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I refer to the exchange of views on the EU authorisation procedure for pesticides to be held 

on 12 April in PEST Committee. In this context, please find below a set of questions 

submitted by political groups. These questions, which address many of the topics at stake, 

should be considered during the meeting. 

 

Questions to the Commission and EFSA 

 

1. How many products have been approved under 1107, how many applications have been 

submitted in total? How many of the approved substances were approved according to: 

article 4.7; article 5; article 22.1; article 24.1 and article 53 (emergency procedure)? How 

many active substances were re-approved?  

 

For the EC 

 

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

 

For the EC 

 

3. How many authorisations of active substances have been reviewed under 1107, how 

many authorisations have been withdrawn? How many authorisations of plant protection 

products have been withdrawn in Member States? 

For the EC 

 

4. During the different stages of the approval procedure of active substances (RMS 

assessment, Peer-review, EFSA assessment, COM risk management), which possibilities 

are there for the applicant to be in contact with the authorities? Which possibilities are 

available for third parties?  

 

For the EC 

 

5. In which ways can the applicant and third parties, as well as Member States interested in 

commenting the assessment, contact the Member State authority responsible for the 

authorisation of a plant protection product? 

 

For the Member States 

 

6. What is the percentage of applications for product authorisations coming from SMEs (as 

opposed to large corporations)? 

 

For the Member States 

 

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

precautionary principle?  

EFSA: The precautionary principle is a provision that relates solely to the risk 

management decision-making process and as such EFSA does not apply the 

precautionary principle in its scientific risk assessments.  
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8. In concrete terms, can we have examples of the application of the precautionary 

principle?  

For the EC 

 

9. Are there any national laws that are applied/followed by national risk assessors (apart 

from Regulation 1107/2009)? 

 

For the Member States 

 

10. How many scientific studies has EFSA conducted/commissioned since its founding, 

given that it is empowered to do so under Articles 22 and 32 of the General Food Law? 

On what active substances?   

Although EFSA has the possibility to commission scientific studies under Articles 23 and 

32 of the GFL, it has never conducted or commissioned a study on a pesticide active 

substance.  

This is due to the fact that under Regulation 1107/2009 the burden is on business 

operators to prove that the products intended to be placed on the market comply with EU 

requirements, which applicants are obliged to do by submitting all relevant safety studies, 

including tests.  

 

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

Classifications of substances are not determined under REACH but under Regulation 

(EC) No 1272/2008 (the CLP Regulation), which aligns the European Union system of 

classification, labelling and packaging of chemical substances and mixtures to the United 

Nations Globally Harmonised System (UN-GHS).  

Where available, EFSA uses in its assessment of an active substance the harmonised 

classification proposed by ECHA. The CLP Regulation requires a Member State to 

submit a proposal for harmonising the classification of active substances to ECHA. When 

this is the case, EFSA and ECHA launch the public consultations on the same day and 

keep the other agency informed about the on-going assessments. If the responsible 

Committee in ECHA (the Risk Assessment Committee) agrees on the classification 

before the finalisation of the EFSA Conclusion, the ECHA proposal is used by EFSA. 

When a Member State has not submitted a proposal to ECHA, EFSA experts use ECHA 

guidance to develop an ad-hoc classification. This is used in the EFSA assessment but 

does not have the status of a harmonised classification. The Commission is currently 

preparing implementing legislation to clarify the obligations of Member States to submit 

classification proposals to ECHA as part of the process for assessing applications. 

 

12. Is a legal watch set up by the Commission and/or EFSA to monitor third countries' 

decisions on active substances? If not, would that be possible?  

EFSA: an important part of EFSA’s activities involves scientific co-operation at a global 

level. EFSA has in place Memorandums of Understanding and Cooperation with several 

peer organisations in third countries and is also part of several formal and informal 

scientific networks in which information about past, ongoing and upcoming scientific 

activities and risk assessments are shared.  
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13. How are the observations of the authorities of the Member States, outside the rapporteur 

State, dealt with?  

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

 Submitting written comments on behalf of their Member State to the peer review 

of the draft assessment report produced by the rapporteur member state.  

 Taking part in expert consultations (meetings and teleconferences) organised by 

EFSA on different scientific areas (e.g. mammalian toxicology, ecotoxicology) 

Experts represent the collective scientific views of the experts in the Member State and do 

not participate in a personal capacity. For example, one expert may be collecting input 

from two or three public organisations within their Member State before submitting 

consolidated comments on behalf of that Member State to the peer review. 

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

accompany the EFSA Conclusions. 

 

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

rapporteur State?  

For the EC 

 

15. What are the statistics on applications for authorisations by MS (breakdown of rapporteur 

States) and what are the results of the recommendations?  

 

For the EC 

 

16. What is the evolution of bans on products placed on the market by Member State? Can 

we have the details of the substances concerned? Does a domino effect occur among MS 

when a MS bans a product placed on the market?  

 

For the EC 

  

17. What is the Commission's reaction when a MS decides to ban a finished product? Does 

this trigger an action plan (more specific follow-up for example)?  

 

For the EC 

 

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

Regulation 1107/2009 sets the procedure for the risk assessment of active substances for 

use in plant protection products as well as for the products themselves. The Regulation 

establishes a system of double pre-marketing authorisation with a clear division of roles 

for the Commission, EFSA and Member States.  

It is important to stress that the EU risk assessment of all active substances in pesticides is 

carried out by EFSA staff and experts from the 28 EU Member States and not by 

Members of EFSA’s Scientific Panels. Members from EFSA’s Scientific Panel on Plant 
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Protection Products and their Residues (PPR Panel) are only involved in exceptional 

cases where the endorsement of specific scientific elements is required. Occasionally, 

individual Panel Members may be invited to contribute to an expert consultation in a 

personal capacity.  

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

 Submitting written comments on behalf of their Member State to the peer review 

of the draft assessment report produced by the rapporteur member state.  

 Taking part in expert consultations (meetings and teleconferences) organised by 

EFSA on different scientific areas (e.g. mammalian toxicology, ecotoxicology) 

Experts represent the collective scientific views of the experts in the Member State and do 

not participate in a personal capacity. For example, one expert may be collecting input 

from two or three public organisations within their Member State before submitting 

consolidated comments on behalf of that Member State to the peer review. 

EFSA draws on a network of approximately 600 such experts and up to 100 experts may 

contribute to the peer review of a single active substance. They are selected by EFSA 

depending on the scientific area under discussion and based on their scientific expertise.  

An EFSA internal process is in place for handling the selection of the experts nominated 

by the Member States.  EFSA’s conclusions are published with all comments received 

from the Member States’ experts/EFSA/applicants/the public. Minutes of expert 

consultations are also published by EFSA. 

The Member States are responsible for ensuring the suitability and independence of 

nominated experts. EFSA invites the Member States’ experts to submit their Declaration 

of Interest (DoI) and those that are received by EFSA are published on its website. As 

from July 2018, the date of the implementation of EFSA’s new independence policy, 

Member State experts who take part in peer review meetings will be subject to the same 

independence and transparency measures as experts from EFSA’s Scientific Panels.  

 

19. Is there a time limit in case of refusal of authorisation? To be more clear, can a company 

represent an application for the same active substance after a refusal of authorization? 

 

For the EC 

  

20. Can we have details on the average cost (and may be minimum and maximum) of an 

evaluation process borne by EFSA, and by the EU during the complete process of 

authorisation?  

The Pesticides Unit in EFSA currently has 50 scientific posts and 5 administrative posts, 

supported by a limited number of trainees and occasionally seconded national experts. 

The overall cost for conducting a full peer-review varies according to the complexity of 

the assessment, with an estimated average of around 240.000 € per active substance 

assessment, including indirect costs and a prorate for covering the cost of methodological 

developments.  
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Questions to the EFSA 

 

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

guidelines, OECD Guidelines,...?  

In line with Regulation 1107/2009, the assessment of active substances by the rapporteur 

Member State and EFSA is based on scientific intentionally agreed testing protocols or 

guidelines (normally OECD) and guidance (mostly from the Commission or EFSA) that 

has been taken note of by the Standing Committee for Plants, Animals, Food and Feed 

and that is indicated in the relevant Commission Communication
1
 which complement the 

detailed data requirement Regulations
2
.  

 

According to the legislation, the Commission in consultation with the Member States 

through a comitology advisory procedure decides which guidance is applicable. This 

includes the guidance describing the methodology for conducting the scientific risk 

assessment.  

 

EFSA may be requested by the Commission to develop and/or to contribute to guidance, 

and can also decide on the need for updating the methodology according to current 

scientific knowledge. EFSA guidance documents and tools are available on the EFSA 

website
3
 but not mandatory in the regulatory context until taken note of by the risk 

managers in the advisory comitology process described before. For classification EFSA 

uses the ECHA guidance for the implementation of the CLP Regulation.  

 

In addition to the EU regulatory guidance, EFSA may use additional scientific knowledge 

to produce its Conclusion.   

 

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

The standard process for developing a new guidance or for updating an existing one 

follows two steps. Firstly, EFSA requires a scientific opinion from its Scientific Panel on 

Plant Protection Products and their Residues (PPR Panel) on the state of science in that 

area. That scientific opinion is then adapted for use in a regulatory context taking the 

form of a guidance document.  

Depending on the scientific vs. regulatory complexity of the scientific area in question, 

EFSA may mandate the PPR Panel to produce a guidance document or develop a 

regulatory EFSA guidance using internal resources from the Pesticides Unit and external 

experts, including Member States experts.  

A public consultation on all draft guidance documents is mandatory according to EFSA 

policy. Once the guidance document is finalised it is published and in parallel submitted 

                                                 
1
 Commission Communication in the framework of the implementation of Commission Regulation (EU) No 

283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with 
Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant 
protection products on the market. OJ 2013/C 95/01. 
 
2
 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in 

accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the 
placing of plant protection products on the market. 

 
3
 http://www.efsa.europa.eu/en/publications 
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to the Commission. The Commission is then responsible for deciding in consultation with 

the Member States if and when the guidance should be mandatory for applicants, Member 

States and EFSA. 

The content of the EFSA guidance is a detailed description of the scientific 

methodologies and scenarios to be used in the risk assessment of the active substances 

and plant protection products. Usually, guidance documents are supported by IT tools to 

facilitate their use. All tools are available free of charge and most are available through 

the EFSA website
4
 while some tools that require the use of EU environmental data are 

made available through the Commission's Joint Research Centre website
5
.  

 

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

The assessment of the active substance is primarily done by the rapporteur Member State 

on the basis of the application dossier submitted by the applicant. The role of EFSA is to 

verify, and if needed improve, the rapporteur Member State's draft assessment report 

through the pesticides peer review system:  

The process follows a phased approach: 

1.  Company "X" submits an application for the approval of an active substance "Y" to 

any EU Member State. That EU Member State – subsequently called the 

"Rapporteur Member State" (RMS) – is then tasked with the initial scientific and 

technical evaluation of the active substance. EFSA publishes the non-confidential 

version of the summary dossier (containing the application), which includes detailed 

study summaries.  

 2. The RMS drafts an assessment report for the active substance "Y" and sends it to the 

European Food Safety Authority (EFSA), in charge of risk assessment. EFSA 

publishes the non-confidential version of the RMS assessment report. 

 3. In consultation with other EU Member States, EFSA carries out a peer review of the 

assessment report and sends its conclusions to the European Commission. EFSA 

publishes the non-confidential version of the EFSA Conclusion, as well as an 

updated version of the RMS assessment and a report on the peer review process 

containing all comments and meeting minutes. 

 

EFSA uses the risk assessment methodological guidance indicated as mandatory by 

the Commission at the time of the submission of the dossier. In justified cases EFSA 

may include complementary assessments based on additional scientific knowledge; if 

so this is transparently reported and provides additional information to the risk 

managers for their decision-making. 

The peer review process starts with the launch of a consultation (involving the general 

public, Member States and the applicant), then the comments are collected and 

assessed and if needed additional information is requested from the applicant and 

assessed by the rapporteur Member State.  

 

EFSA may organise expert meetings covering those areas for which a need for a 

dedicated expert consultation has been identified. Following the expert meeting, 

EFSA’s scientific staff produce a draft Conclusion, which is sent to the Member 

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

5
 http://eusoils.jrc.ec.europa.eu/content/european-food-safety-authority-efsa-data-persam-software-tool 
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States for comments. Following that, EFSA scientific staff finalise the Conclusion 

addressing the Member States comments. Once finalised, the Conclusion and 

background documents (confidential version) are made available to the Commission 

and the Member States. In parallel EFSA requests the Applicant to submit 

confidentially claims in accordance with the legislation. For further information on 

assessing confidentiality claims, please see response to question 44.   

 

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

For new active substances, EFSA has 120 days to carry out the assessment, which can be 

extended to 150 days in case EFSA decides that there is a need for expert consultation 

during the peer review process. 

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

expert consultations.  

Timelines can be extended if EFSA decides that there is a need to request additional 

information from the applicant  (so-called “stop-the-clock” procedure), but this does not 

affect the actual time allowed to EFSA to assess the substance once the requested 

information has been received. 

 

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

The scientific information requested to carry out an assessment is laid out clearly in the 

Regulation describing the data requirements
6
 and the corresponding Communication 

listing the test methods and guidance documents
7
.  

The legislation provides that the responsibility for checking that the applicant has 

submitted the information in line with the legal requirements rests with the RMS in the 

admissibility check. 

Where all this information is provided in application dossiers for active substances, the 

evidence is supported by reliable studies, and the draft assessment report provided by the 

rapporteur Member State is complete and of good quality, the time available to EFSA is 

sufficient to assess the substance.  

EFSA has experienced difficulties regarding the quality of the RMS’ initial assessment in 

some specific cases. Consequently, as part of an improvement plan designed and agreed 

with the Member States, EFSA is now providing, under request, additional support to the 

RMS for the preparation of their assessments. This is provided for in the legislation and is 

only limited by the availability of resources in EFSA.  

Following the initiative by ECHA regarding the process for harmonised classification 

under the CLP Regulation, EFSA is also discussing with the Member States the 

                                                 
6
 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in 

accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the 
placing of plant protection products on the market. 
 
7
 Commission Communication in the framework of the implementation of Commission Regulation (EU) No 

283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with 
Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant 
protection products on the market. OJ 2013/C 95/01  
 
 http://www.efsa.europa.eu/en/publications 
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implementation of an accordance check for both the Summary Dossier provided by the 

applicant and the initial RMS assessment report. 

Regarding the availability of information, it should be noted that the time provided in the 

legislation to the RMS for checking the admissibility of the application allows the RMS 

to check the completeness of the application (i.e. that the correct information has been 

submitted) but does not include an actual assessment of the quality of the submitted 

information. Consequently during the scientific assessment conducted by the RMS or 

during the EFSA peer review process the experts may conclude that in some areas the 

submitted information is not of the quality and reliability required for a proper 

assessment.  

Both the RMS and EFSA have the possibility to request additional information from the 

applicant through the ‘stop-the-clock’ process, but the time indicated in the legislation for 

the applicant to provide additional information is normally insufficient to conduct new 

studies, particularly in the case of a request by EFSA. When this is the case, the 

information available to EFSA to conclude on some elements of the risk assessment may 

be insufficient. This is always highlighted in the EFSA Conclusion. 

A recurrent issue for several dossiers is the lack of a proper assessment of the peer-

reviewed scientific literature. EFSA would be in favour of having the possibility to 

conduct its own literature searches to complement those that it receives from the 

applicant, but this is not feasible with the currently available resources.  

Overall, the resources provided to EFSA to carry out the peer review of the draft 

assessment reports of all active substances are insufficient. For example, EFSA has 

estimated that a minimum of 10 additional FTEs are needed to complete the current work 

plan based on applications that are currently in the pipeline.  

Additional resources would be needed for activities such as: the possibility to conduct a 

complementary search of the peer-reviewed scientific literature where the search 

submitted by the applicant is not of sufficient quality (even after it has been asked by 

EFSA under the “ stop-the-clock” procedure to provide additional information); to ensure 

the regular update (e.g. every three years) of the scientific methodology/guidance; and to 

contribute to the development and update of test guidelines to cover the data 

requirements. When major improvements regarding the quality of the RMS assessment 

are needed, EFSA would be in favour of moving to a system where it has the capacity to 

re-start the peer-review process, including a new public consultation 

 

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

EFSA? 

In the context of the assessment of active substances, the forum for co-operation between 

EFSA and Member States is the Pesticide Steering Network (created in September 2008), 

which is an EFSA scientific network.  

EFSA’s scientific networks consist of nationally appointed EU Member State 

organisations with expertise in the fields covered by the network
8
. Representatives of the 

Commission and of other organisations (including those from outside the EU) with 

specific expertise may also be invited to participate in the work of EFSA Networks. 

                                                 
8 EFSA Decision concerning the establishment and operation of European Networks of scientific organisations operating in 

the fields within the Authority’s mission: http://www.efsa.europa.eu/sites/default/files/assets/panelnetworksrop.pdf  

http://www.efsa.europa.eu/sites/default/files/assets/panelnetworksrop.pdf
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Networks are chaired by EFSA and supported by relevant EFSA units. Their aim is to 

facilitate scientific cooperation in the field of EFSA’s mission by:  

 coordinating activities 

 exchanging information 

 developing and implementing joint projects 

 exchanging expertise and best practices 

More specifically, the Pesticide Steering Network was established to manage and plan the 

overall pesticide risk assessment and consider ways to further streamline the process. The 

main goals of the network are to:  

 plan and monitor the risk assessment process 

 integrate the risk assessment and MRL setting processes 

 coordinate with the European Chemicals Agency (ECHA) 

 give advice on the prioritisation in the development and the updating of risk 

assessment guidance documents 

To improve collaboration between EFSA and Member States for the assessment of active 

substances, an action plan has been agreed with the PSN, which focuses on steps that 

EFSA and Member State experts can take together to improve the peer-review process. It 

covers the following areas: preparation of the summary dossier by the applicant; 

preparation of the Draft or Renewal Assessment Report (DAR/RAR); the EFSA peer 

review and the finalisation of the EFSA conclusion. The plan was published as a technical 

report on EFSA’s website
9
.   

The implementation of the plan follows a stepwise approach, starting with the 

identification of the actions that  can  be  implemented  immediately  without  the  need  

for  additional  resources  or further consideration by risk managers at the level of the 

Standing Committee on Plants, Animals, Food and Feed. 

For further information on the involvement of Member States experts in the actual peer 

review process, see the above response to question 18.  

 

43. Regarding the report on glyphosate of the German Federal Institute for Risk Assessment 

(BfR), EFSA stated on 22/09/2017 that it was possible for the rapporteur Member State 

(Germany in this case) to directly incorporate the text of a summary or assessment into 

the draft assessment report. However, Italian and British newspapers have revealed that a 

hundred pages had been "copied and pasted" from documents provided by manufacturers. 

In view of the extend of  this process, does EFSA consider that not to refer to the source 

of these 100 pages was an error, or does it see this as normal procedure, even for 100 

pages? 

The document referred to in allegations about “copy and paste” is the Renewal 

Assessment Report (RAR) for glyphosate produced by Germany as rapporteur Member 

State and the specific section in the RAR concerns the literature review of toxicological 

studies. The document has 4322 pages. 

Firstly, the common understanding of plagiarism - meaning the lack of proper citation in 

academic literature - is not applicable in the case of the assessment of regulated 

chemicals. Public authorities check the accuracy of information provided by applicants as 

                                                 
9
 https://www.efsa.europa.eu/en/supporting/pub/1349e 
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a preparatory step for later risk assessment. For this purpose they produce administrative 

documents, which under EU law must be based on information provided by applicants.  

Describing as “plagiarism” the inclusion of text provided by the applicant, after checking 

its accuracy, into the administrative document of the authority does not make sense. 

Secondly, the part of the RAR on glyphosate in question (Volume 3, literature search) 

does not – and is not meant to – represent the actual risk assessment of glyphosate. In 

fact, it represents the RMS’ view on the accuracy of the reporting of the summary results 

of published literature provided by the applicant.  

The role of the rapporteur Member State is to confirm that the search has been conducted 

properly, to verify its accuracy, and to ensure that the level of reporting is sufficient for 

the peer-review to be conducted by EFSA and Member States experts. 

Each piece of information contained in Volume 3 of the RAR on published literature has 

been checked by the RMS regarding the accuracy of reporting by the applicant. The level 

of reporting includes tables, short descriptions of the studies, and original abstracts 

provided by the applicant.  

Following the check by the RMS, these are either left unmodified, where the RMS is 

satisfied with the information provided by the applicant, or corrected and commented on 

as the RMS sees fit.  

Thirdly, the RMS’ view on the completeness of the published literature reported by the 

applicant and the accuracy of the reporting by the applicant (Volume 3 of the RAR on 

glyphosate) was subject to public consultation. The RAR was also amended following the 

outcome of the public consultation and the peer review with Member States experts. All 

amendments to the RAR made during the peer-review are highlighted in the document. 

The relevance of each single piece of literature presented in the amended RAR for risk 

assessment is checked by experts from EFSA and the 28 Member States during the 

commenting phase of the peer review process.  

Fourthly, one only has to look at the final Conclusion on glyphosate to see that the 

published literature on glyphosate was considered. Literature studies reported in Vol. 3, 

even if not “upgraded“ to single study assessment (because of limited relevance for 

assessing the active substance) can contain important information and may highlight 

concerns. EFSA’s remark in the final conclusion on the need to further assess the 

genotoxic potential of glyphosate formulations was triggered by non-GLP, non-OECD 

studies presented in the genotoxicity section in Volume 3 of the RAR related to published 

literature. 

Finally, transparency runs through the process from start to finish. The summary dossier 

is published by EFSA in addition to the RAR allowing interested parties and the public to 

compare the views of the applicant and of the rapporteur Member State. 

 

44. Regarding its final study on glyphosate of November 2015, EFSA denied that it had 

granted the Glyphosate Task Force (GTF - a grouping of 20 industrials using glyphosate, 

led by Monsanto) a say concerning its works and that it had denied that to other NGOs. 

EFSA stated that GTF intervention was limited to correcting "factual errors and typing 

errors". However, on 30 October 2015, EFSA sent an email to a German consulting firm 

(Knoell), of which the Glyphosate Task Force was a client, to "give them the opportunity 

to remove confidential information from the findings of the EFSA and related documents 

". If it were only a matter of factual errors or typing errors, why did EFSA deny this right 
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of scrutiny to other NGOs on the grounds of "protecting the integrity of the decision-

making process"?  

As indicated in the question, the EFSA request to the applicant was to "give them the 

opportunity to remove confidential information from the findings of the EFSA and related 

documents". This consultation on confidentiality with the applicant is a legal mandatory 

requirement for EFSA before it publishes although at the point at which this occurs the 

Conclusion has already been approved, finalised and distributed to the European 

Commission and Member States, which have access to the confidential version of the 

document. EFSA does not consult applicants on its scientific assessment. 

The documents are not modified except by blackening areas where EFSA accepts the 

confidentiality claims made by the applicant. These sections appear as blackened in the 

published, non-confidential version of the document.  If during this process the applicant 

identifies and communicates factual or typing errors those may also be corrected.  

The scrutiny of EFSA’s Conclusions is also always possible after publication. An 

applicant and or any third party that believes it has identified errors in the Conclusion 

following publication may communicate these to EFSA. EFSA assess the information 

brought to its attention and if errors are present the Conclusion is republished (and the 

confidential version available to the European Commission and Member States updated). 

This is also transparently reported in the republished Conclusion and a tracked changes 

version is available on request.   

 

 

 

45. In June 2016, EFSA categorically denied the statement of the Corporate Europe 

Observatory (CEO) that 46% of its scientific experts would be in conflict of interest with 

the agribusiness and food industries. EFSA explained that the CEO considered that 

experts close to several recognized scientific institutes in Europe should be excluded from 

the Agency's scientific groups. However, it turns out that in June 2016 EFSA was 

engaged in a reform to strengthen the independence of the scientists it employed. If in 

2016 EFSA admitted a real risk of conflicts of interest, can it specify the proportion of 

scientists concerned by such risk today?  

As indicated in the response to question 18, the EU risk assessment of pesticides active 

substances is carried out by EFSA staff and experts nominated by authorities from the 28 

EU Member State authorities and not by experts from EFSA’s Scientific Panels, which is 

the focus of the CEO report cited in the question. In other words the allegations made in 

the CEO report do not apply to the experts that are involved in the EU assessment of 

active substances.  

There is also a presumption in the question that in seeking to update its independence 

policy in 2016, EFSA was admitting at that time to a risk of conflict of interests among its 

experts. This is incorrect. The current rules EFSA has in place (the new Independence 

Policy comes into force in July 2018) are already stringent enough to ensure the 

Authority’s impartiality and protect it against improper influence. The new Policy builds 

on EFSA’s experience of managing interests over the last 15 years as well as on input 

received from stakeholders, the European Parliament and the general public, and is 

designed to further strengthen and reinforce the current system.  

Finally, it is important to note that EFSA strongly refutes the figures and allegations put 

forward in the CEO report. They are based on CEO’s own, narrow interpretation of what 
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constitutes a conflict of interest, which EFSA disagrees with. To be clear, the financial 

interests of all experts working on EFSA’s Panels have been assessed carefully according 

to the independence rules that EFSA has in place and they were not found to have 

interests that were incompatible with membership of those scientific groups.  

In addition, EFSA's independence is regularly scrutinised, including by the Court of 

Auditors, the European Ombudsman, and the European Parliament, and EFSA has a good 

record of implementing recommendations coming from these bodies. The progress made 

by EFSA on independence and transparency has been acknowledged frequently but there 

are still criticisms from certain NGOs who criticise the fact that EFSA bases its risk 

assessment in the framework of approval procedures on partly confidential industry 

studies. These criticisms, however, disregard the fact that these requirements (e.g. 

industry responsible for submitting supporting studies, confidentiality rules etc.) are laid 

down in EU legislation. 

46. What guidelines are used by EFSA when it comes to evaluating the carcinogenicity 

studies? Are these the same as those used/ recommended by ECHA/OECD, and if not, 

what are the differences? 

For classification regarding carcinogenicity EFSA uses the ECHA guidance for the 

implementation of the CLP Regulation.  

 

For the assessment of animal studies conducted according to OECD guidelines, EFSA 

uses the specific recommendations to validate the study protocol and results as described 

in the relevant OECD guideline (e.g. OECD Test No. 451: Carcinogenicity Studies, or 

OECD Test No. 453: Combined Chronic Toxicity/Carcinogenicity Studies). In case of old 

studies conducted with previous versions of the guidelines or with non OECD protocols, 

the study’s reliability as a GLP study is assessed according to the guideline available and 

used at the time that the study was conducted, while the relevance and role in the weight 

of evidence assessments consider also the differences between the methodology used at 

the time that the study was conducted and that proposed by updated versions currently 

available.  

 

Other recommendations considered in the assessment include the OECD guidance 

document on the design and conduct of chronic toxicity and carcinogenicity studies
10

 and 

the EFSA Scientific Committee guidance on genotoxity
11

. 

 

47. What is done if studies showing harmful impacts to health or the environment are 

published after the authorisation of an active substance or a plant protection product? 

Which measures are in place to allow a re-evaluation and potentially to re-consider 

existing studies that may now be more relevant? In this case, is the previous procedure re-

examined to make sure that earlier indications were not missed?  

Regulation 1107/2009 contains provisions addressing both the early review of an 

approval of an active substance as well as the early review of the authorisation of a plant 

protection product if there are indications that the criteria for approval/authorisation are 

no longer fulfilled – Articles 21 and 44, respectively. The legislation specifically 

                                                 
10

 https://www.oecd-ilibrary.org/environment/guidance-document-116-on-the-conduct-and-design-of-
chronic-toxicity-and-carcinogenicity-studies-supporting-test-guidelines-451-452-and-453_9789264221475-en 
11

 https://www.efsa.europa.eu/en/efsajournal/pub/5113 
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mentions new scientific and technical knowledge and monitoring data as potential 

triggers for such a review. 

Concerning the review of approval the Regulation provides for concrete steps to be taken 

in order to make sure that the new evidence is correctly and sufficiently considered in the 

revision process. The Commission is empowered to amend or withdraw the approval, as 

appropriate. 

A practical recent example for the application of these provisions is the review and 

restriction of the approvals of clothianidin, imidacloprid, thiamethoxam and fipronil in 

2013, after new scientific evidence showed that the risk to bees from the use of these 

substances was higher than assumed at the time of their approvals. 

If mandated by the Commission, EFSA assesses new information and revises the previous 

assessments for a given substance. This can be done through a Scientific Opinion of 

EFSA’s Scientific Panel on Plant Protection Products and their Residues or through an 

ad-hoc Conclusion drafted by the scientific staff of EFSA’s Pesticides Unit.   

Concerning the review of authorisations, the Regulation gives similar power to the 

Member States concerning authorisations they have granted. However, the Regulation is 

less prescriptive concerning the procedural steps to be taken. 

In addition, the Regulation provides for emergency procedures in case a serious risk 

would be discovered which would require immediate action by Member States and the 

Commission (Articles 69 to 71). 

 

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

parts are redacted and using what criteria? 

See above response to question 44.  

 

49. How are the hazard-based cut-off criteria (specifically Carcinogenic Mutagenic and 

Reprotoxic) implemented? How is it that some substances classified as R1B are still 

allowed, such as epoxiconazole and flumioxazine?  

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

manager.  

 

 

50. How is human relevance currently used and what is the effect on the level of protection of 

humans and the environment? Is the framework standardized? Is the level of evidence 

specified?  

The level of protection is set in the legislation: “no harmful effects on human health 

including vulnerable groups, and no unacceptable effects on the environment”
12

. 

The level of evidence and the endpoints to be addressed in a risk assessment, as well as 

the kind of data which should be used as a basis for the risk assessment are standardised 

(international guidelines defined in the Commission communication) and are defined in 

the regulation on  data requirements (See response to question 41 for details and 

references).  

                                                 
12

 Article 4 of Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 
concerning the placing of plant protection products on the market and repealing Council Directives 
79/117/EEC and 91/414/EEC 
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The risk assessment concerning human health is based mostly on animal in-vivo (and to 

some extent in-vitro) standardised tests, as provided for in the legally set data 

requirements
13

. Human relevance is assumed as default for studies on mammals unless 

there is scientific evidence (e.g. different mechanistic pathways) confirming that some 

effects are species-specific and not relevant for humans (however the effects may be 

relevant for the environmental assessment related to effects on mammals).  

The data requirements described by Regulation (EU) 283/2013  also provide that human 

epidemiological and monitoring data are considered if available and relevant. Further, any 

relevant scientific peer review literature is considered in the risk assessment, which is 

selected according to a systematic review methodology as defined in an EFSA guidance 

document published in  2011
14

. 

Effects observed in mammals, even if excluded from the assessment of human health 

following the confirmation of lack of human relevance, are considered in the 

environmental assessment. Information on the level of protection for the environment in 

the legislation is provided in the response to question 51.  

 

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

health and environment?  

As indicated in the previous question, the level of protection is set under Article 4 of 

Regulation (EC) 1107/2009 as: “no harmful effects on human health including vulnerable 

groups, and no unacceptable effects on the environment”. 

As regards human health and as stated in the legally defined data requirements, the risk 

assessment is based on specific toxicological reference values for chronic and acute, oral 

and non-oral exposures (ADI accepted daily intake; ARfD acute reference dose; AOEL 

accepted operator exposure level, aAOEL acute accepted operator exposure level) and 

includes also vulnerable groups (e.g. children).  

All these values are based on experimental values derived from one or more experiments 

where different doses of the chemical are tested. The toxicological reference values are 

derived from the dose where no effects are observed plus a safety factor of at least 100. 

This implies that the toxicological reference values correspond to one percent or less of 

the doses where across all the experiments no effects were observed. Regarding dietary 

assessments, the post-marketing monitoring carried out on pesticide residues in food 

confirms that in most cases actual exposure levels of consumers are usually much lower 

than this minimum margin of 100. 

For the environment, a similar approach is used for the first initial assessments based on 

laboratory data as stated in the legally defined data requirements and Uniform 

Principles
15

. In experiments the NOEC (no observed effect concentration) or ECx 

(effective concentration) value is derived for several species (e.g. fish, aquatic 

invertebrates, terrestrial arthropods, soil organisms, bees, birds). For each of these taxa, 

the derived NOEC or ECx values are then compared to the predicted environmental 

                                                 
13

 Part A, Section 5 of the Annex of Regulation (EU) 283/2013.  
14

 European Food Safety Authority; Submission of scientific peer‐reviewed open literature for the approval of 
pesticide active substances under Regulation (EC) No 1107/2009 (OJ L 309, 24.11.2009, p. 1–50). EFSA Journal 
2011;9(2):2092. [49 pp.]. doi:10.2903/j.efsa.2011.2092 
15

 Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of 
the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of 
plant protection products 
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concentration (PEC) values in the respective medium (e.g. soil or water) and deemed safe 

if the toxicity exposure ratio (TER) or hazard quotient (HQ) are not exceeded.  

 

If these thresholds are exceeded, the applicant should present additional information, such 

as (semi)field studies or modelling approaches. In those cases, no specific indications on 

the level of protection for the environment are provided in the legislation, and EFSA has 

developed an approach for specific environmental protection goals to be established by 

risk managers
16

. Some EFSA guidance documents, such as the guidance on the risk 

assessment for bees or for aquatic organisms have already implemented this approach 

with variable results, however the final endorsement of the method by risk managers 

(Commission and Member States) and the definition of specific protection goals is still 

needed.  

 

52. How is the evaluation criterion of historical control data currently in use and what is the 

level of protection of humans and the environment?  

As indicated in the previous questions, the  level of protection is set under Article 4 of 

Regulation (EC) 1107/2009 as: “no harmful effects on human health including vulnerable 

groups, and no unacceptable effects on the environment”. 

 

Historical control data when provided by the applicant in the dossier are used according 

to the OECD recommendations
17

 and in particular when used for classification purposes 

according to the recommendations in the ECHA guidance
18

. When the information is 

submitted, it is checked and only valid data are used by EFSA. Historical control data are 

relevant as part of the weight of evidence, and should be used in both positive and 

negative directions (e.g. historical control data can be used to conclude that an effect is 

relevant in absence of statistically significant differences with the control). However, the 

use of historical control data is limited by the availability of data provided by the 

applicant and not central database is available.    

 

 

53. How is the extended one-generation reproductive toxicity test being used and what is the 

level of protection of humans and the environment?  

As stated in the legally defined data requirements (Part A, Section 5 of the Annex of 

Regulation 283/2013), the OECD extended one-generation reproductive toxicity study 

may be considered to assess potential reproductive toxicity, neurotoxic and immunotoxic 

effects, as well as endocrine disrupting effects of active substances used in pesticide 

products as an alternative approach to the multi-generation study. 

EFSA has indicated a preference for the extended one-generation study test. However in 

practice the two- generation test guideline has been mostly used for the studies included 

in application dossiers. For assessments at EFSA level, a study according to the extended 

one-generation guideline has been included in the dossier of only one active substance. 

                                                 
16

 EFSA Scientific Committee, 2016. Guidance to develop specific protection goals options for environmental 
risk assessment at EFSA, in relation to biodiversity and ecosystem services. EFSA Journal 2016;14(6):4499, 50 
pp. doi:10.2903/j.efsa.2016.4499 
17

 http://www.oecd.org/chemicalsafety/testing/oecdguidelinesforthetestingofchemicals.htm 
18

 https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-4910-9702-e9e1f5051cc5 
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The guideline may have been used in other dossiers currently in the pre-submission phase 

or those at the level of assessment by the RMS. 

As indicated in the previous questions, the  level of protection is set under Article 4 of 

Regulation (EC) 1107/2009 as: “no harmful effects on human health including vulnerable 

groups, and no unacceptable effects on the environment”. 

  

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

When Regulation (EC) No 396/2005 on maximum residue levels of pesticides (MRLs) in 

or on food and feed was adopted, it was agreed that as soon as the methodology was 

developed by EFSA, cumulative and synergistic effects should be taken into account 

when setting MRLs for pesticide residues. 

Furthermore, among the requirements stipulated in Regulation (EC) No 1107/2009 

regarding the approval of active substances is “that they shall not have harmful effects on 

human health, including that of vulnerable groups or animal health, taking into account 

known cumulative and synergistic effects where the scientific methods developed by the 

Authority to assess such effects are available”. 

Currently, the assessment of active substances in establishing maximum residue limits, in 

approving substances and in evaluating the results of their use in terms of acute and 

chronic exposure, do not take into account potential cumulative effects of the combined 

exposures of those active substances, as a relevant methodology is in development.  

The European Commission, EFSA and the Member States are currently working together 

on defining a common methodology for evaluating the cumulative exposure to chemicals, 

thus, providing the means for assessing the cumulative risk.  

A starting point of this methodology concerns the grouping of active substances with 

similar modes of action (MoA), even if the particular and precise mechanisms of action 

are not known, which is the case for most chemicals. EFSA published in 2013 its 

Scientific Opinion on the identification of pesticides to be included in cumulative 

assessment groups (CAGs) on the basis of their toxicological profile. This Scientific 

Opinion suggests a methodology for grouping of pesticides based on phenomenological 

effects (MoA) and provides CAGs for the thyroid and nervous system. 

Under the Commission's 7
th

 Framework Programme funded project "ACROPOLIS, an IT 

tool has been developed by a consortium of research institutes (coordinated by RIVM, 

Netherlands) to carry out probabilistic exposure calculations. The project ended in 

November 2013. At the same time EFSA also developed its SAS® software. 

Currently, finalisation of the methodological approach is under way, while the reports on 

Cumulative Exposure Assessments on the thyroid and neurotoxicity CAGs are being 

prepared by EFSA. 

The assessment of multiple mechanisms for the same active substance is part of the 

standard assessment for each active substance and is covered by the in-vivo testing and 

the identification of all relevant possible hazards and effects for humans and non-target 

organisms. 

     

55. How is low concentration impact assessed?  

The hazard identification and hazard characterisation covers all known relevant impacts 

independently of the expected level of exposure. The dose selection for the hazard studies 

are based on screening tests independent of the expected level of exposure. 
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During the risk assessment, toxicological reference values are calculated and compared 

with the expected exposure. The toxicological reference values consider safety factors of 

at least 100, as explained in detail in Q 51. 

 

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

Mutagenicity is assessed as part of the hazard-based criteria according to the ECHA CLP 

guidance. Genotoxicity is assessed according to the EFSA Scientific Committee 2011 

guidance that was updated in December 2017
19

. Genotoxicity is assessed for the active 

substance and for the metabolites and considered as an independent endpoint different 

from carcinogenicity. Endocrine disruption is currently assessed from a regulatory 

perspective according to interim criteria described under points 3.6.5 and 3.8.2. of Annex 

II of Regulation (EC) 1107/2009  and complemented with a scientific assessment 

according to the EFSA Scientific Committee 2013 opinion and the OECD framework. 

EFSA and ECHA are in the process of finalising a new guidance for assessing endocrine 

disrupting chemicals.    

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

legislation
20

. 

 

57. How is developmental immunotoxicity and developmental neurotoxicity assessed? 

Developmental immunotoxicity and developmental neurotoxicity are currently assessed 

when there are indications from the mode of action, read across to other substances or 

effects observed in other studies conducted on a substance. Specific studies, including 

OECD guideline studies such as Test No. 424: Neurotoxicity Study in Rodents or Test 

No. 426: Developmental Neurotoxicity Study, as well as studies with ad-hoc study 

designs to address specific concerns may be triggered.  

 

EFSA considers that scientific developments in these areas should be incorporated in the 

assessment of pesticides and is working, also with international collaborations through the 

OECD, to further develop methodologies to assess developmental neurotoxicity and to 

further explore the use of Adverse Outcome Pathways to addressing unique human 

diseases including those related to developmental effects in these two areas. 

 

58. How is soil toxicity assessed? 

Soil toxicity is currently assessed according to a Commission guidance document stating 

data requirements
21

 and to a respective Commission Communication
22

. Similar to other 

environmental assessments, the first assessment is based on the comparison of the 

                                                 
19

 http://www.efsa.europa.eu/en/publications 
20

 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in 
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the 
placing of plant protection products on the market 
21

 COMMISSION REGULATION (EU) No 283/2013 setting out the data requirements for active substances, in 
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the 
placing of plant protection products on the market 
22

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

experiments with representative non-target organisms.  

 

Currently the OECD has guidelines for conducting test with plants, earthworms, and other 

soil macro-organisms such as springtails (Collembola) or predatory mites. Effects on 

microorganism are investigated in laboratory studies measuring the functional role of the 

microbial community such as the mineralisation of carbon and nitrogen.  

 

As indicated in the response to question 51, the legislation establishes thresholds for the 

toxicity exposure ratio (TER) e.g. the minimum margin of exposure between the 

concentration that produce effects in the laboratory and the acceptable concentration of 

the pesticides and its metabolites in soil. If these thresholds are exceeded, the applicant 

should present additional information, such as (semi)field studies or modelling 

approaches.  

 

The results of these tests are used by the experts to assess the possible effects of the 

intended uses on non-target plants, the populations of earthworms and other 

representatives of the soil fauna as well as on soil microbial functions. EFSA’s Scientific 

Panel on Plant Protection Products and their Residues has recently reviewed the latest 

scientific knowledge and published in 2014 and 2015 Scientific Opinions covering in-soil 

organisms
23

, terrestrial plants
24

, and non-target arthropods
25

. Pending the availability of 

resources and following dialogue with risk managers to clarify the protection goals, 

EFSA has the intention of updating this guidance in the near future.   

 

59. How is environmental impact on biodiversity assessed? 

The current assessments are based on generic worst-case conservative scenarios designed 

to avoid effects at population level on non-target organisms. The Uniform Principles 

contained within the legislation establish triggers for conducting the first step of the 

assessment (e.g. based on the comparison of worst-case scenarios and the results of 

generic laboratory studies). These threshold values define if the potential calculated risk 

is to be considered acceptable or if a more detailed assessment (based on (semi)field 

studies and more realistic scenarios and models) are needed. For these refined 

assessments the thresholds regarding impacts on biodiversity cover no unacceptable 

effects on the population of non-target organisms, complemented with acute lethal effects 

on vertebrates.  

The current thresholds were defined based on expert knowledge. In EFSA’s views this 

process could be improved by establishing reference tiers according to the level of 
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 EFSA PPR Panel (EFSA Panel on Plant Protection Products and their Residues), Ockleford C, Adriaanse P, 
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protection decided by risk managers and to calibrate down the lower tier thresholds. The 

lack of sufficient resources has not allowed EFSA to further develop this proposal to date. 

Although the scenarios clearly represents worst-case conditions, an important issue for 

addressing impacts on biodiversity is that the environmental risk assessments are 

currently done on a use per use basis and with no information on the actual use (e.g. 

market penetration or percentage of cropping area in which the pesticide is used 

annually).  

EFSA considers that current technology and the current availability of environmental data 

would allow for the development of updated Environmental Risk Assessment methods 

considering landscape characteristics. The EFSA 2020 Scientific Strategy includes this 

proposal as one of the key developments regarding the environmental assessments; 

covering pesticides as well as other areas where EFSA conducts environmental 

assessments. These developments would increase the capacity of EFSA to inform risk 

managers about the overall impact of pesticides on biodiversity. 

 

60. How does EFSA take into account the opinion about the evaluation of a specific 

substance/metabolite made by other agencies like US EPA, EMA? 

Available assessments from other EU agencies are considered and in the case of scientific 

divergences a joint statement between the agencies concerned that resolves the 

divergence or explains the reasons for the divergence is produced.  

Assessments from non-EU agencies are considered if they are available or communicated 

to EFSA, e.g. in the dossier, during the public consultation or through the established 

OECD mechanisms and bilateral contacts. If relevant, experts from other agencies are 

invited as observers to EFSA’s expert consultations to explain their work. 

 

61. Would EFSA consider a "quick" review of LMRs during specific situations, i.e. minor 

uses and for substances for which there is no waste (below the default limit)?  

MRL applications bring with them different degrees of complexity. In some cases, the 

process can be fast e.g. if only one single MRL needs to be assessed and all necessary 

data are available. 

However, normally the setting of MRLs requires an assessment of the expected level of 

residues in the crop (requiring metabolism studies and field trials) and a full assessment 

of the risk for consumers considering authorised uses on all crops. This cannot be done as 

part of a “quick” review. For example, even minor uses as defined by Member States may 

represent a significant contribution to the consumer’s diet, requiring a proper assessment 

regarding pesticides residue levels. If not all data are available from the outset, EFSA can 

stop the clock and request the missing data which then leads to a longer procedure. 

When it can be concluded that no residues in food are expected from the use defined in a 

Good Agricultural Practice, the default MRL value (i.e. the analytical limit of 

quantification) is sufficient and there is no need for an MRL application.  

 

62. How does EFSA select the experts responsible for evaluations? Are their previous 

activities taken into consideration?  

See above response to question 18.  

 



20 

 

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

See above response to question 41.  

 

64. Regarding the reliance on the industry studies during the authorisation procedure for 

pesticides: (1) What would EFSA suggest to mitigate the conflicts of interest that arise 

when companies are testing their own products?  (2) Does EFSA still believe that creating 

a system where industry would "pay into a pool", and that EFSA or other authorities 

would then be responsible of commissioning the studies, would EFSA think it could be a 

way to have more transparent and reliable results ? (3) Would EFSA agree that it would 

be more reliable to have the studies conducted and reported by scientists that are fully 

independent from industry?  

From a scientific point of view, it is irrelevant whether a study was sponsored by 

industry, other interested parties, or public or privately funded research projects if the 

study is designed, carried out and reported well.  

In the majority of cases there are international guidelines at OECD level that set out the 

requirements applicants must follow for the various safety studies they conduct, such as 

the agreed test protocols and the certification of Good Laboratory Practice that facilities 

must have to carry out tests.   

To give further reassurance about the reliability of studies sponsored by industry and to 

increase overall transparency in the system, the Commission has proposed the following 

additional measures in its recent proposal to amend the General Food Law: 

 A mandatory public register for all Good Laboratory Practice (GLP) studies, 

covering: the registration by the company of the intention to conduct a GLP study 

and the expected timing; the registration by the certified laboratory of when the 

study has started and when it has concluded; the publication of the control data 

immediately after the finalisation of the study to be included in a register of 

historical controls.  

 Increasing the auditing efforts of Member States of GLP certified laboratories and 

the creation of a verification system for the Member State audits led by EFSA and 

other EU regulatory agencies.  

EFSA considers that the study design should be agreed by independent experts. This is 

the case by default when OECD protocols are available, and if they are not, EFSA or the 

relevant regulatory agency should design the study or give its agreement to the study 

design proposed by applicants. 

The execution of the study should then be done by test facilities certified to work in 

accordance with GLP with proper auditing and verification controls (see above). The raw 

data should be available to the regulatory bodies (as they currently are in the application 

dossiers assessed by EFSA) allowing the experts involved in the assessment to check, 

study by study, the quality and reliability of the results 

Regarding the assessment of the study results, as detailed in previous responses, the 

current system includes a proposal by the applicant, a detailed assessment by the 

rapporteur Member States and a verification of this assessment by EFSA through a peer-

review conducted in collaboration with experts in the other Member States and a public 

consultation. EFSA considers that this process ensures an effective and reliable scientific 

assessment.  
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EFSA is aware that some NGOs advocate a different solution, including the setting-up of 

a fund financed by industry from which all studies to be included in application dossiers 

would be paid for. It would be legally difficult to conceive the creation of this fund and 

calculate the mandatory contribution of the industry as in many cases more than one 

company is interested in submitting an application dossier. Moreover, it would be for 

EFSA to determine which study is to be carried out by which laboratory and at which 

cost, a task that could be disproportionate to the objective to be achieved and which may 

also raise questions about EFSA's independence in the long-term.  

In addition, setting such a system only at EU level would be in conflict with the legally 

binding OECD mutual recognition system (as many studies conducted in 3
rd

 countries 

would continue to be contracted directly by industry), which is essential for limiting the 

use of animals for testing purposed and to avoid duplications.  

In its proposal for an amendment of the GFL, the Commission has proposed that EFSA 

will have the possibility to conduct or to commission a limited number of autonomous 

studies on controversial issues. Pending the final decision from the legislators, EFSA 

considers that having resources for designing, conducting and commissioning studies on 

ad-hoc basis on pesticides active substances and other relevant substances would increase 

the EFSA capacity for providing scientifically sound assessments and for supporting risk 

managers in their decision making. 

65. Regarding the assessment of the active substance apart from the "formulation": (1) 

Does EFSA think that national authorities have sufficient means to test the genotoxicity 

of so-called "formulations", and the potential for “long-term toxicity and carcinogenicity, 

reproductive/developmental toxicity and endocrine disrupting potential ? (2) Has EFSA 

given national authorities any guidance on how that should be done? 

EFSA does not have information about whether or not Member States have sufficient 

means to carry out assessments on formulations.  

Under the current regulation EFSA only carries out the peer-review of the assessment of 

the active substance and does not have a role regarding the assessment of pesticide 

products/formulation.  

Guidance for Member States is available through a recent update for genotoxicity by the 

EFSA Scientific Committee, and EFSA has offered to provide Member States with 

support for the assessment of formulations, if requested by the Member States and 

depending on the availability of resources. So far, no request on this specific issue has 

been made by any Member State.   

 

66. Regarding other chemicals used in "formulation", recognized in the scientific literature to 

be even more toxic that the so-called "active substance": (1) Has EFSA assessed any such 

chemicals beyond POE tallowamine? (2) And when will the Commission present the list 

of “unacceptable co-formulants” (art. 27 of the Reg 1107/2009)?  

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

(2) The Commission is working on the adoption of the first list of unacceptable co-

formulants, together with criteria and a procedure to identify further ones. The 

adoption of the Regulations is planned for the 4
th

 quarter of 2018 (see also response to 

question 33). 

 


