
PEST COMMITTEE MEETING OF 30 AUGUST 2018

PUBLIC HEARING

EU AUTHORISATION PROCEDURE FOR PESTICIDES - COMPARATIVE
ANALYSIS OF AUTHORISATION PROCEDURES IN OECD COUNTRIES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 30 August, an exchange of views will
take place to give Members an insight into the authorisation procedure for pesticides in
Australia, Canada and California. To prepare for this exchange of views, political groups
have submitted the following questions. These questions, which address many of the topics
at stake, should be answered in writing beforehand.

Questions to all experts:

1. Could you provide a general overview on the approval/authorisation procedure for plant
protection active substances and products in your country? Particularly, are the approval
of active substances and the authorisation of products separated or bundled in one step?
Is there a separation of risk assessment and risk management in place? If no, can you
please explain why?

2. In your opinion, is it scientifically justifiable to assess separately active substances and
formulated products? This separation exists in EU rules. Does it also exist in your
country?

3. How long does the evaluation/re-evaluation process take? Which criteria are used? Who
ask for a re-evaluation? Who meets the costs of evaluation and re-evaluation?  What is
the average cost of evaluation and re-evaluation?

4. How do you set the duration of the authorisation and the re-authorisation? How are the
criteria used adapted to changing environment and health standards?

5. How is risk communication with regard to plant protection products organised in your
country? Are there any elements of your risk communication that you would consider
best practices?

6. Under your approval/authorisation system, who bears the burden of proof with regard to
the safety of active substances/products? For instance, who commissions and finances
studies?

7. What provisions do you have in place to guarantee transparency of the
approval/authorisation system? What provisions to guarantee the scientific
independence of your agencies/competent authorities?

8. Do you have provisions in place to facilitate the approval of low-risk active substances?
If so, how are they designed and what are your experiences?

9. Do you have provisions in place to facilitate the application procedure for small and
medium-sized enterprises? If so, how are they designed and what are your experiences?



10. Do you have provisions in place for emergency authorisations of plant protection
products, similar to Article 53 of EU Regulation 1107/2009? If so, how are they
designed and what are your experiences?

11. How do you approach authorisations when it comes to cocktails of active substances?

12. Are there any legal deadlines regarding the approval/authorisation of active
substances/products in your country? If so, how would you assess your country's
compliance?

13. How are data gaps that are identified during the approval/authorisation procedure
addressed? For instance, do you apply a confirmatory data procedure similar to Article
6f of EU Regulation 1107/2009? If so, what are your experiences?

14. If there is more than one agency/competent authority involved in the approval/
authorisation of active substances/products, how do you handle divergent assessments?
For instance, do you have an arbitration mechanism in place? If so, how is it designed
and what are your experiences?

15. How would you assess the functioning and soundness of EU Regulation 1107/2009
overall? What could you learn from the EU system? What would you consider its
strengths and weaknesses?

16. How would you assess the independence of the science based risk assessment and the
risk management in the EU system?

17. What could the EU learn from your system? Which of your procedures would you
consider more effective than EU procedures?

18. Does an EU-authorisation or refusal of authorisation influence your decision making?

19. How do you handle the precautionary principle?

20. To what extent and in what way are research and innovation in new alternative plant
protection products promoted in your country?

21. How does your Agency or Department collaborate with other OECD Member countries
on the regulation of pesticides? Furthermore, when re-evaluating an active ingredient,
how do you take into consideration recent developments and new information on the
status of a pesticide in other jurisdictions?

22. In your opinion, what is the level of cooperation between OECD countries and how
should/could this level be improved in the future?

23. How do you assess/ensure compliance with the OECD principles of Good Laboratory
Practice (GLP) when ensuring that studies are of sufficient scientific quality for
consideration within your respective approval processes? Can you also explain how you
work together with the OECD to ensure that your national testing protocols are properly
aligned with its test guidelines?

24. The PEST Committee has been seeking views on ways to improve the transparency of
authorisation processes and product approvals. How do you address concerns around a
lack of transparency or possible restrictions on disclosure as a result of commercial
confidentiality in your regulatory framework? How does your Agency or Department



contribute to the public discourse surrounding pesticide approvals? Do you have a
policy regarding the communication of risk and informing public debates in order that
citizens benefit from informed discussions?

25. How does your regulatory regime balance needs and objectives to uphold environmental
standards, support agricultural production and provide public health protections? How
does your Agency or Department ensure that policies related to pesticides support other
policies, such as those directed towards supporting agriculture? Do you have a particular
approach for minor or niche crops?

26. Could you explain your method for re-evaluating products already placed on the market
in light of new scientific data? In addition, can you describe the process for market
withdrawal should a product be found to contain a harmful co-formulant?

27. How do you regulate, monitor and enforce the conditions of use of pesticides?

28. The issue of industry funding for research used in the approval process has already been
raised by the European Commission and EFSA in this special committee (on 12 April
2018). It was put to EFSA that the existing model should be revised and instead all
studies should be financed through public money, e.g. by EFSA themselves, perhaps
through a fee or a tax. The representatives from EFSA expressed the view that this
would support increased industry profits, as the burden of scientific proof would shift
from the economic operator who benefits from the approval to the regulatory authority.
Do you concur with this view?

29. What serves as a basis for evaluation: the toxicity of the active substance alone or that of
its detectable form/concentration in the end product? Furthermore, is the toxicity of each
co-formulant evaluated? Is the pesticide assessed on the basis of scientific studies?

30. Is the potential of endocrine disruption effect tested and evaluated?

31. Are all animals used in toxicity tests adult?

32. Do you apply the principle of mutual recognition with the countries that have a trade
agreement with your country?

33. Which active substances are authorised in the EU but not in your country, and why? Are
you aware of active substances that are authorised in your country but not in the EU? If
so, what are the five most frequently used such substances?

34. How do you determine the maximum residue limit (MRL): is it set by you, or do you
make use of Codex Alimentarius?

35. What happens when imported products contain active substances that are not authorised
in your country, or exceed the MRL set in your country?

36. What about the selection procedure for experts doing the evaluations? How is their
independence guaranteed? Do you use people who also provide expertise to EU bodies?

37. What test guidelines do you use to evaluate impacts of pesticides on health and the
environment? Do they cover the need to test for neurotoxicity and immunotoxicity?
What about long-term effects and during vulnerable periods of development/life-time?
How do you deal with any data gaps?



38. According to the General Secretary of Copa Cogeca, speaking in the PEST committee
hearing on 28 June 2018, ‘pesticides are applied in the EU in a safer manner than
anywhere in the world’ – what is your response to this?

39. Why are you continuing to authorise Glyphosate while it is a controversial issue and a
potentially dangerous substance?

40. How do you explain the fact that Australia, Canada and the US reached the same
conclusion that EFSA and ECHA on non-carcinogenicity of glyphosate? Can we draw
conclusions from that on their respective authorisation procedures?

41. EFSA and ECHA classify some information as confidential on the ground of business
confidentiality. What is your policy on the subject?

42. How do you foster innovation in clean technologies intended to replace pesticides while
retaining current yields?

43. Given the economic interests at stake with regard to pesticides, how do you handle
lobbyism? In your country, how is the independence of scientists ensured? And that of
policy makers?

Questions to Ms Marylou Verder-Carlos, California Department of Pesticide
Regulation

44. There has been recent litigation in the State of California regarding the publication of
warnings following a designation of glyphosate as a product which is known to cause
cancer. Can you explain what the next steps are regarding the designation, if any? Can
you also explain whether there is a difference of opinion between your Department and
other agencies as to whether or not glyphosate is carcinogenic?

45. Could you please give full details on the current court case ongoing in California on the
active substance glyphosate?

46. What are your views on the pesticide authorisation procedure in the EU, in particular on
the hazard based cut off criteria which is applied prior to a risk based approach, and your
evaluation of the necessity of these cut off criteria to help ensure the highest possible
protection of humans and the environment? [For information, the EU process requires
that active substances which are not classified as, for example, carcinogenic, mutagenic
or toxic to reproduction (CMR) (‘hazard based criteria’) must be assessed for the risk
they pose in different exposure scenarios (‘risk-based approach’). Any substance that is
classified as CMR, in the first step should not be authorised for most uses unless, for
example with carcinogens, substances toxic for reproduction, it is used in closed
systems, avoiding direct contact with humans etc. In addition, banned active substances
may be authorised under the emergency use derogation.]

47. As you may know, the European Commission is obliged to take into account the
precautionary principle (which is enshrined into EU treaties and EU Regulation
1107/2009) when proposing to authorise, or not, active substances. Is it the same in
California? What do you think of the use of the precautionary principle in this context?



48. In spite of some shortcomings, the EU authorisation process is one of the strongest in
the world when it comes to protecting health and the environment. For this reason, some
of the EU’s trade partners around the world would like to weaken or lower EU
requirements. What are your views on the maintenance of these demanding standards
despite external pressures that are often expressed during trade negotiations

49. In 2017, the new director of the EPA, appointed by President Trump, rejected the
prohibition of chlorpyriphos planned by the Obama administration. It is known that
President Trump’ political line differs from that of President Obama, rightly or wrongly.
Can scientific conclusions be interfered with political ideologies? How does the EPA
guarantee its scientific independence in a context of official and unofficial links with
politics and industry?

Question to Ms Lynn Fortin, Mission of Canada to the EU, and Ms Nicola Hinder,
Australian Mission to the European Union and NATO

50. In the EU, the re-approval of glyphosate was not preceded by a tolerability study on the
effects of the herbicide on humans. How were the effects on human beings assessed in
the approval process you have carried out, and how could the substance be certified as
harmless?


