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35TH PLENARY MEETING OF THE SCIENTIFIC PANEL ON 

PLANT PROTECTION PRODUCTS AND THEIR RESIDUES 

 

HELD IN PARMA ON 9-10TH DECEMBER 2008 

(ADOPTED BY WRITTEN PROCEDURE ON 15 JANUARY 2009) 

       
#                                                      AGENDA 

1.  Adoption of the agenda, apologies for absence, declarations of interest 

2.  Adoption of the opinion on deltamethrin  
 

3.  Adoption of the opinion on pore water concentrations as metrics for the assessment of 
ecotoxicological effects in soil 

4.  Presentation of draft opinion on the risk assessment for cumulative exposure of triazoles 

5.  Information on the development of the new Guidance Document for pesticide exposure 
assessment for workers, operators, bystanders and residents  

6.  Information on the development of the new Guidance Document on emission from 
protected crop systems (greenhouses and cultivations grown under cover) 

7.  Presentation of the draft Guidance Document on persistence in soil 

8.  Information on the probabilistic methodologies for modelling dietary exposure to 
pesticide residues Guidance Document 

9.  
Information on the evaluation of the toxicological relevance of  metabolites and 
degradates of pesticide active substances for dietary risk assessment Guidance 
Document  

10.  Information on the revision of the dermal absorption Guidance Document 

11.  Information on the revision of the aquatic and terrestrial ecotoxicology Guidance 
Documents  

12.  

Miscellaneous: 
• Feed-back from the Scientific Committee and Working Groups 
• Feed-back from the 4th Meeting of Chairs and Secretariats of Commission and 

Agency Scientific Committees/Panels involved in Risk Assessment held on 4-5 
November 2008 

• Feed-back from the Global risk assessment dialog conference held on 13-14 
November 2008  

• Presentation of GMO unit regarding environmental risk assessment of 
genetically modified herbicide tolerant plants and the interplay between 
Directive 2001/18/EC and directive 91/414/EEC 
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PARTICIPANTS  

Members of the PPR Panel 
Mr. D. BARCELLO-CUILLERES, Mr. J. BOESTEN, Mr. A. BOOBIS, Ms. C. 
BOLOGNESI, Mr. A. BUCHERT, Mr. E. CAPRI, Mr. A. HARDY (Chairman), Mr. 
A. HART, Mr. H. KÖPP, Mr. M. LIESS, Mr. R. LUTTIK, Mr. O. MEYER, Ms. S. 
MICHAELIDOU-CANNA, Mr. M. MONTFORTS, Mr. A. MORETTO, Mr. M. 
MÜLLER, Ms. B. OSSENDORP, Mr. W. STEURBAUT, Ms. M. TASHEVA, Ms C. 
VLEMINCKX. 

Apologies 
Mr. D. COGGON  

Mr. X. PAVARD (DG SANCO O3)  

 

EFSA 
PPR Panel secretariat: Ms. M. DUNIER-THOMANN, Ms. C. FÜLL, Ms. K. 
NIENSTEDT, Mr. M. EGSMOSE, Mr. I. SEBESTYEN, Mr. L. MOHIMONT, Ms S. 
BOPP, H. STEINKELLNER, Ms.G. BOSCHETTO, Ms. A. DI BIASIO, Ms. 
RICKETTS. 

For item 12 only: S. MESTDAGH and K. LHEUREUX (GMO unit). 

 

 

 

1. ADOPTION OF THE AGENDA, APOLOGIES FOR ABSENCE, DECLARATIONS OF 
INTEREST 

The agenda was adopted without changes; apologies were received from one panel 
member and the representative from the Commission. The Chairman welcomed the 
new staff of the PPR Unit: A. DI BIASIO (Senior assistant), who joined the unit on 1st 
November. 

There were no new declarations of interest. 

 

2. ADOPTION OF THE OPINION ON DELTAMETHRIN 
The Rapporteur presented the final draft (rev. 6) of the opinion focussing on the 
recent changes inserted at the Meeting of the Toxicology Working Group that took 
place just before the meeting of the Panel. After some additional editorial changes 
proposed by the Panel, the opinion was adopted.  

The final draft version will be circulated to the Panel and the final editorial comments 
are expected to be ready by 5 January 2009, in order to publish on the EFSA web by 
mid January. 
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3. ADOPTION OF THE OPINION ON PORE WATER CONCENTRATIONS AS METRICS FOR 
THE ASSESSMENT OF ECOTOXICOLOGICAL EFFECTS IN SOIL  
The Panel discussed the last draft of the Scientific Opinion “The usefulness of total 
concentrations and pore water concentrations as metrics for the assessment of 
ecotoxicological effects in soil”. Proposals for a number of revisions were received; 
subject to which the Opinion was adopted. The final version will be circulated to the 
Panel and the final editorial comments are expected by 5 January 2009, in order to 
publish on the EFSA web in January. 

It is the opinion of the PPR Panel that these conclusions and recommendations should 
be considered where applicable in the revision of the Persistence in Soil Guidance 
Document and the Guidance Document on Terrestrial Risk Assessment 

 

4. PRESENTATION OF DRAFT OPINION ON THE RISK ASSESSMENT FOR CUMULATIVE 
EXPOSURE OF TRIAZOLES 

 
The Rapporteur for the part on the toxicology assessment reported that the results 
obtained in new studies with some selected triazoles were integrated in the draft 
opinion; however, these studies did not change the overall picture. The Chair of the 
Toxicology WG pointed out that it was not necessary and also not feasible to fully 
assess the toxicity of triazoles as this was not the scope of the opinion.  

The Rapporteur for the exposure part of the opinion presented the calculations that 
have been carried out and the different tiers used for the approach to assess 
cumulative exposures. The Chair reminded the Panel that the opinion is scheduled to 
be proposed for adoption at the Plenary on 22/23 April 2009. In order to meet this 
timeline the Rapporteur was offered further support from the WG members and the 
EFSA secretariat. An additional meeting  has also been scheduled in January. 

 

5. INFORMATION ON THE DEVELOPMENT OF THE NEW GUIDANCE DOCUMENT FOR 
PESTICIDE EXPOSURE ASSESSMENT FOR WORKERS, OPERATORS, BYSTANDERS AND 
RESIDENTS 

The chair of the Toxicology WG presented the state of the work. The final report had 
been submitted by the contractor and had been studied and endorsed by the experts. 
The first draft of the opinion based on that report will be available for the next Plenary 
meeting in February. The report of the contractor will be published on the EFSA 
website in 2009. 

It was noted that contrary to the conclusion reached at the meeting of the Toxicology 
WG, there was still need for consideration of the acute AOEL. 
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6. INFORMATION ON THE DEVELOPMENT OF A NEW GUIDANCE DOCUMENT ON 
EMISSIONS FROM PROTECTED CROP SYSTEMS (GREENHOUSES AND CULTIVATIONS 
GROWN UNDER COVER)  
The Chairman of the WG gave an update on the development of the new GD on 
estimating emissions from the wide range of protected crop systems (green-houses 
and covered crops).  The WG met on the 21-22nd  October and will meet again on the 
10-11th December.  

Reports on the evaluation of emission routes to environmental compartments were 
finalized for two negotiated procedures/procurements.  

For data-collection on structures of protected crop systems in the EU two 
procurements/procedures have been completed and contractors selected. The reports 
are expected to be delivered by mid 2009. 

The draft project plan on how to develop the new Guidance Document was published 
for comments in an open web-consultation from 20th October until 15th December 
2008.  

 

7. PRESENTATION OF THE GUIDANCE DOCUMENT ON PERSISTENCE IN SOIL 
The Chairman of the Fate sub WG informed the Panel about the status of the work in 
this Fate sub WG which met on 20-21st October and 8-9th December. The opinion 
adopted by the plenary under point 3 of the agenda will imply that the Fate sub WG 
will develop scenarios for pore water and for total content. Furthermore, the Panel 
agreed that the scenario selected will be based on climatic zones, as eco-geographical 
information for the whole EU is not available. After the guidance on terrestrial 
ecotoxicology (SANCO/4145/2000) has been finalized, eco-geographical information 
could be taken into consideration.  

To receive input from stakeholders, a workshop for experts from Member States and 
other public and private organisations will be held from the 12-14th May 2009 at JRC 
(IES, Ispra, Italy). The registration for the workshop is open up to 15th February 2009 
on the EFSA PPR event page. 

A co-operation agreement was signed by EFSA and JRC on 10th November 2008. 
Under this agreement the PPR unit will sign a Service Level Agreement with JRC 
(IES) which will facilitate scientific co-operation including environmental data for the 
revision and development of a new Guidance Document.  

The Panel agreed to publish the report of the public consultation carried out for this 
GD revision earlier this year on the EFSA website early 2009. 

 

8. INFORMATION ON THE PROBABILISTIC METHODOLOGIES FOR MODELLING 
DIETARY EXPOSURE TO PESTICIDE RESIDUES GUIDANCE DOCUMENT 
The Rapporteur gave a presentation of the work that had already been done and a 
provisional list of contents for the Guidance Document on probabilistic exposure 
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assessment. Such models currently have limited regulatory use since there is no 
accepted EU guidance available. He also presented the timeline for the work still to be 
carried out.  

 

9. INFORMATION ON THE EVALUATION OF THE TOXICOLOGICAL RELEVANCE OF  
METABOLITES AND DEGRADATES OF PESTICIDE ACTIVE SUBSTANCES FOR DIETARY 
RISK ASSESSMENT GUIDANCE DOCUMENT 
The EFSA secretariat reported that the outsourced work for this task is divided into 
three projects that will be on-going through the year 2009. The project on the TTC 
approach has already started whereas the QSAR project and the project on the 
assessment of metabolites are scheduled to start in January and April 2009, 
respectively. The outcome of all these projects should feed into the opinion. It was 
also foreseen to establish a permanent WG for coordinating the three projects and 
identifying additional information requests. Furthermore the Panel agreed on the 2 ad-
hoc members proposed to act on their behalf in the QSAR coordination meetings. 

The Panel was also informed on the outcome of the presentation of this mandate by 
one Panel member at the last meeting of the Residue Chemistry Expert Group of the 
OECD held in Paris on 30-31st October. It was agreed that EFSA should continue to 
cooperate with OECD. 

 

10. INFORMATION ON THE REVISION OF THE DERMAL ABSORPTION GUIDANCE 
DOCUMENT 
The EFSA secretariat reported the ongoing activities: a public consultation has been 
launched and will be finalised on 15th January. A report on the comments will be 
drafted and published on the EFSA website. The report, together with other 
documents, will be used for drafting the technical annex for the outsourcing of a part 
of the preparatory work. The technical annex should be discussed at the next meeting 
of the Toxicology WG.  

The report from the outsourced work is planned for autumn 2009. 

 

11. INFORMATION ON THE REVISION OF THE AQUATIC AND TERRESTRIAL 
ECOTOXICOLOGY GUIDANCE DOCUMENTS 
 
The EFSA Secretariat informed the Panel members about the preparatory work 
regarding the revision of the Guidance Documents “Aquatic Ecotoxicology” and 
“Terrestrial Ecotoxicology”. Contracts regarding the procurement for a literature 
review have been sent out. The deadline for the public consultation on the two GDs 
and the questionnaire sent to risk managers is 15th December 2008. Two preparatory 
meetings with Panel members, PRAPeR and PPR Unit colleagues took place in 
September and November. The Panel members agreed on the submitted draft terms of 
reference for the revision of both GDs. The chairman will send letters officially 
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requesting the respective mandates to the Executive Director of EFSA. An official 
kick-off meeting for the two mandates will take place on 27-28th January 2009 in 
Parma. The Panel members agreed on the additional experts to be invited to this 
meeting. 

 

12. MISCELLANEOUS 

• Feedback from the Scientific Committee and WGs 
The Chairman briefly informed the Panel members on the outcome of the last 
Scientific Committee meeting held on 25-26th September, in particular from the 
WG Transparency. As the opinion on transparency has been adopted, Panels are 
asked to reflect on how they could implement it in their area; a discussion will 
take place at the next Plenary meeting.  

• Feed-back from the 4th Meeting of Chairs and Secretariats of Commission 
and Agency Scientific Committees/Panels involved in Risk Assessment held 
on 4-5 November 2008 
This annual meeting was held in Parma, with participation of Chairs and Heads of 
Unit of EFSA Panels, Commission : DG SANCO and DG EMPL, some agencies: 
ECDC, ECHA, EEA and EMEA. The meeting report was circulated. 
 

• Feed-back from the Global risk assessment dialog conference held on 13-14th 
November 2008. 
This first International conference on risk assessment was organised by DG 
SANCO C7 in Brussels, with participation of EFSA, UK, Australia, Canada, 
China, Japan,  Russia, US, WHO/IPCS. T. HARDY made a presentation on 
Terminology in risk assessment. 
  

• Presentation of GMO unit regarding environmental risk assessment of 
genetically modified herbicide tolerant plants and the interplay between 
Directive 2001/18/EC and directive 91/414/EEC 
S. MESTDAGH presented the state of the current situation, in particular following 
a recent meeting with DG ENV. Letters exchanged with the Commission were 
copied for information (they are also available on the EFSA web site). New 
developments will be discussed at the next Panel Plenary meeting. 
 

• Other items: New Steering Committee Pesticides (PRAPeR unit) 
The first Steering Committee meeting will be held on 11-12th December 2008 in 
Parma. It will be chaired by PRAPeR Unit. M. DUNIER-THOMANN will attend 
it for the PPR unit.  

The next PPR Plenary meeting will take place on 4-5th February 2009 in Parma, 
starting at 14h00 on 4th  February. 

 


