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1. OPENING, APOLOGIES FOR ABSENCE 

The Chair welcomed the participants. Apologies were received from Albert Flynn, Ada 
Knaap, and Harry Kuiper who was replaced by Sirpa Kärenlampi, Vice-Chair of the GMO 
Panel.  
 
2. ADOPTION OF THE DRAFT AGENDA  

The draft agenda was adopted as tabled.  
 
3. DECLARATIONS OF INTEREST 

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual 
Declaration of Interest (ADoI) and Specific Declaration of interest (SDoI) filled in by the 
invited experts. No conflicts of interests related to the issues discussed in this meeting have 
been identified during the screening process.  
 
Josef Schlatter indicated that he is a co-author of a scientific paper that was used by the 
working group for proposing a default factor for extrapolation from subchronic to chronic 
duration. This interest was not considered as a conflict by the Scientific Committee and 
EFSA. 
 
4.  FEEDBACK FROM EFSA ON ISSUES RELEVANT FOR THE SCIENTIFIC COMMITTEE 

Stakeholder platform meeting, 17-18 November 2011  
Stakeholders were presented with the draft EFSA Science Strategy, which foresees a further 
development of the cooperation between EFSA and the Stakeholders. Participants were also 
presented with the role of the new EFSA application desk unit, as well as the comprehensive 
food consumption database that has been developed in close cooperation with the European 
Member States and is used for the exposure assessments performed by the EFSA Panels. 
 
Sue Barlow, chair of the working group of the Scientific Committee on Threshold of 
Toxicological Concern (TTC), presented the draft opinion ”Exploring options for providing 
preliminary advice about possible human health risks based on the concept of TTC”. This 
draft opinion was subject to a public consultation from 12 July to 23 September 2011 and 
raised a number of comments and questions. Clarifications were provided about the EFSA 
areas where the TTC approach could be used. It was underlined that the approach cannot be 
used in areas where the legislation requires the submission of data, e.g. for the evaluation of 
the primary components of pesticides. The participants agreed on the usefulness of the TTC 
approach. 
 

Advisory Forum meeting, 30 November – 1 December 2011 
Birgit Noerrung, Chair of the BIOHAZ Panel, presented the work of the Panel and the 
cooperation with European Member States in the BIOHAZ area, including the BSE and 
microbiological risk assessment networks. 
 
Hubert Deluyker, Director of Science Strategy and Coordination, updated the participants on 
EFSA’s dialogue with the European Commission on the medium term planning. The medium 
term planning and a multi-annual work plan, including a multi-annual work programme for 
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grants and procurement will be discussed at the next Advisory Forum meeting in March 2012. 
A number of topics, reflecting the key objectives of EFSA’s Science Strategy, were identified 
for strategic discussion in 2012.  
 
5. DRAFT GUIDANCE ON DEFAULT VALUES 

The draft guidance on selected default values to be used by the EFSA Scientific Panels and 
Committee, and EFSA Units in the absence of actual measured data was submitted to the 
Scientific Committee for discussion and possible adoption. The document had been updated, 
taking account of the comments received from various parties during the public consultation 
that took place from 7 July until 15 September 2011. 
 
Members of the Scientific Committee underlined the possible impact on EFSA and other key 
players in the area of risk assessment of the proposed harmonised default values and 
uncertainty factors; they asked for the rationale and data behind the proposed values to be 
clearly described, as well as to make it clear in the document what EFSA means by “default 
values” and when the use of such default values is advocated or, on the contrary, 
inappropriate. The Scientific Committee stressed that default values are never meant to 
replace the use of measured data when those are available. It was also underlined that this 
guidance document should not aim at setting protection levels, which is the responsibility of 
the risk manager, but it should discuss what would be the impact on the levels of protection, 
when changing the default values that were used in the past with new values 
 
The guidance document will be updated by the working group in order to address the 
comments made during the meeting. It will be resubmitted for possible adoption to the next 
Plenary meeting of the Scientific Committee. 
 
6. REPORT BACK FROM SCIENTIFIC PANELS 

Panel on animal health and animal welfare (AHAW) 
The guidance on risk assessment for animal welfare, as well as the opinions on the use of 
animal-based measures to assess the welfare of dairy cows and pigs will be proposed for 
adoption at the next Plenary meeting.  
 
The Panel endorsed the animal health and welfare aspects of the guidance on risk assessment 
of food and feed derived from GM animals. The guidance document was then adopted by the 
GMO Panel at their last Plenary meeting. The good collaboration with the GMO unit was 
underlined by the Chair. 
 
The Panel received a new mandate on the stunning of poultry by means of electrical water 
bath. The Panel is also having discussion with the European Commission on a possible self-
task on tuberculosis in wildlife.  
 
The opinion of the Scientific Committee on statistical significance and biological relevance 
was presented during the last Plenary meeting and led to fruitful discussion on these concepts.  
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Panel on food additives and nutrient sources added to food (ANS) 
EFSA has been given access to over 600 datasets to be considered for the re-evaluation by the 
ANS Panel of the sweetener Aspartame. Members of the Panel are now considering how to 
best perform the task to complete the re-evaluation by the September 2012 agreed deadline.  
 

Panel on food contact materials, enzymes, flavourings and processing aids (CEF) 
The Panel published a statement on the report on bisphenol A (BPA) from the Agence 
nationale de sécurité sanitaire de l'alimentation – Anses, as well as the minutes of an 
EFSA/Anses video conference to discuss the differences with the 2010 EFSA’s opinion. The 
approach of the ANSES report is that of hazard identification, comprising also elements 
which could be relevant for the safety assessment of non-dietary exposure to BPA, whereas 
the EFSA’s opinion of 2010 addresses the assessment of risk from dietary exposure to BPA. 
The Panel overall considers that the information in the ANSES report does not change the 
views that the CEF Panel expressed in 2010. To further investigate the divergences between 
the conclusions of ANSES in 2011 and those of EFSA in 2010 and to identify the relevant 
uncertainties in the data, the CEF Panel has undertaken a preliminary review of the new 
literature emerging on BPA. The Panel will reconsider its opinion following further 
evaluations of new studies and of new data from ongoing low dose studies. EFSA will 
continue its collaboration with Anses on this issue. 
 

Panel on contaminants in the food chain (CONTAM) 
The Panel adopted an opinion on mycotoxins T-2 and HT-2 in food and feed, as well as an 
opinion on Tetrabromobisphenol A and its derivatives in food; due to limited data on 
exposure and toxicology, the Panel was not able to establish a TDI. The estimated exposure 
led however to a large margin of exposure (MOE), which indicates that this compound is of 
low concern for human health.  
 
The first batch of substances currently on the list in the annex to Commission Directive 
1996/3/EC as acceptable previous cargoes for edible fats and oils was adopted by the Panel. It 
concerns substances for which an ADI already exists.  
 
The Panel discussed a letter received from the Food Safety Authority of Ireland (FSAI) 
questioning the EFSA’s opinion on cadmium and the contribution of potatoes consumption to 
the overall exposure. It was explained that the absence of difference in the urinary excretion 
of cadmium between low and high consumers is due to the fact that cadmium is present in a 
full distribution of vegetables; as such, low consumer of potatoes will eat more of (an)other 
vegetable(s) but the exposure to cadmium will remain the same compared to high consumers 
of potatoes.  

 
Panel on genetically modified organisms (GMO) 

The Vice-Chair of the Panel confirmed the fruitful collaboration already expressed by the 
Chair of the AHAW Panel on the guidance on risk assessment of food and feed derived from 
GM animals. The guidance was adopted during the last Plenary meeting.  
 
The Panel received a request from the European Commission to deliver an opinion on the 
adequacy of the current EFSA guidelines for risk assessment of GM plants and for the risk 
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assessment of plants developed through a number of new techniques. A first opinion on plants 
developed by cisgenesis and intragenesis will be proposed for adoption in January 2012.  
 
The Vice-Chair reported back on the coming collaboration with the CEF Panel for the 
evaluation of hundreds of enzymes, half of them being expected to be produced by GM 
organisms. GMO and CEF will provide guidance to the industry on the dossier to be prepared 
for the evaluation by EFSA. 
 

Panel on plant health (PLH) 
The 2nd meeting of the scientific network for risk assessment in plant health took place in 
Warsaw last 20 October 2011. Synergies in pest risk assessment activities, exchange of 
information and data at European level and harmonisation of pest risk assessment practices 
and methodologies were discussed.   
 
The Panel adopted a guidance on environmental risk assessment of plant pests. The document 
illustrates the various approaches and methodologies to assess environmental risks related to 
pests in Europe. The guidance was subject to a public consultation from 29th August until 
beginning of October 2011. The document will be shared with the other EFSA Panels dealing 
with environmental risk assessment. The Panel also endorsed a draft guidance document on 
the evaluation of pest risk reduction options for public consultation. 
 
The opinion of the Scientific Committee on statistical significance and biological relevance 
was presented during the last Plenary meeting and led to fruitful discussion on these concepts. 
 

Panel on plant protection products and their residues (PPR) 
The opinion on the use of probabilistic methodology for modelling dietary exposure to 
pesticides residues will be published on the EFSA website for public consultation; it was 
suggested to put it on the agenda of a future Plenary meeting of the Scientific Committee, 
after it has been reviewed with the comments received during the consultation.  
 
The Panel is updating its guidance documents on aquatic and terrestrial ecotoxicology. The 
recent question received from the European Commission on the science behind the 
development of a risk assessment of plant protection products on bees will be used to update 
the guidance on terrestrial ecotoxicology.  
 
The opinion of the Scientific Committee on statistical significance and biological relevance 
was presented during the last Plenary meeting and led to fruitful discussion on these concepts. 
 
 
7. DRAFT OPINION ON RISK ASSESSMENT TERMINOLOGY 

The draft opinion on risk assessment terminology was presented to the Scientific Committee 
for preliminary discussion. The draft opinion aims to improve consistency within and between 
opinions of the same Panel and between panels, and to reduce ambiguity in communicating 
risk assessments. The opinion is a medium term strategy, acknowledging that there is a need 
for harmonisation, but also taking note that some Panel-specific differences exist depending 
on the area considered. Harmonised use of terminology should be encouraged within each 
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Panel, with the differences to be acknowledged and explained. Three dimensions are proposed 
for the work on harmonisation: internal consistency (be coherent along the whole opinion, i.e. 
do not use a same term with different meanings), harmonisation within the same Panel, and 
harmonisation between Panels. 
 
The members of the Scientific Committee acknowledged the quality of this document that 
provides a starting point for more specific follow-up. Participants made a number of 
suggestions to further improve the document, such as emphasizing the need for dialogue 
between the risk manager and risk assessor to reach a common understanding of the issue to 
address. The document will be revised according to the comments received during this 
meeting and submitted again in February 2012 to the Scientific Committee for possible 
endorsement for public consultation. 
 
 
8. DRAFT GUIDANCE ON SUBMISSION FOR FOOD ADDITIVES EVALUATION 

Participants were provided with a copy of the replies from the Chair of the Scientific 
Committee to the questions2 received from the Chair of the ANS Panel concerning the views 
of the Scientific Committee on: 
 

• the risk assessment of regulated compounds with allergenic properties,  
• the use of the MOE approach for genotoxic and carcinogenic contaminants or residual 

of food additives.  
 
It was clarified that the Secretariat of the Scientific Committee is following the work of the 
NDA Panel dealing with a request of the Food Safety Authority of Ireland to review the state 
of play of the current knowledge in the field of food allergens. Concerning the second point, a 
meeting will be organised early January 2012 to prepare a discussion paper addressing the 
applicability of the MOE approach for the risk assessment of genotoxic and carcinogenic 
contaminants or residues in food additives. The issue will then be put on the agenda of the 
February 2012 Plenary meeting of the Scientific Committee.  
 
9. NEW SELF-TASK MANDATES OF THE BIOHAZ PANEL 

Birgit Noerrung, Chair of the BIOHAZ Panel, presented two new self-task mandates.  
 
The first mandate deals with the development of a risk ranking tool on biological hazards. The 
Panel aims at gathering experience from previous and ongoing applications of risk ranking 
into a single document to improve consistency and transparency of the opinions. The 
Scientific Committee underlined that the issue of risk ranking is of relevance not only for 
biological hazards but also for chemical risks and nutrition; it fits with the recommendation of 
the EFSA Science Strategy to include public health criteria when prioritising the questions 
sent to EFSA.   
 
The second mandate deals with lessons learned by the Panel from modelling on biological 
hazards. The Panel dealt with questions on quantitative risk assessments and modelling to 
                                                 
2 See minutes of the 51st Plenary meeting of the Scientific Committee – www.efsa.europa.eu  
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address questions related to food-borne pathogens. Models are often novel, complex and not 
always peer-reviewed, which trigger the risk for the resulting assessments to be challenged. 
The Panel therefore wants to give an overview on the lesson learned when using modelling 
and develop guidelines on how to deal with these approaches. The Scientific Committee 
underlined that this is a general issue already tackled by some European projects. 
 
 
10.  REPORT BACK FROM WORKING GROUPS 

WG Compendium on Botanicals 
Participants were presented with the answers received on a survey sent to Member States’ 
competent authorities via the EFSA Advisory Forum concerning the use of the EFSA 
Compendium on botanicals reported to contain toxic, addictive, psychotropic or other 
substances of concern. Eleven out of the 14 Member States who replied to the survey 
indicated that they use the Compendium, mostly for the pre-market assessment of notified 
plant-based food supplements. A number of suggestions were made to improve the contents 
of the compendium and its usefulness for the European Member States, among which to 
update regularly the contents, to incorporate plants present in third countries but that have not 
a market history in Europe, and to convert the current Excel format Compendium into a web-
searchable database format that would be compatible with the future EFSA database on 
chemical hazards. All respondents underlined the importance (from medium to high priority) 
that EFSA continues its work on the Compendium.  
 
The Scientific Committee indicated its satisfaction to see that the Compendium available on 
the EFSA website is being used by the European Member States. A question was raised about 
how to make the Compendium of further usefulness for EFSA itself; some Panels, e.g. CEF, 
FEEDAP or NDA, will have a number of botanicals to evaluate in the short to medium term, 
and it can be expected that EFSA will have to assess at some point, under the Novel Food 
Regulation, botanicals that do not have a market history in Europe. 
 
The Scientific Committee asked the Secretariat to prepare two mandates: 

• The first mandate to maintain and develop further the existing Compendium in the 
coming years; 

• The second mandate to consider the instrumentalisation of the Compendium for EFSA 
risk assessments’ needs, e.g. develop a Qualified Presumption of Safety (QPS) 
approach for botanicals.  

 
The two draft mandates will be discussed at the next Plenary meeting of the Scientific 
Committee in February 2012. 
 
 

WG Threshold of Toxicological Concern (TTC) 
The comments received during the publication consultation on the draft opinion “Exploring 
options for providing preliminary advice about possible human health risks based on the 
concept of Threshold of Toxicological Concern (TTC)” have now been reviewed. A 
teleconference will be organised mid-December 2011 to finalise the document that will then 
be submitted for possible adoption by the Scientific Committee in February 2012.  
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Sue Barlow, Chair of the working group, informed the members of the Scientific Committee 
that another meeting has been scheduled for December with the SANCO non-food 
committees to report and discuss the last updated draft, and to be informed about the 
finalisation of their opinion.  
The draft opinion on TTC was presented and discussed with the EFSA Stakeholder 
Consultative Platform (see also above); the feedback received from the stakeholders will be 
considered by the working group to finalise the opinion.  
 
 
11. ANY OTHER BUSINESS 

The EFSA Science Strategy was revised following comments received during the consultation 
process. It will be submitted for possible adoption by the Management Board on 15 December 
2011.  
 
The EFSA policy on transparency will be circulated to the Scientific Committee as soon as it 
is ready. It foresees the possibility to open certain plenary meetings for observers. Plenary 
meeting dealing with regulatory dossiers would still be closed. A call was launched for Panels 
who wish to participate in the pilot phase.  
 
The Panel renewal process is ongoing; all candidates who applied have been evaluated and 
scored.  
 
The chair of the CONTAM Panel enquired about the future work planned concerning 
statistical issues as a follow-up of the published Scientific Opinion of the Scientific 
Committee on Statistical Significance and Biological Relevance. The SC was informed that 
this topic would be put on the agenda of one of the next SC plenary meetings.  
 


