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1. Opening and apologies for absence 
The Chair welcomed the participants and introduced Sarah Maria Trattnig, Trainee at the 
SCOM Unit, who participated for the first time. Apologies were received from Ambroise 
Martin, NDA Panel, who was replaced by Yolanda Sanz. 
 

2. Adoption of the agenda 
The draft 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 

• Feedback from the EFSA 10th Anniversary Scientific Conference, 7-8 November 
2012 

To mark the occasion of its 10th anniversary, EFSA has organised a conference “Challenging 
Boundaries in Risk Assessment” in Parma, Italy, on 7-8 November 2012. The conference 
attracted wide public interest with 650 participants, including stakeholders from academia, 
industry, NGOs and public authorities from EU Member States or third countries following the 
call for public registration. The key messages expressed during the discussions in the 
plenary sessions and parallel sessions were presented and are summarised in the online 
meeting Notes and Quotes9. They include amongst others the need for continuous sharing of 
new risk assessment methodologies, the creation of standardised databases and the focus 
on ‘fit for purpose’ risk assessment. An evaluation at the end of this conference encouraged 
the implementation of such conferences on risk assessment on a triennial basis. Webcast 
and documents of this meeting are available at:  
http://www.efsa.europa.eu/en/events/event/121107.htm 
 

• Feedback from the EFSA@10 Conference “Ready for the challenges of 
tomorrow”, 13 November 2012 

The year 2012 also marked the 10th anniversary of the General Food Law. To acknowledge 
this milestone, EFSA held a joint conference with the European Commission’s Directorate 
General for Health and Consumers to review EFSA’s main achievements over the past 10 
years and to anticipate the future challenges that the organisation will face. The conference 
provided an important platform to complete EFSA’s vision of its operating context and identify 
concrete actions to be reflected in the final strategic recommendations of EFSA’s 
Management Board. EFSA, together with its partners and with expert colleagues in other 
institutions and organisations, sought to map out a vision for the Authority’s future. Webcast 
and documents of this meeting are available at:  
http://www.efsa.europa.eu/en/events/event/121113.htm. 
                                                      
7 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf 
9 http://www.efsa.europa.eu/en/press/news/121116b.htm 
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5. European Commission Mandate on Endocrine Disruptors 

• Update on the work-programme and timelines  
A preliminary meeting was held in October 2012 to prepare the work and the composition of 
the Working Group (WG) on Endocrine Disruptors. It was decided to include more experts in 
human endocrinology and to call upon European sister agencies for suggesting experts in 
this field. Observers from the European Commission’s Directorate General for Health and 
Consumers, European Chemicals Agency (ECHA), European Environment Agency (EEA), 
EC Joint Research Centre (JRC) and European Medicines Agency (EMA) will follow the 
progress of the WG. The work of international institutions (e.g. World Health Organisation - 
WHO, Office of Economic Cooperation and Development - OECD and the US Environmental 
Protection Agency - EPA) will be carefully considered by the WG. The scientific opinion on 
endocrine disruptors will be drafted and presented for information and discussion at the 
public 59th Scientific Committee Plenary Meeting on 5-6 February 2013.  

• Content of the draft opinion and distribution of the work 

As determined by the agreed terms of reference, the task is to provide an opinion on three 
items: (1) criteria for the identification of endocrine disruptors, (2) criteria for adversity and 
distinguishing it from physiological modulation, and (3) the appropriateness of existing 
toxicology testing methods to cover the effects of endocrine active substances. It was 
deemed appropriate also to include in the opinion (a) an overview of the legislative provisions 
in the EU that relate to endocrine active substances, (b) an overview of relevant activities by 
third parties and (c) a definition of the terms ‘endocrine disruptor’ versus ‘endocrine active 
substance’. 

 

6. Update of EFSA’s response to the publication by Séralini et al. (2012) 
EFSA received an urgent request from the European Commission’s Directorate General for 
Health and Consumers to review an article published in September 2012 by Séralini et al. in 
the Journal of Food and Chemical Toxicology. The authors reported on an animal feeding 
study with GM maize NK603 and a formulation of glyphosate herbicide. In first instance, 
EFSA issued in October 2012 a scientific evaluation of the reported study results as they 
were published. EFSA concluded that the Séralini et al. paper was of insufficient scientific 
quality to be considered in a risk assessment. 

To enable the full understanding of the study, EFSA invited the authors to share key 
additional information about the study methodology given the gaps found in the reporting of 
the study’s findings. EFSA published a second statement on the Séralini et al. publication on 
28 November 2012. It reflects the outcome of the re-evaluation of the study as originally 
reported by the authors and takes into account a second publication by the authors in 
response to the criticism. Such re-evaluation was carried out by experts from Member States 
authorities and by EFSA. EFSA concluded that the study is unsuitable for risk assessment 
due to inappropriate design and data analysis. The conclusions of the study are not 
supported by data, and therefore have no impact on the ongoing re-evaluation of glyphosate 
carried out by the German authorities or on the existing safety evaluation of NK603 maize by 
EFSA. 

 

7. Draft guidance of the CONTAM Panel on methodological principles and scientific 
methods to be taken into account when establishing reference points for action  

EFSA accepted the mandate from the European Commission for its Panel on Contaminants 
in the Food Chain (CONTAM) to deliver a scientific opinion on guidance on methodological 
principles and scientific methods to be taken into account when establishing Reference 
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Points for Action (RPAs) for non allowed/non authorised substances. In the draft guidance a 
step-wise approach is presented where both toxicological and analytical considerations are 
taken into account to arrive at a Toxicological Screening Value (TSV). The CONTAM Panel 
considered that RPAs should be matrix independent, should take into account the overall 
intake of food of animal origin and should depend on the availability of relevant toxicological 
and analytical data.  

The Scientific Committee considered the proposed approach and terminology in the draft 
CONTAM guidance and provided suggestions to revise some sections in the draft opinion in 
a way that it becomes clear that the proposed approach is intended as a tool for risk 
prioritisation and not for authorisation of regulated products. 

 

8. Update on the work-programme of the Scientific Committee working groups 
 

• Working Group Compendium of Botanicals (version 3.0) 
In May 2012 EFSA published the latest version of the compendium of botanicals reported to 
contain naturally occurring substances of possible concern for human health. In a survey 
made in 2012, Member States’ competent authorities confirmed the added value of the 
compendium that is used mostly for pre-market assessment, when receiving notifications 
from manufacturers. In a self-tasking mandate, EFSA requested the Scientific Committee to 
update the compendium with botanicals used in non-European countries that have no history 
of use in Europe, botanicals that have been submitted to EFSA under the Regulation on 
health claims, and botanicals appearing on positive lists in Member States. The possibility of 
a web-searchable format will also be considered. The first meeting of the new working group 
will take place on 28-29 November 2012.  

 

•  Working Group on Qualified Presumption of Safety for Botanicals 
In a self-tasking mandate EFSA requested the Scientific Committee to develop a generic 
system allowing for priority setting among botanicals submitted to EFSA for a safety 
assessment. The WG had its first meeting on 16 November 2012. The Qualified Presumption 
of Safety (QPS) approach, implemented for the generic safety assessment of micro-
organisms deliberately added to food and feed, will serve as a starting point. The proposed 
generic system developed for botanical will be tested with a number of case studies, to 
determine its applicability for the various EFSA areas of activity. The WG is expected to give 
its final recommendations in July 2013. 
 

•  Working Group on Uncertainty in Risk Assessment 
The launch of the activities of this working group is scheduled for spring 2013. 
 

• Standing Working Group on Emerging Risks 
In 2012 a standing WG on Emerging Risk was established to promote a transparent 
framework for the identification of emerging risks within EFSA, taking into consideration the 
current procedure. The WG has been established and will have its first meeting on 13-14 
December 2012, coordinated by the Emerging Risks (EMRISK) Unit. It is the intention to 
involve Members of all EFSA Panels in this standing WG to cover all relevant disciplines and 
to create a clear link between the WG and the Panels’ ongoing activities.  
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• Standing Working Group on Guidance Review 
The standing WG on Guidance Review aims to assess generic guidance strategies for risk 
assessment as applied by the EFSA Panels (and their respective WGs). The standing WG 
will map common denominators as well as different approaches with the overall goal of 
giving recommendations for harmonising and reconciling these elements to the greatest 
possible extent. The first meeting of the WG will be held on 5 December 2012, during which 
the working terms and priorities will be identified.  

 
9. European Commission public consultation on the draft opinion “Addressing the 

new challenges in risk assessment” 
An Inter-Committee Coordination group assembled from members of the three European 
Commission’s Scientific Committees (SCCS, SCHER, SCENIHR) was established to review 
the procedures used for human and ecological risk assessment and to map anticipated 
challenges taking into account both fundamental and practical considerations. The resulting 
draft opinion was published in October 2012 with a call for public consultation until 30 
November 2012. The draft opinion gives an overview of current and novel techniques used 
with a focus on ecological risk assessment and explores a number of scenarios in risk 
assessment, but refrains from drawing conclusions or giving specific recommendations for 
future risk assessment. Once reviewed and adopted, the opinion could serve as a reference 
source for EFSA, for areas that are covered in the opinion but not fully implemented in 
EFSA’s risk assessment. 
 

10. Draft Scientific Committee Mandate on Environmental Risk Assessment 
Within EFSA’s Plant Protection Products and their Residues (PPR) Panel, issues of 
environmental risk assessment (ERA), which overarch several scientific disciplines and 
Panels have been identified. The Scientific Committee was therefore presented with a draft 
self-tasking mandate to deliver two opinions on these overarching elements of ERA being: 
(1) the coverage of endangered species during non-target species analysis and (2) the 
recovery of non-target species. The Scientific Committee made some comments that will be 
considered in the revision of the mandate. A revised version of the mandate will be tabled at 
the February 2013 plenary meeting.  

 

11. Feedback from the Scientific Panels and other scientific activities 
 

Panel on Animal Health and Welfare (AHAW) 
The Chair of the AHAW Panel presented issues of possible interest for the other Panels. At 
several occasions the AHAW Panel had expressed a need to improve the data collection on 
animal health and zoonotic conditions in order to address future risk assessment needs. In 
response to this issue, EFSA outsourced a project to develop a methodological framework to 
specify the data needs in accordance with risk assessment questions and the relevant risk 
assessment methods. 

Since epidemiological data collection requirements arise from specific questions which are 
impossible to anticipate, it was suggested to primarily collect epidemiological data which are 
not subject to frequent changes and may address several areas (core data). The 
epidemiological experts in the AHAW panel are thankful for the professional support on this 
matter as received from EFSA’s Scientific Assessment Support (SAS) Unit. For specific 
topics, data collection frameworks have already been established.  
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Panel on Food Additives and Nutrient Sources Added to Food (ANS) 
The Chair of the ANS Panel updated the Scientific Committee on recent achievements in the 
Panel with possible relevance for the other Panels. The scientific opinion on the re-evaluation 
of the safety of aspartame has been endorsed for public consultation and the Panel was very 
grateful for the provision of past study reports by the United States Food and Drug 
Administration. The public consultation will close on 15 February 2013.  

 
Panel on Biological Hazards (BIOHAZ) 
The Chair of the BIOHAZ Panel presented as an overarching issue the mandate on public 
health risks related to different types of mechanically separated meat derived from poultry 
and swine. The BIOHAZ Panel will take the lead in the coordination of this WG. 

 

Panel on Food Contact Materials, Enzymes, Flavourings and Processing Aids (CEF) 
The Chair of the CEF Panel informed the Scientific Committee about recent achievements of 
possible relevance to other Panels. During the last CEF plenary meeting it was agreed to 
postpone the deadline for the finalisation of the revision of the guidance document for food 
contact materials (FCM) to allow sufficient time for public consultation. The application of the 
Threshold of Toxicological Concern (TTC) approach for selected FCM has been considered 
and will be further discussed with the European Commission. 

The work of the CEF Panel on the full re-evaluation of the safety of Bisphenol A (BPA) as 
FCM is ongoing. The Panel will evaluate the health risks of BPA for humans, taking account 
of exposures to BPA by different groups of the population (e.g. pregnant women, infants and 
children). A working group of the European Commission’s SCENIHR is at the moment 
assessing the impact of the use of BPA in medical devices. Information exchange between 
the Panel working group and SCENIHR is ensured by the participation of observers from 
SCENIHR to the EFSA working group and vice versa. 

The issue of human exposure to perfluorinated compounds used in FCM and the subsequent 
accumulation of these compounds in breast milk is being discussed within the Panel and with 
the European Commission. It can be expected that the health risks of environmental 
distribution of perfluorinated compounds may become a relevant subject for the Panel on 
Contaminants in the Food Chain (CONTAM) in the future. 

 

Panel on Contaminants in the Food Chain (CONTAM) 
The Chair of the CONTAM Panel summarised the progress since the last Scientific 
Committee plenary meeting and raised issues of possible interest to the other Panels, such 
as the recently adopted outputs on mercury and methyl mercury in food, on dioxins and 
dioxin-like PCBs in foods consumed by infants and young children, on brominated flame 
retardants and on acceptable previous cargoes for fat and oils. 

EFSA received a request from several Member States’ competent authorities for a re-
evaluation of acrylamide, previously performed by the Joint FAO/WHO Expert Committee on 
Food Additives (JECFA), taking into account novel insights in particular recent 
epidemiological data. The terms of reference for a possible mandate are being discussed 
and are expected to be clarified soon. Coordination and possible cooperation with JECFA 
shall be considered to avoid duplication of efforts. 
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The Scientific Committee was informed that methanol in illicitly manufactured strong 
alcoholic beverages poses health problems in the Czech Republic and has been alerted to 
the European Commission. 

 

Panel on Additives and Products or Substances used in Animal Feed (FEEDAP) 
The Chair of the FEEDAP Panel summarised recent and ongoing activities of possible 
relevance for the other Panels. Several opinions in relation to applications for authorisation of 
various substances as feed additives have been adopted in the last FEEDAP plenary 
meeting and will be soon published.  

The Panel adopted three opinions on microorganisms in which safety concerns where 
expressed arising mainly from the resistance to antibiotics. The FEEDAP Panel was 
requested to review the Maximum Residue Levels (MRLs) for copper in food of animal origin, 
in its use as feed additive. The Panel noted that the MRLs previously set for the use of 
copper as pesticide was not consistent with the legal use of copper as feed additive. The 
opinion includes a recommendation to set different MRLs, by increasing or decreasing, for 
some food items, those set in Regulation (EC) No 149/2008. 

 

Panel on Genetically Modified Organisms (GMO) 
The Chair of the GMO Panel informed about recent activities of the Panel with overarching 
aspects of risk assessment. Five opinions on safeguard clauses from Member States have 
been published. It was decided that future opinions on safeguard clauses will be shortened 
considerably in case no new or newly interpreted scientific knowledge is presented to 
substantiate the claim. 

Several opinions on applications for authorisation of transgenic plants have been adopted or 
are currently under revision. It was noted that for nutritionally enhanced GM crops, the 
concept of substantial equivalence may not be always applicable (i.e. the plant is 
intentionally different). The Panel has therefore defined criteria for the comparative 
assessment of this GM crops in its Guidance Document and a procurement is currently 
ongoing to review the information available on Risk Assessment strategies adopted for these 
crops.  

The development of software for statistical assessment of field trial data is currently ongoing 
through a procurement. In the mean time, the GMO Panel received very helpful statistical 
assessment support from EFSA’s SAS Unit.  

The Panel has adopted one opinion on new techniques used to genetically modify plants. 
The opinion reviews the new techniques currently available or under development and 
discusses whether they demand similar data requirements for safety assessment as 
compared to traditional transformation methods to create genetically modified plants. 

A challenge identified by the GMO Panel is posed by the genetic background variation. For 
environmental risk assessment, it shall be investigated whether it is sufficient to assess the 
safety of a single event, which, if deemed safe, can be introduced into a variety of plants with 
different genetic backgrounds.  

 

Panel on Dietetic Products, Nutrition and Allergies (NDA)  
The Vice Chair of the NDA Panel summarised the progress since the last Scientific 
Committee plenary meeting and raised issues of interest to other Panels. Several hundreds 
of health claims associated to botanicals are pending for evaluation by the NDA Panel, 
waiting for further indications from the European Commission whether the Panel should 
assess them. The NDA panel has published several guidance documents on the level of 
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evidence needed for the evaluation of health claims but applicants are asking for botanicals 
to be evaluated differently, taking into account beneficial effects reported from traditional 
history of use.  

Work is ongoing to develop opinions on dietary reference values of vitamins and minerals, 
scheduled to be published by the end of June 2015.  

 

Panel on Plant Health (PLH) 
The Chair of the PLH Panel highlighted the activities of the Panel since the last Scientific 
Committee Plenary meeting and which are of interest to the other Panels. The revision of the 
updated EU Plant Health Regime will considerably affect the work of the PLH Panel once 
entered into force. The PLH Panel was requested by the European Commission to revisit its 
opinion on the risk to plant health of the highly devastating plant pest Guignardia citricarpa 
found in citrus fruits from South Africa for the EU territory. Analogously, scientists from the 
US Department of Agriculture (USDA) approached the European Commission in response to 
the EFSA opinion on Xanthomonas citri subsp. citri expressing disagreement with the 
conclusions presented, which would justify the EU-wide embargo of citrus fruit from Florida, 
where Xanthomonas campestris is present. This demonstrates the challenge for EFSA in its 
role as a risk assessor of issues that have political and risk management aspects.  

 

Panel on Plant Protection Products and their Residues 
The Chair of the PPR Panel presented the activities ongoing that might be of possible 
interest to other Panels. The work on a new mandate forwarded by the Member States to the 
EC to evaluate two pesticides that show pharmacological profiles similar to nicotine in two 
recent studies will be taken up.  

 

Report back on guidance documents under public consultations  
The representatives of several Panels reported in general a limited or lack of response when 
launching a guidance document for public consultation. 

Conversely, in the PPR Panel the public consultation on the draft guidance document on the 
Risk Assessment of Plant Protection Products on bees yielded more than 800 comments, 
which are being evaluated at the moment. Due to the vast amount of comments received, the 
internal deadline for closure of the evaluation process was postponed until April 2013. Three 
additional chapters will be launched for public consultation.  

 

12. Tools for Scientific Cooperation  
Expert database 

To ensure cooperation and facilitate communication between competent authorities 
responsible for food safety in the Member States and EFSA, several tools have been 
developed. In the Expert Database (EDB), experts can register, if they fulfil a set of criteria 
proving their expertise and aptitude to cooperate with EFSA. As of November 2012, 3285 
experts were registered in the database. Once registered in the EDB, the experts are 
requested to review their information on an annual basis, and will be removed from the 
database if refraining from an update for more than 2 years.  
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Article 36 and Information Exchange Platform (IEP) 

As stated in Article 36 of the EFSA founding Regulation, the authority “shall promote the 
European networking of organisations operating in the fields within the Authority's mission”. 
The Information Exchange Platform (IEP) is a web space hosted by EFSA and developed in 
cooperation with the Member States. The aim of the site is to facilitate the exchange of risk 
assessment activities between the Member States and EFSA by providing a platform for 
sharing documents such as risk assessment reports, mandates, requests, work plans, events 
and country specific information. The access to the IEP is granted to members of the EFSA 
Panels, Scientific Committee and of the Advisory Forum, members of EFSA scientific 
Networks, relevant institutions in and outside EFSA and nominated individuals.  

 

13. The EFSA Journal 
The EFSA Journal serves as a tool to inform the scientific community about EFSA’s scientific 
outputs. To date more than 3000 scientific outputs have been published in the EFSA Journal. 
In 2012 an errata tool has been implemented on the Journal’s website allowing the 
announcement of errata corrige for EFSA’s published scientific opinions.  

The indexing in bibliographic databases is currently pursued, with a contract with EBSCO 
ready to be signed and entries into the databases of Thomson Reuters’ Web of Knowledge 
and to Medline/Pubmed expected for 2013.  

 

14. Specialised courses on advanced aspects of risk assessment for EFSA’s Panel 
members and staff 

Between 2013 and 2015 specialised courses on advanced aspects of risk assessment will be 
organised for EFSA’s panel members and EFSA staff. The courses will be held by the 
Institute of Environmental Medicine, Karolinska Institute, Sweden, The Food and 
Environment Research Agency, United Kingdom, and the National Institute for Public Health 
and the Environment, Netherlands. The courses will cover the topics “Evidence base for risk 
assessment”, “Variability and Uncertainty” and “Exposure assessment” and will be organised 
as scientific lectures, discussion groups and practical exercises. The number of participants 
per course is limited to 25 (15 Scientific Committee/Scientific Panel, 10 EFSA Scientific 
Staff).  

 

15. Centralised support for the organisation of expert meetings 
The agenda item 15 was dismissed due to lack of time. 

 

16. Any Other Business 

• Guidelines for observers: 
As part of a pilot project underpinning EFSA’s commitment to openness and transparency, 
EFSA provides the opportunity to observers from interested parties to participate to plenary 
meetings, provided that the registration procedure and the code of conduct, as described in 
the guidelines for observers, are met.  
The first experiences with observers present at plenary meetings were positive in the sense 
that the guidelines were followed. Some observers have uttered the wish to loosen the rules 
for questions at the end of the meeting sessions, which at the present have to be submitted 
prior to the plenary meeting according to the guidelines. However, in general, the public 
interest in attending open meetings is fairly low. Possible reasons behind the limited 
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attendance could be the relatively strict rules for the registration and attendance of 
observers, a lack of interest in the topic presented at plenary meetings or unawareness of 
these open meetings taking place. The extension of the time for registration to open 
meetings will be considered in the future to encourage a more extensive participation from 
interested stakeholders.  

Continuing EFSA’s commitment to openness and transparency, the Authority will give access 
to Scientific Panel meetings and its Scientific Committee either in total or in part spanning the 
next 10 months.  


