
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?

For active substances: the RMS carries out the scientific assessment which is submitted
to EFSA and then to public consultation and MS peer review.
For plant protection products: the RMS carries out the scientific assessment which will
be the base for authorisation by all MS of the same zone as the RMS.

2. What is the role of the national agencies?

The role of national agencies may vary from one member state to another.
In France the national agency (ANSES) is in charge of the scientific evaluation of the
MA Applications and of granting, modification or withdrawal of MA. The agency also
takes part in SA evaluation as RMS.

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 How many authorisations of plant protection products have been withdrawn in your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

Year Number of SA with at
least one authorized
PPP in France

Number of authorised
PPP

2008 425 3036
2012 420 2584
2017 352* 1930
* Including more than 70 “biocontrol” substances (microorganisms or plant products)

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?

Any stakeholder may contact the agency.
Applicant may ask for technical meetings, which are agreed if the agency finds it
helpful, particularly “pre-submission meetings” to ensure that all the data which are
needed are included in the application. They may also ask for “overview” meetings on



their current and future applications, this can be accepted by the Agency but not more
than once a year.
Other stakeholders (farmers unions, NGOs, etc.) have also access to the agency upon
request, and have the opportunity to put forward their position on specific substances,
methods or any aspect of the agency’s activity.

ANSES pays a specific attention to the dialogue with all the stakeholders :

- In 2015, when the responsibility of PPPs MA was transferred to ANSES, the agency
published a “charter of the relations with the carriers of interests”. This charter
organizes the equity and traceability of the relations between the agency and all the
stakeholders. Any meeting is traced in a register, and the register is subject to an
analysis, with the support of the agency’s “committee of deontology and prevention
of the conflicts of interest”

- The Management board of the agency, and it’s “thematic orientation committees”
include all stakeholders representatives (industry, farmers, NGOs, unions, …)

- The agency also put in place in 2017 a “platform of dialogue” on PPP, open to all
stakeholders.

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?

All the studies are carefully checked regarding compliance with the data requirements
and the current guidelines.

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

For PPP, other MS from the zone can be consulted before the commenting period when
important issues are identified.

 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?

Guidance documents allow a high level of harmonisation among MS. When specific
conditions of uses or vulnerable situations have to be taken into account, refinement of
the risk assessment is necessary, in these cases national scenarios can be used.

6. Are there other stakeholders involved in the process?
See point 4.

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



Applications are submitted by companies of various sizes, including SMEs.
However, the question is difficult to address as there is no agreement on the
definition of SMEs. It is not unusual for applications to be submitted by SMEs.

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

Yes, there are ministers orders on risk management/mitigation measures, on bee
protection, on categories of PPPs which can be used by non-professionals and laws
forbidding the use of PPPs by non-professionals (except biocontrol PPPs) from
2019, and a law forbidding the use of neonicotinoid PPPs from September 2018.

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

No

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)?

Information on representative product and uses is indicated in the following EU
guidance document “Guidance Document on the renewal of approval of active
substances to be assessed in compliance with Regulation (EU) No 844/2012 (the
Renewal Regulation)” available on line at :
https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_aas_guidance_renewal_8
44-2012_rev_4_final.pdf

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”?

A guidance document has been prepared by EFSA and details the procedure :
“GUIDANCE OF EFSA. Submission of scientific peer-reviewed open literature for the
approval of pesticide active substances under Regulation (EC) No 1107/2009”available
at https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2011.2092

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?

According to article 11 of Regulation (EC) N°1107/2009, within 12 months of the date
of the notification, the rapporteur Member State shall prepare and submit to the
Commission, with a copy to the Authority, a report, referred to as the ‘draft assessment



report’, following a careful check and evaluation of all the studies. This may take longer
according to the complexity of the application and the amount of data and publications
to take into account.
,

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?

According to article 7 of Regulation (EC) N°1107/2009, an application for the
approval of an active substance or for an amendment to the conditions of an approval
shall be submitted by the producer of the active substance to a Member State, (the
rapporteur Member State), together with a summary and a complete dossier as
provided for in article 8.

The presentation and interpretation of the studies is only a proposal from the applicant
submitted to the agency scientific assessment. It is then carefully checked and amended,
rewritten or withdrawn according to the assessor scientific conclusion. It may occur
that the assessor conclusion is identical to the applicants. In this case, the applicant
proposal is not modified.

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?

The responsibility of EFSA in the peer-review of active substance is detailed in article
12 of the Regulation (EC) N°1107/2009.

15. What is done if studies showing harmful impacts to health or the environment are
published after the authorisation of an active substance or a plant protection
product?

Which measures are in place to allow a re-evaluation and potentially to re-consider
existing studies that may now be more relevant? In this case, is the previous procedure
re-examined to make sure that earlier indications were not missed?

The dossier is reopened by the agency, in connection with EU and other MS, in order to
review the impact of the new data and take any deemed measure to prevent and control
this impact (articles 21 or 44 of the Regulation (EC) N°1107/2009).

The agency also monitor the scientific literature in order to detect any emerging data
which could lead to reconsider the scientific assessment of AS or PPPs.

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?

EFSA issued guidance documents on : the assessement of biological relevance
“Guidance on the assessment of the biological relevance of data in scientific
assessments” and on the weight of evidence “Guidance on the use of the weight of
evidence approach in scientific assessments” available at
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4970 ;
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4971



Based on the biological relevance, No Observed Adverse Effect can be set and is used
in the risk assessment.
Regarding the hazard assessment the evaluation relies on the CLP Regulation, a
guidance document has been prepared by ECHA “Guidance on the Application of the
CLP - CriteriaGuidance to Regulation (EC) No 1272/2008 on classification, labelling
and packaging (CLP) of substances and mixtures”available at
https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-4910-
9702-e9e1f5051cc5

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

The MOE is not an approach used to assess the safety of regulated substances
deliberately added to the food chain (for instance food and feed additives or food
contact materials).

However, EFSA’s Scientific Committee advised in a statement published in March
2012 that it could be useful in assessing the safety of any genotoxic and carcinogenic
impurities present in such substances at very low levels. Use of the MOE can in this
way help support risk managers in defining possible actions required to keep exposure
to such substances as low as possible.

18. How is the evaluation criterion of historical control data currently in use and what is
the level of protection of humans and the environment?

Historical control data are the compiled data from untreated control animals in
previous studies. Such data can, in certain circumstances, assist in validating study
results. Cancer studies are particularly concerned with the occurrence of
spontaneous tumors, where results obtained in treated animals are compared with
the concurrent control group. Historical control data should be used when there are
uncertainties regarding the results of the tests, and only with the application of
strict rules: comparisons can be made only with animals from the same strain, from
an experiment conducted in the same laboratory, and within a limited period of the
experiment under question. See also 16.

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

It is stated in the Regulation (EU) No 283/2013 setting out the data requirements for
active substances, in accordance with Regulation (EC) No 1107/2009 that a
reproduction toxicity study in rats over at least two generations shall be reported.
However, the OECD extended one-generation reproductive toxicity study may be
considered as an alternative approach to the multi-generation study. Currently,
studies in rats over at least two generations  are  generally submitted.

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



EFSA is currently developing a robust methodology on the cumulative risk
assessment, pilot assessments looking at the cumulative effects of exposure to
pesticides in food on the human nervous and thyroid systems are expected to be
finalised by the end of the year.  https://www.efsa.europa.eu/en/press/news/180419

The methodology is based on Cumulative Assessment Groups (CAGs) to adress the
cumulative effects of substances and on probabilistic cumulative dietary exposure
assessments model. CAGs are defined for organs, tissues and systems, such as the
liver, kidneys, eyes, and the reproductive and developmental systems However, on
certain family of chemical active substances assessments have already been
performed (e.g. risk assessment for triazole derivative metabolites).

21. How is low concentration impact assessed?

The risk assessment relies on hazard and exposure assessments. The risk is assessed
based on the probability of exposure, which is variable considering the different
uses, low levels of exposure are taken into account.

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

Data requirements are figured out in the Regulations (EU) No 283/2013 setting out
the data requirements for active substances, concerning the placing of plant
protection products on the market. Test methods and guidance documents relevant
to the implementation of this Regulation are listed in the Commission
Communication.

Furthermore, scientific guidance documents have been prepared by EFSA to address
mutagenicity and genotoxicity, regarding endocrine disrupting chemicals, ECHA
and EFSA are finalizing a guidance document which will allow a better
harmonization of the assessment.

23. How is developmental immunotoxicity and developmental neurotoxicity assessed?

The Regulation (EU) No 283/2013 set out the data requirements for active
substances, In short and long term repeated studies as well as in developmental and
generational toxicity studies potential neurotoxic, immunotoxic effects shall be
carefully addressed and reported. When indicated by observations in other studies
or the mode of action of the test substance, supplementary studies or information
may be required to provide information on the postnatal manifestation of effects
such as developmental neurotoxicity.

24. How is soil toxicity assessed?

The data requirements to address the fate and behaviour in soil (e.g. degradation,
potential accumulation, metabolites formed, estimated concentrations) are indicated
in the Regulations (EU) No 283/2013 and No 284/2013 for the active substances and
preparations, respectively. Studies to be performed are listed in the in the
Commission Communications for active substances and preparations, EFSA has
also prepared dedicated scientific guidance documents.



25. How is environmental impact on biodiversity assessed?

The data requirements to address the effects on different species (e.g. birds and
other terrestrial vertebrates, aquatic organisms, arthropods, non-target soil meso-
and macrofauna, soil nitrogen transformation, terrestrial non-target higher plants)
are indicated in the Regulations (EU) No 283/2013 and No 284/2013 for the active
substances and preparations, respectively. Studies to be performed are listed in the
in the Commission Communications for active substances and preparations, EFSA
has also prepared dedicated scientific guidance documents.

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?

Companies have discretion over the choice of rapporteur Member State for new
active substances, currently it should be noted that a Rapporteur and co-rapporteur
procedure is often requested by companies. The choice may be driven by the
capacity of the MS (high level of expertise) and the ability of the MS to meet the
delay requirements. The MS may agree or refuse according to their workload .
Concerning the evaluation in the framework of the renewal of approval of existing
substance, Rapporteur Member states are designated by the Commission.

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?

If the active substance has been reapproved, i.e. if there is no critical concern on
human or environmental safety with this substance, the duration of reassessment is
12 months, according to the 1107/2009 regulation, which may be extended for
multiple reasons, including the increasing complexity of the reassessment and the
increasing number of non-finalised points for which the reapprobation regulations
put the responsibility of completion on the MS.

In those cases where the active substance is not reapproved due to critical concerns
on safety, the PPPs are withdrawn from the market without any further evaluation.
In those cases where concerns are raised either on an AS or on a co-formulants, MA
may be withdrawn without waiting for the result of the reapproval. As an example,
ANSES withdrew 126 MA of PPPs containing glyphosate and POE Tallowamine as
early as June 2016, before the end of the examination of the reapproval of the AS.

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.



Since 2015, ANSES has conducted comparative assessment for any candidate for
substitution (95 applications). However, the conclusion is that the process, as
provided for by the current regulation and guidance documents, failed to allow the
withdrawal of any of these PPP. The main reason was the lack of alternatives, or of
a sufficient number of alternatives to prevent the development of resistances, or the
presence of minor uses.

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?

The main objective of ANSES is to deliver a decision based on independent and
transparent scientific assessment. Were the agency to have the least doubt on the
safety of a product currently on the market, a specific process is put in place, as was
the case for chlorpyrifos (withdrawal or all except one of the uses in 2017) or POE
TA, without waiting for the end of the reassessment.

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?

See ministry of agriculture

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?

The agency asks for complementary data on theses concerns and does not deliver
approval nor reapproval (withdrawal of the product) if the data are not provided or
if the concern is confirmed.

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?

The Anses, based on advice from the scientific committee of the agency for plant
protection products, will apply the more updated scientific knowledge to address this
issue.



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?

See 32

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?

This is not an exception. The reasons may be that the PPP raises concerns on safety
or efficacy. France has also the specificity of a wide range of pedoclimatic
conditions, which leads to apply several different surface and ground water scenarii,
and consequently to lower the number of PPPs in conformity with all these scenarii.

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?

The agency faces legal challenges mainly from applicants following decisions of
refusal, restriction or banning of certain PPPs. The agency won most of these cases,
based on scientific evidence regarding human health or environment. In one case,
the authorization of PPPs has been challenged (for products containing the AS
sulfoxaflor), and the MA was temporarily suspended by a judge.

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

All information and documents are available on the Anses website,
https://www.anses.fr/fr/thematique/produits-phytopharmaceutiques-biocides-et-
fertilisants

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

The zonal system was proposed to allow the best mutualisation of expertise while
taking into account mainly the differences of crops, climate, agronomic conditions in
the each zone.

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?

In the southern zone, mainly four Member states with a recognized level of expertise
(France, Spain, Greece and Italy) are rapporteur Member states.



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?

Detailed information is available in audit reports resulting from audits from the
services of DG Health and Food Safety carried out in different Member states,
available at http://ec.europa.eu/food/audits-analysis/audit_reports/index.cfm

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?

We do not have the expertise to answer this question

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?

Of course, keeping in mind their usually lower efficacy and the need to use several
complementary alternatives as part of an integrated pest management program.

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?

Please refer to the guidance document on parallel trade permits “Guidance
document concerning the parallel trade of plant protection products” available at
https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_aas_guidance_wrkdo
c18_en.pdf
All the information needed can be exchanged between the MS competent authorities
in the context of the procedure foreseen in article 52.

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?

ANSES has in several occasions refused to grant mutual recognition, mainly based
on environmental issues.

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

We don’t know

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

An additional delay is needed to address this question.



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

All the evaluations performed by the rapporteur Member states are checked, the
timelines set in the Regulation do not allow to redo the whole evaluation, and this is
not necessary if the RMS report is carefully checked.
For products authorised before the Regulation, the check is often complex given the
lack of details reported in the evaluation report.

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

Mutual recognition is not fully working, however a quite high number of
authorisations are granted based on this procedure.
One of the difficulties is reported in 46. Another reason is the difficulty to obtain the
RMS assessment report, which may result in rejection of the application.
The other main reason of refusal or restriction of uses is driven by the
environmental risk assessment conducted in France to take into account the diversity
of its agro-pedo-climatic conditions (see 34).

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

Assessment of plant protection products must apply the endpoints adopted during the
EU evaluation of the active substance (e.g. ADI, AOEL, MRL, classification, etc.). The
active substance approval regulation and the review report also list the data gaps
identified in EFSA conclusion. These data gaps should be addressed in the evaluation
of the final product.

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

The Commission Regulation  (EU) No 284/2013 set out the data requirements for plant
protection products, 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. The Commission communication in the framework of the
implementation of Commission Regulation (EU) No 284/2013 set out the data
requirements for plant protection products, 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.

The Commission Communication fulfils Point 6 of the Introduction of the Annex to
Regulation (EU) No 284/2013 that provides that, for purposes of information and of
harmonisation, the list of test methods and guidance documents relevant to the
implementation of this Regulation shall be published in the Official Journal of the
European Union.

The EFSA guidance documents provide a methodology to conduct the risk assessment
on AS and the mixtures.

Moreover, MS and EFSA work in the frame of several ongoing project to further
improve cumulative risk assessment.



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

See 49

51. Please explain why emergency approvals are given.
In France, the ministry of agriculture is in charge of emergency approvals.

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

It could be difficult to conduct an in-depth assessment in shorter delays, mainly for
safety aspects and according to the current requirements.

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

Since 2011, ANSES has conducted a scientific assessment for about 1000
applications per year. More or less than 20% of these are applications for marketing
authorizations, extensions of uses, reapproval or experimental use permit.

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

Based on the risk assessment, in most of the cases, mitigation measures set are
different from the ones proposed by the notifier, in other cases only part of the uses
can be authorized,  or a full refusal/withdrawal can apply.
We need more time to address this question in detail.

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?

An additional delay is needed to address this question.

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?

Given the high workload and the number of dossiers to be evaluated/re-evaluated
(according to article 43), all Member states with a sufficient level of expertise should
play the role of rapporteur Member state.

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?

Given the procedure is based on a zonal evaluation, all Member states at zonal or
interzonal levels can comment the evaluation provided by the rapporteur, which afford
a high level of scrutiny



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

We consider that the approval of the active substance does not result in an
obligation to authorize the PPP. The approval of the active substance is one of
several conditions, including physico-chemical, toxicology and ecotoxicology data
for the final preparation, including coformulants, uses and agricultural practices
proposed, etc.

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?

Yes, it depends on the outcome of the risk assessment, specific to each product and
each use, what is more, national specificities may play a role (e.g. ground water
vulnerability is specific to climate, soil and crop management, and consequently
specific in each Member state).

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

It is mandatory for the applicant to provide studies on formulation (eg toxicity,
ecotoxicity, residues etc..) see 49 .

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

Whenever the studies do not give a complete overview of the data needed, the
authorization is not granted.

62. Do the summaries of the regulatory studies submitted by the applicant provide an
accurate account of the study findings? Is there any evidence that findings are not
reported, or that studies are conducted but not submitted?

In any case, this is checked out.
The tasks of the rapporteur member state is in particular to carefully check
thestudies findings provided by the applicants and their interpretation of these
findings. .

63. Do you take other studies and factors (not directly provided by the applicant) into
consideration)? What are the criteria to accept or dismiss other studies (e.g.
epidemiological studies)?

Yes: published studies, monitoring, control and vigilance data, and any available
data. Published studies are taken into account after checking their scientific quality
and robustness.

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?



See 13 We check every information provided by the applicant, and our scientific
interpretation is compared to the one proposed by the applicant. Reproduction of
information provided by the applicant may occur only if they are identical.

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?

Recent studies must be included in the dossiers according to the Regulation (EC)
N°1107/2009, if they are not submitted, applicants are contacted to update the
dossier. If additional data and information are needed, the agency forwards a
formal request to the applicant. The agency often faces to divergences in the
interpretation of the results, which leads to include mitigation measures for the
uses, or to restrict the uses or to refuse them.

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?

There may be some attempts to influence for or against a MA from any stakeholders.
ANSES is used to dealing with these pressures and specifically ensures that they do
not reach or impact the staff members in charge of scientific assessments.

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?

Not in our experience.

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?

The quality of the scientific peer-reviewed open literature is always analysed,
regarding the scientific quality of the publication and the robustness of methods and
findings.  When there is a doubt about the relevance of a publication, it is submitted
to our expert committee.

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?

See 64



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

The number of approval with a supporting scientific evaluation is likely correlated
with the capacities of the Member states.

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?

France is the first agricultural producer in Europe, with the largest agricultural
surface. France also has a wider agricultural diversity with Mediterranean, central
and northern cultures, and also a wide range of tropical cultures with specific needs.

From the EU pesticides data base, Italy has more active substances authorised than
France, which is followed by Spain. The diversity of crops in southern Europe leads
to register a higher number of products.

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?


