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MINUTES OF THE 22nd PLENARY MEETING OF THE SCIENTIFIC PANEL 
ON PLANT PROTECTION PRODUCTS AND THEIR RESIDUES 

held in Parma on 22-23 November 2006 
 

(adopted by written procedure on 12 December 2006) 
 

# Agenda 

1.  Adoption of the agenda, apologies for absence, declaration of interests 

2.  Presentation of the draft opinion on the Guidance Document on FOCUS 
landscape and mitigation  

3.  Presentation of the state of the art of the revision of the Guidance Document on 
risk assessment for birds and mammals  

4.  Presentation of the draft opinion on the revision of Annexes II and III: 
fate and behaviour in the environment  

5.  Presentation of the draft opinion on the revision of Annexes II and III:  
ecotoxicological studies  

6.  Presentation of the draft opinion on the revision of Annexes II and III: 
toxicological and metabolism studies  

7.  Presentation of the draft opinion on the acute dietary exposure of pesticide 
residues in fruit and vegetables  

8.  Presentation of the final programme of the EFSA colloquium on cumulative risk 
assessment of pesticides in human health 

9.  Presentation of the state of the art of the question on MRL for dieldrin  

10.  Presentation of the new request from the Commission on the acute reference 
dose for imazalil 

11.  Workplan 2007: revision and development of Guidance Documents 

12.  

Miscellaneous: 
o Feedback from the Scientific Committee 
o Feed-back from cooperation with the GMO Panel 
o Demo from IT of the new Extranet 
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PARTICIPANTS 

Members of the PPR Panel 

Mr. D. BARCELLO-CULLERES, Mr. J. BOESTEN, Ms. C. BOLOGNESI, Mr. A. 
BUCHERT, Mr. E. CAPRI, Mr. D. COGGON, Mr. A. HARDY (Chairman), Mr. A. HART, Mr. 
M. LIESS, Mr. R. LUTTIK, Mr. O. MEYER, Ms. S. MICHAELIDOU-CANNA, Mr. M. 
MONTFORTS, Mr. A. MORETTO, Mr. M. MUELLER, Mr. W. STEURBAUT, Ms. M. 
TASHEVA, Ms. C. VLEMINCKX. 

APOLOGIES 

Mr. A. BOOBIS, Mr. H. KOEPP, Ms. B. OSSENDORP, X. PAVARD (DG SANCO O3) 

EFSA 

PPR Panel secretariat: Ms. M. DUNIER-THOMANN, Ms. C. FUELL, Mr. B. BERGER, 
Ms. PERCIVALDI and Ms. G. BOSCHETTO. 

 

1. ADOPTION OF THE AGENDA, APOLOGIES FOR ABSENCE, DECLARATION OF INTERESTS  

The agenda was adopted without any changes. Two members declared an interest, in relation to  
the new question on imazalil from the Commission but no conflict of interest was reported. 

 

2. PRESENTATION OF THE DRAFT OPINION ON THE GUIDANCE DOCUMENT ON FOCUS 
LANDSCAPE AND MITIGATION  

EFSA’s PRAPeR Unit requested an opinion on the Final Report of the FOCUS Working Group on 
Landscape and Mitigation Factors in Ecological Risk Assessment (SANCO/10422/2005, version 
1.0, May 2005). The opinion should include an assessment on the state-of-the-art in the fields of 
environmental science and agronomic technology; the scientific robustness of the proposed effect 
of mitigation measures on the reduction of exposure of surface waters to pesticides; the 
applicability of the procedures proposed to incorporate the consideration of mitigation measures 
in the risk assessment performed in the context of Council Directive 91/414/EEC and any other 
issues, mistakes, bias and recommendations for its improvement the Panel could identify from an 
examination of the document. WG meetings took place on 22 June 2006, 6 September 2006, 17-
18 October 2006 and 21-22 November 2006. 

The rapporteur gave a comprehensive Power Point presentation on the task, the discussions and 
the outcome of the WG Fate 21-22 November 2006, to which one ad hoc expert for runoff had 
been invited, and the progress of the draft opinion (Rev 4b). The rapporteur went through the 
chapters of the opinion, highlighted the main critical points and explained the most important 
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recommendations of the Panel with special focus on runoff, drainage and spray drift. There is  
general acknowledgement of the enormous work done to produce this FOCUS report.  However,  
numerous shortcomings should  be highlighted as well. Remaining tasks have been assigned to 
the WG members who should provide their input to the rapporteur by 30 November 2006. Panel 
members wish to see also the following points sufficiently covered in the opinion: 

Factors that could be used in risk assessment. 
How these factors should be used (as proposed or differently)? 
What approach should be adopted to factors occurring in combination? 
What other factors might be worth pursuing in the future?  
What specific research is needed to establish whether and how these other factors could be 
used? 

In general, the readability of the opinion has to be improved. It was stressed that further priority 
input from the ecotoxicology colleagues is required before the next Working Group meeting. All 
Panel members involved in this opinion are requested to make every attempt to participate in that 
Working Group meeting on 12-13 December 2006 during which the next revision (Rev 5) will be 
discussed. The rapporteur will circulate Rev 5 to the WG and the Panel members on 8 December 
2006. It is intended to adopt the opinion at the Plenary meeting on 13-14 December 2006.  

 

3. PRESENTATION OF THE STATE OF THE ART OF THE REVISION OF THE GUIDANCE DOCUMENT 
ON RISK ASSESSMENT FOR BIRDS AND MAMMALS 

The PPR Panel received a request to revise the Guidance Document on Risk Assessment for 
Birds and Mammals under Council Directive 91/414/EEC (SANCO/4145/2000–final of 25 
September 2002) within 12 months after acceptance of the question (i.e. June 2007). The 19th 
PPR Plenary meeting discussed the Terms of reference and nominated a rapporteur. WG 
meetings took place on 22 June, 7 September and 19-20 October 2006. The EFSA Secretariat 
arranged a public consultation on the EFSA website, open from 17 July until 22 September.  

The EFSA Secretariat gave an overview presentation on the ongoing work, progress on the 
revision on the GD birds and mammals, the creation of different working groups and future 
planning. The Working Group meeting on 23-24 November 2006 will further discuss preparatory 
work for the 1st Core Working Group meeting in Cologne on 6-7 December 2006, to which one 
representative from both MS and industry have been invited, and for an envisaged consultation 
workshop with industry and MS in spring 2007. The members of the Working Group stressed that 
this revision is a big task. Therefore, the planned adoption in summer 2007 might prove 
impossible. However, the Working Group should aim for an advanced draft in September 2007, 
which could then undergo a public consultation. 

 

4. PRESENTATION OF THE DRAFT OPINION ON THE REVISION OF ANNEXES II AND III: FATE AND 
BEHAVIOUR IN THE ENVIRONMENT 
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Before the Panel started discussing this item, the secretariat informed members that the 
Commission has made available to Member States’ competent authorities the table of comments 
chapter by chapter on the three opinions adopted by the former PPR Panel in May 2006 on the 
revision of the Annexes II and III (UK rapporteur for the Analytical methods and Phys-Chemistry, 
German rapporteur for the Residues session). The proposed common glossary was much 
welcomed; a majority of the Panel’s proposals were agreed, but some were rejected and 
arguments given. This feed-back would be useful in preparation of the further 3 opinions on 
revisions of Annexes II and III. 

For the revision of the Annex II and III-Fate and behaviour, the Commission requested the PPR 
Panel to provide an opinion on the Working Document SANCO 10481, which proposes revised 
data requirements for authorisation of active substances and plant protection products in the 
framework of Council Directive 91/414/EEC with regard to fate and behaviour in the environment. 
The PPR Panel is asked to provide any observations and/or possible recommendations on the 
draft data requirements, and in particular, (i) to verify that the methodology and the approaches 
presented in the draft data requirements are in line with the state of the art in the relevant field 
and (ii) to comment on the extent of its applicability with respect to the risk assessment of plant 
protection products.  

Working Group meetings took place on 6 September, 17-18 October and 21-22 November 2006. 
The rapporteur introduced the draft version Rev 2 and summarised the discussions and the 
outcome of the WG Fate on 21-22 November 2006 in which also one ad hoc expert participated. 
He highlighted the most important observations that have been made so far. A distinctive format 
was agreed for text copied from the Annex that would make the opinion easier to follow. Further, 
it was recalled that there is a need for a common glossary for all six opinions on Annexes II & III. 
The WG members were requested to submit further comments on the draft opinion by 30 
November 2006. Based on the discussions in the WG and further comments the rapporteur will 
circulate a Rev 3 draft opinion by 6 December 2006. The next WG Fate will take place on 12-13 
December 2006 and the adoption of the opinion is foreseen by the end of January 2007. 

 

5. PRESENTATION OF THE DRAFT OPINION ON THE REVISION OF ANNEXES II AND III: 
ECOTOXICOLOGICAL STUDIES 

The Commission is also revising the ecotoxicology data requirements (Part A of Annexes II and 
III) for active substances and plant protection products in Directive 96/12/EC. To this end, the 
Commission has prepared a Working Document (SANCO 10483) containing the data 
requirements now proposed. The PPR Panel is requested to provide observations and/or 
possible recommendations on the draft data requirements, and in particular to verify that the 
methodology and the approaches presented in the draft data requirements are in line with the 
state of the art in the relevant field, and to comment on the extent of its applicability with respect 
to risk assessment of plant protection products. The Terms of reference were agreed during the 
21st Plenary meeting on 18-19 October 2006 and a first discussion took place in the Working 
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Group meeting on 19-20 October 2006. The next WG meeting is on 23-24 November 2006. So 
far, the rapporteur had compiled all comments on the Annex in a single document, which was 
circulated to the Panel members. He gave a presentation on the data requirements with regard to 
ecotoxicological studies and probable problems and/or shortcomings of the Annex that should be 
highlighted in the opinion. Two ad hoc experts have already been identified and contacted, but 
some more will be needed, especially with regulatory experience. The PPR Panel aims to adopt 
this opinion during its Plenary meeting in March 2007. 

 

6. PRESENTATION OF THE DRAFT OPINION ON THE REVISION OF ANNEXES II AND III: 
TOXICOLOGICAL AND METABOLISM STUDIES 

The rapporteur presented the most recent draft and summarized the main discussion items of the 
Working Group Toxicology (.including use of the NOAEL as a point of departure, importance of 
the international context, how to deal with historical controls). It was highlighted that reduction of 
animal testing, exposure assessment for residents and bystanders and the use of human data for 
risk assessment are considered to be very important by the Working Group. To ensure that data 
requirements for toxicological and metabolism studies are compatible also with the requirements 
for ecotoxicological risk assessment, the Working Group Toxicology will liaise with the Working 
Group Ecotoxicology (e.g. requiring tests which can be used for both types of assessments 
whenever possible and feasible). 

The PPR Panel aims at adoption of this opinion during its Plenary meeting 31 January 2007. 

 

7. PRESENTATION OF THE DRAFT OPINION ON THE ACUTE DIETARY EXPOSURE OF PESTICIDE 
RESIDUES IN FRUIT AND VEGETABLES  

The rapporteur presented the general approach to the question (how probabilistic modelling, 
IESTI calculations, sensitivity analyses, uncertainty etc. would be carried out/evaluated) as well 
as the progress made on the opinion by the Working Group Residues. It was pointed out that a 
choice will need to be made on representative ranges of countries, commodities and pesticides 
for the calculation/modelling. The rapporteur also presented the way that the Working Group 
Residues intends to present the results of the comparison between the IESTI calculations and 
exposure (as calculated with probabilistic models). It was decided that the Commission’s 
services would be informed about the proposed approach and encouraged to inform Member 
States at the meeting of the Standing Committee on the Food Chain and Animal Health on 7/8 
December, seeking comments/agreement. Additional remarks from Panel members on the list of 
pesticides chosen for modelling/calculation should be made within the next few weeks. 

The PPR Panel aims at adoption of this opinion during its Plenary meeting in March 2007. 
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8. PRESENTATION OF THE FINAL PROGRAMME OF THE EFSA COLLOQUIUM ON CUMULATIVE RISK 
ASSESSMENT OF PESTICIDES IN HUMAN HEALTH 

Mr A. Boobis will be the chairman of the EFSA Colloquium to be held in Parma on 28-29 
November on “Cumulative risk assessment of pesticides in human health: the way forward”. Nine 
members of the PPR Panel will attend the Colloquium together with about 100 participants. Four 
discussion groups will take place on the following subjects:  1. Cumulative hazard assessment, 2. 
Non-dose addition effects, 3. Choice of data for combined exposure, 4. Methodology for 
combined exposure.  

The work on the self-tasking question to the Panel on cumulative risk assessment will build on 
the output of the Colloquium. 

 

9. PRESENTATION OF THE STATE OF THE ART OF THE QUESTION ON MRL FOR DIELDRIN 

The designated rapporteur presented the question (with its 4 sub-questions), the background and 
the first discussion in the Residue Working Group. A co-rapporteur from the toxicology Working 
Group was proposed by the Residue WG and confirmed. The Panel members discussed the 
terms of reference and agreed that it would be necessary to look at all relevant and available 
toxicology studies/data to be able to judge if the setting of an Acute Reference Dose is necessary 
and if yes, which value would be appropriate. Intake calculations should be done with the EU 
database available at EFSA, focusing on courgette and using the MRL as residue level. 
Monitoring and consumption data will be collected to evaluate possible exceedances of the TDI. 
The Working Group decided to start with deterministic calculations, but pointed out that 
probabilistic calculations may become necessary at a later stage. 

 

10. PRESENTATION OF THE NEW REQUEST FROM THE COMMISSION ON THE ACUTE REFERENCE 
DOSE FOR IMAZALIL 

The EFSA secretariat presented this new question on the necessity to set an Acute Reference 
Dose for imazalil. The Panel members agreed the terms of references of the question and 
appointed a rapporteur. The Toxicology Working Group will start the discussion on this question 
at its next meeting on 23 – 24 November. The delivery of the opinion is foreseen in March 2007 
because of the urgent need of the Commission. 

 

11. WORKPLAN 2007: REVISON AND DEVELOPMENT OF GUIDANCE DOCUMENTS  

The EFSA Secretariat presented a table of ongoing opinions currently in preparation with the 
respective dates of foreseen adoption in 2007.  

The secretariat also drew attention to the priority list received from MS for revising and 
developing Guidance Documents, (requested in July via the Standing Committee on the Food 
Chain and Animal Health in DG SANCO). The priority list was briefly discussed, an increase in 
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the resources of the PPR Panel EFSA staff will be necessary in 2007 to cope with the increased 
workload to prepare more Guidance Documents, based on the experiences of revising the GD on 
risk assessment for birds and mammals. A more extended discussion was scheduled for the next 
Plenary meeting. In the meantime the Panel members should examine the MS arguments and 
also the comments from the PRAPeR Unit.  

 

12. MISCELLANEOUS 

• Feedback from Scientific Committee 

The chairman informed Panel members of the proposed celebration of the 5th anniversary of 
EFSA in September 2007 with local events in Parma and another week of events in Brussels 
later in the autumn. 

The chairman commented on the new staff organigramme for EFSA distributed at the last 
Plenary meeting and the consequences of the new position of the Scientific Committee linked to 
the Advisory Forum under the direct responsibility of the Executive Director; consequently she 
will attend all future SC meetings. 

A new request from all Panel members to EFSA to reconsider the refusal of the Management 
Board to accept the increase of the per diem/daily allowance and other reimbursements (such as 
airport parking tickets) will be discussed with the Executive Director at the next SC. 

The chairman then informed the Panel about the latest developments relating to ongoing 
activities within the Working Groups of the Scientific Committee. 

o WG exposure   

The adoption of the revised opinion on uncertainties in dietary exposure assessment is foreseen 
for the mid December plenary meeting. 

o WG on the welfare of experimental animals 

The first meeting of the WG took place on 20th November; the first step will be to analyse how 
animal welfare is taken into account in risk assessment in the different sectors/legislations. Mr. 
O. MEYER, representing the PPR Panel, explained the intention to make an inventory of data 
and testing requirements for the different areas covered by the Panels represented. The WG of 
Welfare of Experimental Animals will be kept informed about the outcome on those issues of the 
opinion on the revision of Annex II and III-Toxicology.. 

• Feed-back from cooperation with the GMO Panel 

The chairman explained an initiative taken by the Environment WG of the GMO Panel following a 
joint meeting with the Chair and secretariat of the PPR Panel held on 19 October 2005 in 
Brussels. A position paper is in preparation for the next GMO WG meeting at end of November 
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on the environmental risk assessment of herbicide tolerant GM plants and associated herbicides; 
it will be circulated to the PPR Panel in due course before another joint meeting early in 2007. 

• Demo from IT department of the new Extranet 

A consultant from the IT department gave a presentation of the new more powerful EFSAnet, 
with an agenda of events to set milestones. A subscription capability allows notification when 
new documents are uploaded by the secretariat. Members were recommended to familiarize 
themselves with this before the Panel changes to use this new EFSAnet possibly by end of the 
year.   

• Other matters 

The chairman informed Panel members about the second meeting of the Chairs of Commission 
and Agency Scientific Committees/Panels involved in risk assessment (EFSA, EMEA, EEA and 
ECDC), which took place in Brussels on 24-25 October. Three breakout sessions worked on 
emerging risks, nanotechnologies and alternative testing to replace animal experimentation. The 
aim was to try to reach a shared approach to best practices in risk assessment.  The next annual 
meeting will take place on 6-7 November 2007 in Stockholm, hosted by ECDC. 

 

The chairman then informed the members of the PPR Panel about discussions between himself, 
the rapporteur for the aldicarb opinion and the EFSA secretariat regarding editorial changes to 
the summary of the adopted aldicarb opinion that had been proposed by senior EFSA 
management. The chairman and the rapporteur had been consulted and had decided to accept 
the suggested changes. Panel members expressed their support for the chairman’s decision to 
accept these relatively minor changes, in view of the urgency to deliver the opinion.  However, 
they expressed concern that, as a matter of principle, modifications to an opinion should not be 
proposed by EFSA after it has been adopted by the Panel. They also support the intent of the 
chairman to raise this issue at the Scientific Committee Plenary meeting in December.   

 

The 23nd PPR Panel Plenary meeting will take place on 13-14 December 2006 in Parma, starting 
at 14h. 

 


