls on the Commission and the Member States to no longer allow the use of plant
protection products in areas used by the general public or by vulnerable groups, as
defined in Article 12(a) of Directive 2009/128/EC;

14. Calls on the Commission to introduce specific measures for the effective protection of
vulnerable groups into the Regulation, in order to, without delay or derogation, put an
end to the application of pesticides over long distances in the vicinity of schools,
childcare facilities, playing fields, hospitals, maternity hospitals and care homes;

15. Calls on the Commission to take the necessary action to ensure that sales statistics
concerning pesticides are publicly available per active substance and per Member State,
and that pesticide use statistics are further improved so as to provide full information for
the environmental risk assessment as well as the comparative assessment under the
Regulation;

16. Calls for the creation of an effective post-market vigilance system to systematically
monitor the real-life impacts of the use of plant protection products on human and
animal health and on the environment as a whole, including in the long term; stresses
that post-market vigilance for plant protection products should ensure effective data
collection and communication among all stakeholders, and be transparent and publicly
accessible; calls on EFSA and ECHA to develop harmonised guidelines for effective
post-market vigilance in this field;

17. Calls on the Commission to develop a standardised EU-wide IT platform or database to
support the sharing of post-market monitoring data, and considers that post-market
monitoring data and other available monitoring data should be used in the authorisation
process;

18. Calls on the Commission to accelerate the implementation of the pilot project
‘Environmental monitoring of pesticide use through honey bees’, which will, inter alia,
allow the implementation of EU legislation in terms of pesticide application and
authorisation to be evaluated;

19. Calls on the Commission to conduct an epidemiological study on the real-life impacts of
plant protection products on human health;

20. Calls on the Commission to further develop and implement approaches to address the
combination effects of chemicals by promoting integrated and coordinated assessment
across all relevant EU laws;

21. Welcomes EFSA’s ongoing project to model DNT effects, but considers this to be
insufficient until there is a legal requirement for active substances and other pesticide
components to be assessed for DNT effects as part of the authorisation process; calls,
therefore, on the Commission to assess the options to ensure that active substances and
other components in plant protection products are assessed for DNT effects, fully taking
into account reliable animal-free human-focused mechanistic methods for DNT hazard
assessment;

22. Considers it essential that research and innovation continue to be developed in the
Union, and therefore calls for Horizon Europe, other Union financial instruments and
the Member States to provide sufficient funding to promote:
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(a) independent research on the effects of plant protection products on human and
animal health, the environment and agricultural production;

(b) research into alternatives to plant protection products, including non-chemical
methods, and low-risk pesticides, with a view to presenting farmers with new
solutions for sustainable agriculture, and research into agro-ecological and
precision farming techniques with a view to minimising external input and
optimising pest control in a targeted and sustainable manner;

23. Calls on the Commission to consider the importance of a regulatory framework that
encourages innovation and research in order to develop better and safer plant protection
products and alternatives;

24. Recalls that access to safe and efficient plant protection is essential to enable farmers to
prevent naturally occurring food-borne contaminants such as carcinogenic mycotoxins,
which put the safety of our food at risk;

25. Points out that the crops and the soil and climate conditions in the Member States, and
in particular in the outermost regions of the European Union, are very diverse and
specific; calls for this diversity to be taken into account in the authorisation processes;

26. Calls on EFSA and the Commission to improve their risk communication in order to
inform the public in an appropriate, understandable and easily accessible way; considers
that it is important to improve public knowledge about hazard and risk and acceptable
and unacceptable hazards and risks, raise awareness of the level of compliance with
MRL values across Europe and inform users of possible risk mitigation measures;

27. Calls for full implementation of the 3Rs principle;

28. Calls for the application of non-animal tests and technologies in the testing of active
substances, safeners, synergists, other co-formulants and product formulations, and for
the assessment of cumulative and mixture effects of active substances and plant
protection products, wherever such tests and technologies are available;

29. Calls for Commission Regulations (EU) No 283/2013 and (EU) No 284/2013 to be
updated whenever validated alternative tests and technologies are available;

30. Calls on the Commission to include scientific and technological developments for new
approach methods in regulatory science with a view to improving the predictivity of
regulatory testing and replacing the use of animals;

31. Calls on the Commission to explore opportunities to require submission of relevant
human data, for example data generated during clinical trials conducted during testing
of medicinal products, to the open-access database envisaged in the ECHA/EFSA call
for tender, so that human data can be used to validate non-animal methodologies under
development;

32. Calls on the Commission and the Member States to ensure effective controls of the
agricultural products imported from third countries with a view to ensuring a high level
of protection and a level playing field for European food production;

33. Calls on the Member States and the Commission to engage in increased efforts to stop
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the trade of illegal plant protection products, as these products undermine the objectives
of Union legislation in this area;

Application for approval of active substances

34. Calls on the Commission to propose amending the Regulation so as to empower it to
adopt a work programme with regard to the designation of the RMS for applications for
approvals, on the basis of criteria for an independent, objective and transparent
assessment: expertise, resources, absence of conflict of interest, relevance for the
product, technical capacity and ability to achieve scientifically robust and reliable
outcomes within the given timeframe, together with a comprehensive peer review
process and a stakeholder consultation, on lines similar to the system for re-approval of
active substances;

35. Calls on the Commission to allocate the evaluation of applications for renewal to a
Member State other than that which was in charge of the previous evaluation(s),
provided the necessary level of expertise and resources can be ensured;

36. Calls on the Commission to ensure that only Member States that can guarantee a high
quality of assessment and that have effective procedures for assessing conflicts of
interest become RMSs;

37. Calls on the Commission, with the support of EFSA, to carry out an assessment of the
national reference laboratories attached to the competent authorities of the RMS
concerned in order to ensure the same level of expertise for the RMS draft assessment
report (DAR);

38. Further calls on the Member States to responsibly carry out their auditing of GLP-
certified laboratories, and calls on the Commission to create a Union verification system
for Member State audits led by itself;

39. Takes note of the Commission’s proposal on the transparency and sustainability of the
EU risk assessment in the food chain and thus welcomes the opportunity to improve the
current situation in this respect;

40. Considers it important that applicants should be required to register all regulatory
studies that will be performed in a public register, and allow a comment period during
which stakeholders are able to provide existing data to ensure all relevant information is
taken into account; stresses that the provisions regarding the public register also include
registration by the certified laboratory of the start and end dates of the study, and the
publication of the control data, to be included in a register of historical controls,
including the methodology of tests that will be performed, while respecting the
protection of personal data; considers that only regulatory studies that have been
registered may be submitted with an application;

41. Stresses the need to require applicants to provide all studies to the RMS, including the
raw data, in a machine-readable format;

42. Calls for public access to be granted to the above studies, including all supporting data
and information relating to applications for authorisation, in a machine-readable format
and in their entirety in order to ensure transparency, thus allowing for timely
independent scrutiny while protecting personal data and ensuring that those who
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requested the studies can only use them for non-commercial purposes, so as to
safeguard the relevant intellectual property rights;

43. Calls on the Commission to assess whether it would be appropriate to no longer require
the applicant to provide scientific peer-reviewed open literature on the active substance
and related formulations, instead assigning this task to the RMS, to be assisted by
EFSA;

44. Stresses that scientific peer-reviewed open literature, where available, should be given
the equivalent weight in the assessment as GLP-based studies; considers that they are
both valid as contributions to the assessment and should be weighted according to the
relative quality of the studies and their relevance to the application under consideration;

45. Calls on the Commission to assess whether it would be appropriate to no longer require
the applicant to assess the data to be provided as part of the application, instead
assigning this task to the RMS;

46. Calls for an independent reassessment of the current rules for the literature review so as
to ensure that all relevant studies are considered;

Draft assessment by the RMS

47. Insists that the RMS should strictly apply Article 9 of the Regulation, so as to ensure
that applications are complete before they are deemed admissible;

48. Stresses that the assessment should include a thorough evaluation of the raw data, as
well as data related to final product formulations as available at that stage of the
evaluation; calls on the RMS to clearly demonstrate in the DAR that all studies have
been properly checked for their relevance, scientific quality and validity, and if
necessary to include further studies that were considered as not relevant by the
applicant; points out that dismissing data reporting adverse effects should be based only
on scientific evidence-based justification, for example the proper application of relevant
OECD guidance documents;

49. Calls on the Commission to assess how best to ensure that active substances are
assessed on the basis of the most frequent uses, the most frequently used formulations,
their dosage and relevant exposure scenarios;

50. Calls for all assessments to be based on a systematic review of all available evidence
and for full transparency regarding the use of ‘weight of evidence’;

51. Recommends that the RMS should limit reproducing paragraphs to a minimum and only
to justified and duly reported cases; insists that, as long as the assessment is made by the
applicant, should passages be taken from the application dossier a clear distinction
should be made between the assessment of the authority and the assessment of the
applicant;

EFSA opinion on draft assessment reports and ECHA classification of active substances

52. Calls on the Commission and the Member States to ensure that key tests (e.g. up-to-date
ecotoxicological tests for soil organisms, assessment of environmental concentration
and residues in dust, wind, air and water, and tests addressing long-term toxic effects, in
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particular for vulnerable groups) and up-to-date scientific and technological
developments in methods are included in the risk assessment;

53. Calls on the Commission to duly update its overview on up-to-date guidance documents
and test guidelines;

54. Calls on the Commission to facilitate and enhance the completion of the harmonisation
process regarding the data requirements and methodologies, in particular in the field of
guidance documents on ecotoxicology and environmental fate and behaviour;

55. Calls on the Commission to set maximum residue levels for soils and surface waters
using, inter alia, the data collected through post-market environmental monitoring;

56. Calls for MRLs for food and feed to be set sooner and with more efficiency, and for
greater coherence to be ensured by standardising the assessment periods between the
MRLs and approval or renewal;

57. Calls for the data collected through post-market environmental monitoring to be used to
verify the accuracy of Predicted Environmental Concentrations (PECs) in
environmental fate models;

58. Calls on the Commission to propose amending Commission Regulation (EU) No
284/2013 to include data requirements regarding the long-term toxicity of the plant
protection product and further routes of exposure, notably via wind and water erosion of
soil, using up-to-date modelling;

59. Calls on EFSA to regularly update its guidance documents in line with the most recent
developments in all relevant fields, with a view to assessing the short- and long-term
effects of residue levels of active substances, formulations and mixtures in surface
waters, soil, wind and dust;

60. Considers that the guidance documents should provide sufficiently clear orientations for
risk assessors to guarantee a high quality assessment and ensure predictability and
consistency for applicants;

61. Calls on the Commission and the Member States, in the Standing Committee on Plants,
Animals, Food and Feed (PAFF Committee), to adopt without delay any pending
guidance, including the updated bee guidance used by EFSA in its recent review of
three neonicotinoids;

62. Calls on EFSA to further update the bee guidance independently of the adoption of the
pending guidance to take into account other pollinator species as well as mixture effects
and technical feasibility;

63. Welcomes the pilot assessment on cumulative effects, and calls for its completion as
planned by the end of 2018 and the rapid implementation thereafter of cumulative risk
assessments as part of the authorisation process; calls for research in relation to other
routes of exposure in addition to the nervous and thyroid systems to be prioritised and
accelerated;

64. Calls on EFSA, the Commission and the Member States to apply an extra safety factor
when calculating the ‘safe’ doses of exposure, with a view to addressing potential
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mixture toxicity in cases of high remaining uncertainty which could not be decreased by
additional tests of mixtures;

65. Calls on EFSA and ECHA to increase the user-friendliness of the information provided
on their websites and to facilitate data mining;

66. Calls on the Member States to ensure that they are properly represented in EFSA by
independent national experts; recommends that the Member States engage with EFSA
in constructive ways;

67. Recommends that scientific knowledge and capacity be secured by supporting,
expanding and strengthening the expert network of EU agencies, Member State bodies,
institutes and university research groups involved in risk assessments;

68. Further recommends cooperation in international science networks with international
experts, to support the scientific discussion and input in order to strengthen the
international cooperation of the peer-review system, which leads to more internationally
recognised results of high quality;

69. Recommends to EFSA that it publish its opinions in peer-reviewed journals in order to
intensify constructive discussion and incentivise and encourage more national experts
and other scientists to participate in its work;

70. Calls for EFSA and ECHA to be allocated sufficient funds in order to carry out their
tasks in an independent, objective and transparent manner, so as to ensure a high level
of protection of human and animal health and the environment, and also in view of the
additional workload anticipated for those agencies;

71. Highlights that the credibility of the plant protection product authorisation system
strongly depends on public trust in European agencies; underlines that transparency in
the scientific assessment process is important to maintain public trust; further welcomes
EFSA’s continuous efforts to improve the system and the most recent update of its
independence policy in June 2017, with a view to ensuring independence and the
management of potential conflicts of interest;

72. Calls on EFSA to ensure that all experts who participate in the assessment make a
publicly available declaration of interests and to exclude the participation of experts
with conflicts of interest from all stages of the peer review process;

73. Proposes the establishment of an independent monitoring committee within EFSA,
tasked with analysing potential conflicts of interest;

74. Calls for adequate resources to be allocated to enable finalisation of landscape-scale
post-market environmental monitoring and analysis, including monitoring of pesticide
residues in soils and dust, the results of which should be shared with EFSA;

75. Calls on EFSA to ensure that it has the necessary expertise to fully assess the
availability and application of non-chemical methods;

76. Calls on the Commission’s Scientific Advice Mechanism to act on request as a mediator
in scientific controversies concerning active substances;
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77. Calls on the Scientific Advice Mechanism to initiate a systematic review of all available
studies concerning the carcinogenicity of glyphosate and glyphosate-based formulations
with a view to assessing whether it would be justified to review the approval of
glyphosate in accordance with Article 21 of the Regulation;

Commission approval of active substances

78. Strongly regrets the numerous delays at Member State and Commission level before
and after peer review by EFSA, in particular the delays in the assessment of substances
that meet the cut-off criteria, and urges the RMSs and the Commission to meet their
deadlines as laid down in the Regulation;

79. Stresses the need to ensure political accountability for the adoption of implementing
acts using the comitology procedure; expresses its concern at the lack of transparency in
the PAFF Committee; calls on the Commission and the Member States to increase the
overall transparency of the procedures, including by providing detailed minutes on the
comitology discussions and the respective positions, in particular by explaining and
justifying the PAFF Committee’s decisions and by making public the votes of the
Member States;

80. Calls on the Commission and the Member States to endorse an independence policy and
to ensure that Members of the Standing Committee on Plants, Animals, Food and Feed
have no conflicts of interest;

81. Calls on the Commission and the Member States to strictly apply Article 4 of the
Regulation and to adopt clear scientifically based criteria for what constitutes
unacceptable effects on the environment, taking into account real-life exposure (acute
and chronic) to multiple plant protection products;

82. Calls on the Commission to strictly limit the use of the confirmatory data procedure to
its purpose as laid down in Article 6(f) of the Regulation, namely where new
requirements are established during the evaluation process or as a result of new
scientific and technical knowledge; considers that the protection of public health and the
environment must take the highest priority, while at the same time applicants must be
provided with reliable timelines for authorisation; stresses that complete dossiers are
essential for active substance approvals; regrets that the derogation by confirmatory data
procedure has led to at least two active substances that would otherwise have been
restricted remaining on the market for an extended period of time;

83. Calls on the Commission to amend the relevant guidance document so that confirmatory
data would systematically be subject to a full EFSA peer review, as is the case with
original data from the application;

84. Calls on the Commission to include legally binding risk mitigation measures in the
approval of active substances in order to deal with known risks posed by plant
protection products, while supporting Member States in identifying risk mitigation
measures relevant to their country-specific situation, taking into account the agronomic,
climatic and environmental conditions in their territories;

85. Calls also on the Commission to ensure that post-market monitoring will assess the
effectiveness and efficiency of the implemented mitigation measures;
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86. Calls on the Commission to ensure full application of Article 25 of the Regulation so
that safeners and synergists may only be used following their approval; stresses that the
data requirements for approval of safeners and synergists should be the same as those
required for active substances, and calls for the adoption of an implementing act
pursuant to Article 25(3) of the Regulation;

87. Calls on the Commission to adopt the first negative list of co-formulants pursuant to
Article 27 of the Regulation by the end of 2018, together with criteria and a procedure
to identify further ones; calls, to this end, for the integration of data required under
REACH, the CLP Regulation and the Biocides Regulation, and of data collected by
Member States during the formulation of their own negative list of co-formulants;

88. Calls on the Commission, in accordance with its resolution of 15 February 2017 on low-
risk pesticides of biological origin and its resolution of 13 September 2018 on the
implementation of the Regulation, to submit a specific legislative proposal to amend the
Regulation outside of the ongoing REFIT procedure, with a view to enabling a rigorous
high-quality fast-track evaluation, authorisation and registration process;

89. Calls on the Commission to improve transparency by establishing a webpage displaying
the timeline and stages of the approval of each active substance, indicating the RMS,
EFSA and ECHA decisions, PAFF Committee decisions, the duration of the licence and
other relevant details;

Authorisation of plant protection products by Member States

90. Calls on the Commission to undertake an in-depth assessment of the zonal system, with
a view to assessing how best to ensure the proper harmonised scientific assessment of
plant protection products while safeguarding the responsibilities of Member States for
the authorisation, restriction or refusal thereof, and to revise the limitations for refusal
of authorisation;

91. Considers the mutual recognition procedure as vital for sharing the workload and
facilitating compliance with deadlines; regrets the delays in the assessments by the
Member States examining the applications for authorisation and implementation
problems associated with the mutual recognition principle; calls on the Commission to
work with Member States to improve the functioning of the zonal system; underlines
that the full implementation of the existing legislation should have the aim of avoiding
duplication of work and making new substances available to farmers without
unnecessary delays;

92. Urges the Member States to meet the deadlines for the evaluation of plant protection
products and the provisions relating to mutual recognition, as laid down in the
Regulation;

93. Calls on EFSA to establish harmonised guidelines for the assessment of plant protection
products and on the Commission subsequently to adopt them;

94. Calls on the Member States to ensure that all plant protection products undergo proper
assessments, including exposure scenarios, on the basis of data obtained for the plant
protection product itself, and considers that extrapolation of data on plant protection
products should not be done from data obtained on active substances, unless this is
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scientifically justified and confirmed as reliable by post-market monitoring;

95. Calls on the Commission to submit a detailed report to Parliament within 2 years on the
national practices of risk assessment and risk management of plant protection products;

96. Calls on the Member States to ensure that any decision on the authorisation of plant
protection products is based on a proper risk assessment of the real-life exposure, acute
and chronic, of vulnerable groups, and for the corresponding EFSA Guidance to be
amended accordingly;

97. Stresses the need to require applicants to provide all studies to the Member State
examining the application for authorisation, including the raw data, in a machine-
readable format;

98. Calls for public access to be granted to the above studies, including all supporting data
and information relating to applications for authorisation, in a machine-readable format
and in their entirety in order to ensure transparency, thus allowing for timely
independent scrutiny while protecting personal data and ensuring that those who
requested the studies can only use them for non-commercial purposes, so as to
safeguard the relevant intellectual property rights;

99. Calls on the Commission to assess whether it would be appropriate to make EFSA
responsible for the risk assessment of plant protection products, while maintaining that
the actual decision on the authorisation of plant protection products should take place at
national level, in order to take account of country-specific situations;

100. Urges the Member States to increase efficiency through greater zonal and inter-zonal
coordination, in order to better share the workload and make the best use of each
Member State’s resources, and to grant derogations under Article 53 of the Regulation
only where existing requirements are strictly complied with;

101. Considers that the system of inter-zonal mutual recognition must be improved;

102. Calls on the Member States to better implement the authorisation procedures at national
level in order to limit the derogations and extensions granted under Article 53 of the
Regulation to actual emergency situations; calls on the Member States to strictly apply
Article 53 of the Regulation, to only accept and examine completed applications for
derogations, and to only submit completed notifications of derogations to the
Commission and other Member States;

103. Calls on the Commission to fully use its control rights under Article 53(2) and (3), in
order to limit the derogations and extensions granted under Article 53 to justified
emergency situations;

104. Calls on the Member States to ensure that public consultation of relevant stakeholders is
undertaken prior to the granting of any emergency authorisation under Article 53,
without creating unnecessary delays in the granting of emergency authorisations and
ensuring that all relevant stakeholders are informed in a timely manner whether the
emergency authorisation is granted or refused;

105. Calls on all Member States to publish the completed application forms they receive
requesting an emergency authorisation under Article 53, whether the authorisation is
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granted or refused;

106. Calls on the Commission to finalise methods to determine when certain derogations
should be applied, if at all, in particular as regards ‘negligible exposure’ or ‘serious
danger to plant health’;

107. Calls on the Member States to inform each other, the Commission and the public
concerning the authorisation and withdrawal of plant protection products, as well as
mitigation measures, in order to ensure an EU-wide overview of plant protection
products on the market and the risk management pertaining to them;

108. Calls on the Commission and the Member States to improve their data exchange on
safer plant protection products which could replace plant protection products containing
candidates for substitution, in order to facilitate the comparative assessment of plant
protection products;

109. Notes that research into copper usage in areas where it is used as part of long-standing
practice shows that there are effects on the microbiology of the soil; agrees that copper
should be seen as a transitional material used for plant protection purposes and that its
use should be phased out as soon as better alternatives become available;

110. Calls on the Commission and the Member States to promote the development and use of
sustainable and ecological alternatives to plant protection products, integrated pest
management measures and low-risk pesticides, as an important measure for reducing
the adverse impacts of pest management; acknowledges the need for more research into
and development of these products; calls on the Commission, therefore, to assess
options to stimulate innovation in this field;

111. Calls on the Commission to propose amending the Regulation in such a way that the
use, but also the placing on the market, of low-risk plant protection products is made
easier for operators on the procedural level; considers that clarification is needed, in
particular, concerning the placing on the market of basic substances;

112. Calls for transparent and fair access to active substances for SME-sector plant
protection product formulators;

113. Calls on the Commission to conduct an analysis of the impact of the requirements of
current legislation regulating the authorisation and trade of plant protection products
and biocidal products in terms of human resources and economic capabilities available
to SME producers, and whenever changes are made to existing regulations; stresses that
the results of such analyses must be made available for public consultation;

114. Calls for a harmonised definition of ‘minor use’ in order to promote a level playing
field, and recommends creating a single EU list of major crops;

115. Calls on the Commission, EFSA and the Member States to ensure that all relevant
stakeholders, including the public, are included in any stakeholder activities on
pesticides, as provided for in Directive 2003/35/EC and the Aarhus Convention;

116. Calls on the Commission and the Member States to ensure that the requirements in the
Regulation for the prioritisation of non-chemical methods are properly implemented;
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117. Instructs its President to forward this resolution to the Council and the Commission.
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