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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. 



 

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 

mailto:secretariat@ep.europa.eu
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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? 

 



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? 

 

No 



 
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. 



 

 

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. 

 



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 



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? 



 

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 



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.  

 



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 



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, 



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. 



 

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 



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 



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 



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 



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 



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? 

 


