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SCIENTIFIC COMMITTEE 

Minutes of the 57th plenary meeting of the Scientific Committee 
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(Agreed on 12 November 2012) 

 

Participants 

 Scientific Committee Members: 

Jan Alexander, Peter Fürst, Anthony Hardy, Michael John Jeger1, Robert Luttik, 
Simon More, Alicja Mortensen, Birgit Noerrung, Bernadette Ossendorp, Iona Pratt, 
Josef Schlatter, Kristen Sejrsen, John Sofos. 

 

 EFSA:  

o Executive Directorate: Catherine Geslain-Lanéelle, Gianluca Bonduri4 

o Communications Directorate: Anne-Laure Gassin4 

o RASA Directorate: Bernhard Url, Ilias Papatryfon2 

o REPRO Directorate : Per Bergman, Georges Kass3 

o SCISTRAT Directorate: Hubert Deluyker1, Andrea Altieri5, Stef Bronzwaer4, 
Tobin Robinson5  

o Scientific Committee Unit: Djien Liem, Bernard Bottex, Daniela Maurici, 
Francesca Piombini, Reinhilde Schoonjans, Michael Sulzner, Alessandra 
Triulzi. 

 

 European Commission: Michael Walsh. 

 

 Ernst & Young: Claudia Gallo6. 
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3
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4
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1. Opening  and apologies for absence 

The Chair welcomed the participants and proposed a tour de table to introduce members of 
the Scientific Committee who participated for the first time: 

 Bernadette Ossendorp: Chair of the PPR Panel  

 Peter Fürst: Vice-Chair of CONTAM Panel 

 Simon More: Chair of the AHAW Panel 

 Kristen Sejrsen: Chair of FEEDAP Panel 

 John Sofos: Chair of BIOHAZ Panel. 

Apologies were received from Diane Benford, CONTAM Panel, who was replaced by Peter 
Fürst, Qasim Chaudhry (SC), Ambroise Martin (NDA Panel) and Joe Perry (GMO Panel).  

 

2. Adoption of the agenda 

The agenda was adopted without changes. 

 

3. Declarations of interest 

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making 
Processes regarding Declarations of Interests (DoIs)7 and the Decision of the Executive 
Director implementing this Policy8, EFSA screened the Annual Declaration of interest (ADoI) 
and the Specific Declaration of interest (SDoI) filled in by the experts invited for the present 
meeting. No conflicts of interests related to the issues discussed in this meeting have been 
identified during the screening process or in the Oral Declaration of interest (ODoI) at the 
beginning of this meeting. 

 

4. Report back on issues relevant for the Scientific Committee  

Iona Pratt represented EFSA during a workshop on “Low dose effects and non-monotonic 
dose responses for endocrine active chemicals: science to practice”, held from 11 to 13 
September 2012 in Berlin, and co-organised by the US National Institute for Environmental 
Health Sciences/NIH and the Joint Research Centre's Institute for Health and Consumer 
Protection9. She presented the outcomes of the EFSA colloquium on low dose response in 
toxicology and risk assessment, which took place in June 2012.  

The workshop has been attended by 230 participants (risk assessors, toxicologists, 
endocrinologists, and epidemiologists including representatives from governments and from 
industry). Participants recommended to broaden the hazard identification step to hazards 
leading to endocrine effects. The need for a definition of “low dose” and “adverse effect” was 
identified, as well as a need for new appropriate testing methods (in vitro, in silico). It was 
noticed that the OECD conceptual framework for the testing and assessment of endocrine 
disrupting chemicals already identified these methods and it needs now to be incorporated in 
a more regulatory framework. 

A report on the workshop is under preparation.  

                                                      

7
  http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 

8
  http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf 

9
 http://ihcp.jrc.ec.europa.eu/our_activities/food-cons-prod/endocrine_disrupters/endocrine-active-chemicals-jrc-

and-niehs-workshop 
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5. Request from the European Commission for an opinion on endocrine disruptors 

EFSA received a request from the European Commission to prepare a scientific opinion on 
the human health and environmental risks associated with the possible presence of 
endocrine disruptors in the food chain.   

The document to be scheduled for March 2013 will focus on the following issues:  

i) scientific criteria for the identification of endocrine disruptors,  

ii) criteria to distinguish potential adverse effects of an endocrine disruptor from 
physiological modulation (adaptive response), 

iii) whether existing toxicity testing methods appropriately cover the effects of 
EAS.  

The opinion will be based on an evaluation of existing information, current insights and 
scientific work on endocrine active substances, including ongoing work by the Organisation 
for Economic Co-operation and Development, the European Commission’s 2012 report on 
“State of the Art Assessment of Endocrine Disrupters” and the proceedings from EFSA’s 
June 2012 Scientific Colloquium on low dose response in toxicology and risk assessment. 
Other EU scientific advisory bodies involved in the risk assessment of endocrine active 
substances will be invited to actively contribute to and will be consulted on the development 
of this opinion: the European Medicines Agency, the European Chemicals Agency, the 
European Environment Agency, the European Commission’s Scientific Committees and the 
Joint Research Centre. A working group of the Scientific Committee will be created to 
prepare an answer to the questions from the European Commission.  

In accordance with Art. 22 of the Management Board decision concerning the establishment 
and operations of the Scientific Committee, Scientific Panels and of their Working Groups of 
15.3.201210, Jan Alexander was nominated as Chair of the working group on Endocrine 
Active Substances (EAS) by the Chair of the Scientific Committee.  

The Chair of the CEF Panel underlined the importance for the SC working group on EAS to 
liaise regularly with the CEF working group re-assessing the risks of dietary bisphenol A in 
order to ensure consistency.  

 

6. Development of the work programme of the Scientific Committee  

The Scientific Committee discussed its work programme for the 2012-2015 period and 
agreed to start the activities listed in the table below. The Chairs of the different working 
groups were nominated by the Chair of the Scientific Committee in accordance with Art. 22 of 
the Management Board Decision concerning the establishment and operations of the 
Scientific Committee, Scientific Panels and of their Working Groups of 15.3.2012. The 
Scientific Committee agreed with the chairs nominated by the Chair of the Scientific 
Committee. The expertise required for each working group was discussed and agreed by the 
Scientific Committee. 

                                                      

10
 http://www.efsa.europa.eu/en/keydocs/docs/paneloperation.pdf 
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Type Activity Chair Expertise needed 

Working Group Endocrine Active 
Substances (EAS) 

Jan Alexander Toxicology, endocrinology 
and environmental risks of 
EAS 

Working Group Compendium of 
botanicals (version 3) 

Qasim Chaudhry Botany, phytopharmacy / 
pharmacognosy, risk 
assessment of botanicals 

Working Group Generic approach for 
setting priority among 
botanicals for safety 
assessment 

Andrew Chesson Qualified Presumption of 
Safety (QPS) approach, 
botany, pharmacognosy, 
risk assessment of 
botanicals, risk assessment 
of food supplements / 
flavourings 

Working Group Uncertainty in risk 
assessment 

Birgit Noerrung Experts with experience in 
risk assessment and good 
knowledge of EFSA’s 
working methodologies. 

Working Group Environmental risk 
assessment 

Robert Luttik Experts with experience in 
environmental risk 
assessment approaches 
used by EFSA’s Panels 

Working Group Exposure assessment To be determined 
in 2013 

Experts in exposure 
assessment methodologies 
used across EFSA 

Standing 
Working Group 

Emerging risks Josef Schlatter Experts in the assessment 
of chemical and biological 
risks, processing 
methodologies, animal and 
plant health. 

Standing 
Working Group 

Review of guidance 
documents developed or 
in use by EFSA 

The WG will also be 
consulted on the training 
programmes for EFSA 
Experts and Staff 

Tony Hardy Experience in risk 
assessment in relation to 
the different areas of 
EFSA’s remit of activities. 
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In addition, the Scientific Committee Unit is requested to follow the following internal activities 
of relevance for the work of the Scientific Committee which are coordinated by the EMRISK 
Unit: 

 EFSA Internal Task Force on new risk assessment technologies: a scientific report 
reviewing modern and emerging methodologies and tools for hazard assessment of 
chemicals in humans will be presented to the Scientific Committee in May 2013; 

 Preparation of an EFSA scientific report on international frameworks dealing with the 
risk assessment of chemical mixtures; the report will be presented to the Scientific 
Committee in February 2013. 

The Chairs of the Panels were reminded to inform their Panels about this working 
programme and to invite their members to express a possible interest in taking part in these 
activities.  

 

7. External evaluation of EFSA by Ernst and Young 

In Article 61 of EFSA’s Founding Regulation it is stipulated that an independent assessment 
of the organisation must be carried out every six years. The terms of reference for this 
second evaluation were agreed between the European Commission and EFSA’s 
Management Board who jointly oversaw the process. The final report on the second external 
evaluation of EFSA has recently been published. The external evaluation reviews EFSA’s 
achievements, assesses its working practices and the overall impact of the Authority, taking 
into account the views of stakeholders at Community and national level. On the basis of the 
conclusions of this report the Management Board of EFSA will make recommendations to the 
Commission regarding changes in the Authority and its working practices at its December 
meeting. 

Claudia Gallo, consultant for Ernst & Young, summarised the contents of the report of the 
second external evaluation of EFSA to the Scientific Committee.  

The report concludes on the value of EFSA as the cornerstone of risk assessment for food 
and feed in the EU and that the Authority fulfils its obligations to operate in an independent 
manner. The report also notes the high quality of EFSA’s scientific outputs and risk 
communication activities. It highlights the Authority's culture of transparency and robust 
systems to ensure the impartiality of its scientific advice. However, the evaluation also 
recommends that EFSA would enhance transparency in some decision-making processes; 
build better links with Member States; increase its planning and prioritisation capacity; and 
improve the clarity of its communications and develop its data collection practices. 

EFSA will reflect carefully on the report and its recommendations will be discussed among all 
key partners and stakeholders including the European Commission, European Parliament, 
Member States as well as the Authority’s Management Board. Part of this review will be 
carried out during EFSA’s Institutional Conference on 13 November 2012 (see the Any Other 
Business section of these minutes). 

The members of the Scientific Committee took note of the conclusions of the report but 
expressed some regrets that the recommendations are quite general without any clear and 
concrete guidance on how to improve further EFSA’s performance, nor an evaluation of the 
resources that would be required. Overall, the recommendations made in the report need to 
be carefully screened and weighted for the benefits versus the risks/costs they represent. 

The Scientific Committee requested also some clarifications in relation to the rationale for 
some of the priority levels mentioned in the recommendations.  
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The consultant explained that the report is intended to identify possible areas of 
improvements. Specific actions should then be considered as a follow up by EFSA, taking 
into account cost-benefit aspects. 

The Executive Director of EFSA concluded the discussion by explaining that the report 
should not be considered as an action plan for EFSA, but as an external evaluation whether 
the agency created in 2002 is still an added value to the European food/feed safety system 
and whether it is working efficiently. The EFSA Management Board will consider at its next 
meeting the comments made by the Scientific Committee and the Advisory Forum to propose 
follow-up recommendations. 

 

8. Nanotechnologies 

The US Food and Drug Administration (US FDA) held a public consultation on its draft 
guidance for industry: “Assessing the effects of significant manufacturing process changes, 
including emerging technologies, on the safety and regulatory status of food ingredients and 
food contact substances, including food ingredients that are colour additives”. The Scientific 
Committee discussed the draft guidance and agreed with the comments which would be 
submitted to US FDA on behalf of EFSA.  

The European Commission published on 18 October 2011 its recommendation on a 
definition of nanomaterial. EFSA consulted its former Scientific Committee and its network on 
nanotechnologies to review this definition in the light of the Scientific Committee guidance 
document published in 2011 and its possible implications of on the range of activities within 
the remit of EFSA. The Scientific Committee was invited to provide possible additional 
comments by 1 October 2012 for the draft letter, before it is submitted to the European 
Commission for further consideration. 

 

9. EFSA’s multi-annual framework contracts programme 

Members of the Scientific Committee were presented the EFSA multi-annual framework 
contracts programme. The aim is to optimise the use of horizontal framework contracts to 
cover main and recurring outsourcing needs of EFSA, therefore enabling faster reaction and 
lower administrative burden.  

Already existing horizontal framework contracts cover: 

 Extraction, collection, generation and management of raw and dossier/opinion data 

 Collation, synthesis and critical analysis of information supporting hazard/risk 
assessment and methodological development 

 Development of quantitative and qualitative modelling. 

A mapping of EFSA’s needs for horizontal framework contracts led to the identification of 
additional areas such as: 

 Proofreading and editing 

 Statistical analysis / data management. 

 

10. Feedback from meetings with WHO (26 June 2012) and ECHA (29 June 2012) 

One of the objectives of the EFSA science strategy is to ensure harmonisation in risk 
assessment and avoid duplication. A delegation of EFSA visited WHO and ECHA to update 
each other on current and planned activities, identify possible areas of collaboration and 
discuss guiding principles and modes of collaboration. 



  

 

7 

 

EFSA and WHO discussed among others, training and capacity building, how to deal with 
food safety emergencies, risk ranking and priority setting, and new risk assessment methods. 
Agreement was made to exchange list of contact persons from both organisations as well as 
multi-annual work programmes. 

The discussion during the meeting with ECHA was more oriented towards strategic aims, 
development of risk assessment guidance documents, capacity building and existing 
databases. The participants agreed to exchange lists of guidance documents, share 
information on training programmes, develop cooperation on how to share confidential 
information and populating existing databases. 

The Scientific Committee welcomed this initiative and flagged at other organisations (e.g. 
ECDC, OIE) that could be approached for developing closer working relations. It was 
indicated that the coordination of international relations has now been allocated to the 
Scientific Committee Unit. Minutes of these meetings will be provided to the Scientific 
Committee for information. A mapping of all EFSA collaborations with international and 
European organisations will be presented at a future Plenary meeting. 

 

11. Scientific report on minimum criteria for the acceptance, interpretation and 
reporting of the in vivo alkaline Comet Assay 

Members of the Scientific Committee were presented with a new guidance of the CEF Panel 
providing minimum criteria for the acceptance, interpretation and reporting of the in-vivo 
alkaline COMET assay. This guidance is not intended to be used as a protocol, but rather as 
a guidance to the EFSA Units/Panels on the minimum criteria until the OECD Test Guideline 
for the COMET assay will be published. The document complements the opinion of the 
Scientific Committee on genotoxicity testing strategies applicable to food and feed safety 
assessment.  

The Scientific Committee appreciated the definition of these minimum criteria and underlined 
that the document is not only intended for EFSA Units/Panels dealing with the risk 
assessment of regulated products. As such, the document will be circulated to all EFSA 
Panels and Units, asking them to identify any possible inconsistency with their specific 
guidance documents that are already existing. Recommendation was made to also circulate 
the document to the EFSA Network on harmonisation of risk assessment methods for 
information of the Members States’ Competent Authorities.   

 

12. Feedback from the scientific panels and other scientific activities 

 

Panel on food additives and nutrient sources added to food (ANS) 

The publication of several opinions on food additives has been postponed because of the 
parallel evaluation of the same compounds by the FEEDAP Panel. Both Panels exchanged 
information during the evaluation process to ensure consistency. 

The Panel is working on the re-evaluation of aspartame. The Panel is reviewing recent data 
as well as the various studies that were used for deriving the current ADI. Data on metabolite 
(in particular methanol) toxicity are also considered for the re-evaluation. A draft opinion is 
expected to be endorsed for public consultation in December 2012.  

 

Panel on biological hazards (BIOHAZ) 

The major issue for the Panel is currently the mandate on meat inspection requiring the 
preparation of six opinions. Opinions on swine and poultry inspection have already been 
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published. The Panel is collaborating with AHAW and CONTAM to finalise the four remaining 
ones (see also the report back from the CONTAM Panel). 

The Panel received a request from the European Commission for a scientific opinion on the 
public health risks related to mechanically-separated meat derived from poultry and swine. 
The Chair reported that the technology was developed twenty years ago and that the Panel 
is experiencing difficulties in identifying experts still active on this issue.  

 

Panel on food contact materials, enzymes, flavourings and processing aids (CEF) 

The Panel is working on the re-evaluation of bisphenol A. The Chair reiterated the need for 
regular communication with the SC Working Group on Endocrine Active Substances to 
ensure consistent approaches.  

The Panel anticipates a lot of work with the evaluation of food enzymes. Certain advances 
were made in terms of the approach to be taken for assessing the food enzymes. The Panel 
has not received any dossier from applicants yet.  

 

Panel on contaminants in the food chain (CONTAM) 

The draft opinion on tropane alkaloids in food and feed will be presented for possible 
adoption at the next Plenary meeting.  

The Panel is cooperating with the BIOHAZ and AHAW Panels for the opinions on meat 
inspection. The BIOHAZ Panel is leading this activity. A scientific coordination working group, 
composed of the Chairs of the various working groups was created to agree on which area 
should be addressed by which panel, and therefore avoid any duplication of work.  

A request to look at new data on acrylamide was received from four Member States. The 
issue whether a re-evaluation is needed will be assessed and then reported for discussion to 
the members of the EFSA Advisory Forum. The Scientific Committee underlined the EFSA 
update of the exposure assessment of acrylamide to be published soon.  

 

Panel on additives and products of substances used in animal feed (FEEDAP) 

The Panel is still busy re-evaluating colourings and flavourings for feed application.   

 

Panel on plant protection products and their residues (PPR) 

The opinion on toxicological relevance of pesticide metabolites for dietary risk assessment 
was adopted at the last plenary meeting of the previous PPR Panel. It was published on the 
EFSA website in July. The opinion is expected to trigger some attention as it makes use of 
the TTC approach and addresses the low-dose issue.  

The opinion on probabilistic methodology for dietary exposure assessment will be published 
shortly on the EFSA website. The Scientific Committee underlined that its relevance is wider 
than just the PPR Panel and asked for the opinion to be circulated to all Panels. The 
document will be tabled for the next Plenary meeting of the Scientific Committee, when 
discussing a possible new activity on exposure assessment. 

The opinion on bee risk assessment will be published for public consultation by end of 
September 2012. Comments received will then be considered before finalising the opinion for 
the end of the year. 
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13. Any Other Business 

 A lounge has been opened on the ground floor of the EFSA Seat, allowing experts to 
work, discuss, print documents, or just relax. Members of the Scientific Committee 
were invited to provide feedback to the Secretariat about this new facility. 

 Following a remark made by the Chair of the GMO Panel, the description of EFSA’s 
remit of activity on the website will be updated to reflect the role of EFSA on 
environmental protection aspects. 

 Several dates for the next Plenary meetings and locations were updated. The 
Scientific Committee was provided with an update of the planned meetings for the 
end of 2012 and 2013.  

 Meeting dates of the EFSA Editorial Board will be agreed upon in November 2012. 

 Members of the Scientific Committee were provided with an update on the scientific 
conference “challenging boundaries in risk assessment – sharing experiences” that 
will take place on 7-8 November 2012 for the EFSA 10th anniversary. 680 participants 
(150 Panels and Scientific Committee members, 150 EFSA staff and 300 interested 
parties) registered on the EFSA website. A good geographical representation, 
including non-European countries is ensured. Booklets with the programme of the 
event are under preparation.  

 A high level conference “EFSA@10 - ready for the challenges of tomorrow” to mark 
EFSA’s 10-year anniversary will take place next 13 November 2012 in Parma. 120 
key institutional partners and stakeholders will reflect upon the Authority’s role over 
the past 10 years as Europe’s independent risk assessment body. Several sessions 
will take place to address recommendations from the EFSA Management Board 
following the review of the second external evaluation of EFSA. The event will be 
webcasted. 

 Following a request made during the previous Plenary meeting, the composition of 
the previous Panels and Scientific Committees will be published on the EFSA 
website. 

 


