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1. Declarations of interest 

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual 
Declaration of Interest (ADoI) completed by the participants invited for the meeting. No 
conflicts of interests related to the issues discussed in this meeting were identified during the 
screening process or at the beginning of the meeting. 

2. Adoption of agenda 

The agenda was adopted with the following additional points under any other business: 

- Communication received from IBMA concerning low risk plant protection products 
under Article 47 of Regulation (EC) 1107/2009 

- Structure of the EFSA Conclusion 

- Re-organisation of EFSA 

3. Approval of the minutes of the previous meeting 

The minutes were approved without any changes.  

Update on action points: 

Point 4:  EFSA reminded MSs that the call for Seconded National Experts (SNEs) has been 
prolonged for another year, and MSs are encouraged to make nominations, in particular to 
support the coordination and MRL teams. 

Point 5:  EFSA informed that it is considering whether there is a need for the PSC meeting 
planned for June.  MSs are invited to give feedback on any possible agenda items by 1 April 
2011.  EFSA will inform the MSs in April whether the planned meeting in June is confirmed or 
cancelled.  In addition, it was noted that the meeting planned for September overlaps with 
another event involving several PSC members.  MSs are again invited to give feedback on 
preferred dates for a meeting in the final quarter. 

Point 9a:  EFSA will provide COM with a final update of the draft guidance document, 
following which COM will assume responsibility for the document. 

Point 9d:  EFSA and COM have discussed the issue bilaterally and will formalise a procedure 
for systematic consultation of EURLs. 

Action points: 

- MSs to provide feedback regarding the planned meetings in June and September by 
1 April 2011. 

- EFSA to confirm the PSC meetings planned for 2011. 

4. Work programme for new active substances 

Presentation from EFSA.  Regulation (EU) No. 188/2011 was published on 26 February 2011 
and entered into force on 18 March 2011.  As a first step it was noted that within 1 month of 
the entry into force of the Regulation the relevant RMSs should ask the applicants to inform 
the RMS and EFSA (such information to be provided within 1 month) whether additional 
information is available since the dossier was submitted for preparation of the Draft 
Assessment Report (DAR) (applicable for those substances where the DAR was submitted 
before 31/12/2009).  It was agreed that this exercise should be conducted by RMSs via a 
formal communication and in a harmonised way, advising applicants of their obligation to 
provide the information to both the RMS and EFSA, and clearly highlighting that the need to 
revise the dossier in the light of new guidance documents should also be carefully 
considered during this consultation.   



 
 

 
 

 

In accordance with the Regulation, EFSA should then decide (within 2 months) whether to 
ask the RMS to formally request the submission of the studies.  It was agreed that in practice 
EFSA will usually request all new data to be submitted and evaluated, unless the relevant 
RMS provides (within 2 weeks of receipt of the information from the applicant) a clear 
rationale to do otherwise.   

Upon submission of the new data the RMS has a period of 6 months to undertake the 
evaluation and submit it to EFSA in the format of either addenda or an updated DAR.  In 
accordance with Article 11(7) of the Regulation, COM should formally set the date for 
launching the commenting on the addenda/revised DAR, however it was agreed that in 
practice this will be discussed and agreed bilaterally with EFSA at the regular bi-weekly 
EFSA/COM teleconference. 

Action points:  

- RMSs to ask the applicants (by 18 April 2011) in a formal letter to inform the RMS 
and EFSA (within 1 month) whether additional information is available since the 
dossier was submitted for preparation of the DAR, also highlighting the necessity to 
update the dossier in light of new guidance documents. 

- RMSs to inform EFSA (within 2 weeks of the receipt of the information submitted by 
the applicant) if they consider that certain new data do not need to be requested and 
evaluated.  Communications to be sent to praper@efsa.europa.eu (with effect from 1 
May 2011 the functional email address will change to 
pesticides.peerreview@efsa.europa.eu). 

- EFSA (within 2 months of receipt of the information submitted by the applicant) to 
decide whether to ask the RMS to formally request the data to be submitted. 

5. Qualified Presumption of Safety (QPS) for micro-organisms 

Presentation from EFSA.  It was noted that the QPS list is reviewed and updated on an 
annual basis by the BIOHAZ Panel and is available via the EFSA Journal.  It was briefly 
discussed how the QPS list might be considered in the peer review process.  It is evident that 
there are limitations since certain aspects are not addressed in the QPS procedure (i.e. the 
hazards linked to the formulation, and the risk assessment for the user and for the 
environment), however it was considered that it could be used as a waiver for certain data 
requirements.  It was noted that the issue of contaminants was not considered in the QPS 
procedure. 

6. Work programme for green track active substances of stage 4 (GTAS) 

Presentation from EFSA.  It was agreed that although there is an overall deadline of 31 
December 2012, the procedure should be as disciplined as possible and therefore it is 
necessary to complete all steps within the specified timelines according to the agreed 
procedure.  The EFSA/RMS/COM teleconference for the second batch of GTAS is scheduled 
for 5 April 2011.  The teleconference to discuss the third batch is proposed for 20 June 2011.  

With regard to the micro-organisms, it is intended to have a short expert meeting in mid-May 
2011 (to be chaired by EFSA) to finalise the discussions for the substances that have been 
pending since the previous micro-organism expert meeting in June 2009.  The call for 
nomination of experts to attend the meeting will be circulated in the next 2 weeks. 

EFSA will deliver the conclusions on the micro-organisms in batches according to similarities 
between the substances in order to ensure coherence and consistency of approach in 
common areas.  Similarly, wherever possible, it is intended to conduct the peer review of the 
GTAS micro-organisms in parallel with the related NAS micro-organisms. 



 
 

 
 

 

Action points: 

- RMSs for the third batch of GTAS substances to advise EFSA by the end of April if 
they are not available for the proposed teleconference on 20 June 2011. 

7. Information Exchange Platform (IEP) 

Presentation from EFSA.  The IEP is an extranet site developed and managed by the 
Scientific Cooperation Unit of EFSA in cooperation with MSs to facilitate the exchange of risk 
assessment activities undertaken by official bodies in the MSs.  National Focal Points can 
collate and upload documents from their country, and users can view and download 
documents of interest.  An EFSA monthly IEP Report is distributed to all users, which 
provides a collection of all risk assessments uploaded in the previous month, together with 
links to EFSA scientific outputs from the previous month.  MSs are encouraged to make use 
of the tool.  

8. Approach for new variants of an active substance 

Presentation from FR.  It was agreed that this issue should be further discussed within the 
Post Annex I Group.  Once the procedural aspects have been discussed and agreed there 
may be a need to consider the development of scientific guidance on this issue. 

Action point: 

- Issue to be further discussed by the Post Annex I Group. 

9.  Guidance scientific peer-reviewed open literature 

Presentations from EFSA.  The EFSA Guidance on submission of scientific peer-reviewed 
open literature for the approval of pesticide active substances under Regulation (EC) No 
1107/2009 was published in February 2011 and is available via the EFSA Journal (EFSA 
Journal 2011;9(2):2092).  The Guidance was developed by a working group composed of 
EFSA staff and external experts.  Drafts of the developing Guidance document were 
submitted to the PPR Panel and the PSC during the course of 2010, followed by a public 
consultation.  The Guidance document provides: 

- a definition of scientific peer-reviewed literature 

- a method for identifying, selecting and summarising relevant scientific peer-reviewed 
open literature in the dossier 

- a clear explanation of how to thoroughly document the process 

- a clear differentiation between relevance and reliability assessment, together with an 
explanation of when and how to address these aspects 

- examples to show the feasibility of the method proposed 

It was discussed how to deal with a situation where data in the open literature are different to 
those generated by the applicant.  It was noted that such a situation would need to be 
considered on a case by case basis, taking into account the coherency and overall weight of 
evidence provided.    

The Guidance is to be used for dossiers for NAS submitted under Regulation (EC) No 
1107/2009, but is not mandatory in the scope of the renewals process.  Nevertheless, MSs 
gave feedback that many AIR II applicants have already indicated their intention to follow the 
Guidance in preparing their dossier submissions.  The PSC welcomed this approach. 



 
 

 
 

 

10. Removal of confidential business information (CBI) from documents to be made 
publicly available 

Presentation from EFSA.  Regulation (EC) No. 1107/2009 requests EFSA to make several 
types of documents available to the public, including the summary dossier for NAS, however 
before doing so there is a need to consider any requests made by the applicant for removal 
of confidential business information.   

According to the provisions of Articles 7(3), 9(1) and 10 of the Regulation in practice the 
RMS and EFSA have a shared responsibility for the sanitisation of the summary dossier.  It 
was discussed how this procedure might be implemented in practice.  The meeting agreed 
with EFSA’s interpretation of Article 63 of the Regulation (EC), i.e. that confidentiality usually 
applies to the issues listed under Article 63(2), but is not limited only to those points.  It was 
noted that, in accordance with Article 7(3), it is the responsibility of the applicant to request 
confidential treatment of information and to physically separate that information, however, it 
was acknowledged that this may present practical difficulties in the case of Article 63(2)(g) 
claims concerning the removal of details of persons involved in vertebrate testing.  One 
suggestion was to consider whether studies might be identified by a unique numbering 
system such that the corresponding confidential details may be disclosed in document J 
according to the reference number allocated to the study. 

In terms of the format for publication of the summary dossier, it was noted that both pdf and 
CADDY XML formats would be suitable as both are able to be viewed by a web browser. 

Action point: 

- MSs and EFSA to give further consideration to how the sanitisation process can be 
managed in practice. 

11. Guidance documents: discussion on priorities 

Presentation from EFSA.  The PPR unit updated the PSC about the last developments of 
interest for the list of priorities for guidance development.  
 
Based on the input from MSs PPR presented the possible questions to the PPR Panel 
regarding isomer mixtures. The meeting agreed that guidance for how to evaluate isomer 
mixtures was a high priority as substances are included on Annex I with request for 
supplementary data to be provided when guidance from the Panel is available. 
 
Italy and Greece provided proposals for Terms of Reference for the update of the MedRice 
Guidance Document and it was agreed MSs could comment on the proposals for the next 
PSC meeting. 
 
An update was given on the revision of the Guidance Documents on Aquatic and Terrestrial 
Ecotoxicology as well as the comments collected from MSs and stakeholders on the new 
Guidance Document on Birds and Mammals . 
 
The Commission has sent a Mandate to EFSA for two Opinions on FOCUS groundwater.  

12. Progress with dossier/DAR format revision 

Presentation from Commission Expert group.  A small Commission Expert group has been 
established to consider the revision of the DAR and dossier format.  Initially the group is 
focussed on the DAR format, and aims to complete its consideration by the end of 2011.  It is 
intended that the new format could be implemented for the 3rd stage of renewals and the 
NAS.  Proposed revisions include the separation of the assessments on hazard and risk (i.e. 



 
 

 
 

 

limiting Annex B to study evaluation, with study summaries and risk assessments moved to 
level 2 of the report), modifications to levels 1 and 3 of the report to improve clarity and focus 
on the 1107/2009 criteria, and the structuring of information on issues such as classification& 
labelling proposals in focused sections. 

Action point: 

- MSs to discuss the proposals within their authorities and provide written comments to 
Steve Dobson by 15 May 2011. 

13. OECD WG on Pesticides in March 

It was noted that the first day of the forthcoming meeting will be dedicated to a discussion on 
the objectives of the pesticide programme for the next 10 years.  From an EFSA perspective, 
important topics in the discussion are the global harmonisation of risk assessment 
methodologies and data requirements. 

14. Feedback on a meeting of the GLP Working Group 

Presentation from EFSA.  In March 2011 EFSA was invited to attend the Commission’s GLP 
Working Group (composed of representatives from the Commission (DG Enterprises), 
national GLP authorities, ECHA, EMA, and OECD) to discuss how GLP issues are 
addressed by ECHA, EFSA and EMA.  It is clear that compliance with GLP requirements is 
an important issue for EFSA and that there is a need to develop a clear procedure laying 
down when and how an audit request is made.  MSs are invited to provide ideas and 
suggestions for consideration by the EFSA Quality Manager. 

Action point: 

- MSs to submit ideas and suggestions for a possible procedure for GLP auditing to 
Herman Fontier by the end of April 2011. 

15. Progress with the resubmissions 

Presentation from EFSA.  The entire procedure is on track.  In 2010 EFSA delivered a total 
of 61 conclusions on resubmitted active substances, with a further 8 conclusions being 
delivered in February 2011.  The peer review remains ongoing for 6 resubmitted substances, 
with the final resubmission Additional Report due to be submitted to EFSA in April 2011. 

16. Commenting on draft conclusion 

Presentation from EFSA.  As a follow-up to the discussion on this point at the previous 
meeting of the PSC in November/December 2010 (point 13 refers), EFSA made available 
some examples of the commenting tables produced for recent conclusions and invited 
comments and feedback from the MSs.  The MSs expressed their appreciation for this 
important contribution to the transparency of the consultation process on the draft 
conclusion.  EFSA explained that where a comment leads to a significant change in the 
scientific content of the conclusion then a second (brief) commenting round might be 
organised. 

17. MRL setting for new active substances 

EFSA will provide COM with a final update of the draft guidance document in time for 
discussion at the Pesticide Residue Risk Managers meeting in mid-May. 

Action point: 

- EFSA to update the document and submit it to COM before mid-May. 



 
 

 
 

 

18. Any other business 

18a. Communication received from IBMA concerning low risk plant protection products 
under Article 47 of Regulation (EC) 1107/2009 

COM has already communicated its position with regard to this point and has 
confirmed that it is not intended to re-visit those active substances that have already 
been included in Annex I. 

18b. Structure of the EFSA Conclusion 

COM proposed that it would be helpful if the EFSA Conclusion would clearly identify 
any major disagreement between EFSA and the RMS on key issues.  EFSA agreed to 
consider further the best way to highlight differing views in the EFSA Conclusion, but 
acknowledged the concerns expressed by others that care should be taken to give a 
balanced view so as not to place undue emphasis where the RMS position is different 
to the view not only of EFSA but also the consensus view of other MSs. 

Action point: 

-    EFSA to consider how best to highlight differing views in the EFSA Conclusion. 

18c. Re-organisation of EFSA 

Presentation from EFSA.  EFSA is undergoing a re-organisation, which will be 
gradually implemented during the course of May – December 2011.  The new structure 
was explained in detail.  Questions arose concerning the future work of the Panels and 
the tasks of the new Application Desk Unit.  MSs are invited to submit any comments 
and ideas on the new structure, in particular with regard to future co-operation and 
collaboration between the peer review and the PPR Panel.  

Action point: 

-    MSs to submit any comments and ideas on the new EFSA structure. 

19. Date of next meeting 

To be confirmed. 


