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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
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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,
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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
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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
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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?


