
PEST COMMITTEE MEETING OF 26 APRIL 2018

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

PREPARATORY QUESTIONS

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

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

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

2. What is the role of the national agencies?

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 How many authorisations of plant protection products have been withdrawn in your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

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?

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

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

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

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

6. Are there other stakeholders involved in the process?

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

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

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



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

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

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

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

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

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?

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?

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?

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?

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

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

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?

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

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

21. How is low concentration impact assessed?

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

23. How is developmental immunotoxicity and developmental neurotoxicity assessed?



24. How is soil toxicity assessed?

25. How is environmental impact on biodiversity assessed?

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?

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?

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

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

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

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

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

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



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

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

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

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

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

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?

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?

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?

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?

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?

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

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

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



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

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

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

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

51. Please explain why emergency approvals are given.

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

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

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

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?

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?

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?

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

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

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

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

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?

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)?



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

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

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

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?

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?

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

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

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

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


