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Scientific Committee 

Minutes of the 77th Plenary meeting 

Held on 16-18 February 2016, EFSA 

(Agreed on 13 April 2016) 

Participants  

 Scientific Committee Members: 

Tony Hardy (Chair), Diane Benford, Susanne Hougaard Bennekou, Achim 
Gathmann, Thorhallur Halldorsson, Mike Jeger, Helle Knutsen, Simon More, 
Alicja Mortensen, Hubert Noteborn, Antonia Ricci, Guido Rychen1, Josef 

Schlatter, Vittorio Silano, Roland Solecki and Dominique Turck2. 

 Members of scientific panels: 

Theo Brock (via teleconference for agenda item 4.1) 

 Hearing experts : 

Andrew Hart (for agenda item 4.2 only), Robert Luttik (for agenda item 4.1 
only). For agenda item 5.1d: Claire Beausoleil (ANSES), Annika Hanberg3 

(IMM), Johanna Zilliacus3 (IMM), Wout Slob3 (RIVM), Laurent Bodin3 (ANSES). 

 European Commission: 

Panagiotis Daskaleros (DG Sante) 

 EFSA: 

- COMMS Department: Alberto Spagnolli and Jacopo Alabiso (for agenda 

item 5.2d), Djien Liem, Jeffrey Moon (for agenda item 6) 

- RASA Department: Hans Verhagen  

- REPRO Department: Juliane Kleiner  

- SCER Unit: Tobin Robinson, Ana Afonso, Bernard Bottex, Jean-Lou 
Dorne, Nikolaos Georgiadis, Andrea Germini, Tilemachos Goumperis, 
Georges Kass, Lesley Koschel (for agenda item 5.2e only), Angelo 

Maggiore, Daniela Maurici, Caroline Merten, Agnes Rortais, Reinhilde 
Schoonjans. 

 

1. Welcome and apologies for absence 

The Chair welcomed the participants. Apologies were received from Hanspeter 
Naegeli (chair of the GMO panel) who was replaced by Achim Gathmann and 

                                       
1 Day 2-3 only 
2 Via teleconference on Day 2 (pm) and Day 3 (am) 
3 Via teleconference 
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Colin Ockleford (chair of the PPR panel) who was replaced by Susanne Hougaard 

Bennekou. 

 

2. Adoption of the agenda 

The agenda was adopted without changes. 

 

3. Declarations of Interest of Scientific Committee Members 

In accordance with EFSA’s Policy on Independence and Scientific Decision-

Making Processes4 and the Decision of the Executive Director implementing this 
Policy regarding Declarations of Interests5, EFSA screened the Annual 
Declaration of Interest and the Specific Declarations of interest filled in by the 

experts invited for the present meeting. No conflicts of interests related to the 
issues discussed in this meeting were identified during the screening process.  

 

4. Scientific outputs submitted for discussion and/or possible adoption 

4.1 Draft guidance on biodiversity and ecosystem services to define 

protection goals for Environmental Risk Assessment (ERA) (EFSA-Q-
2013-00289) 

The Scientific Committee was presented with the draft Guidance to define 

specific protection goals for environmental risk assessment at EFSA, in relation 
to biodiversity and ecosystem services.  The relevance of the harmonisation 

exercise in the first part of the problem formulation for all EFSA panels involved 
in ERA was acknowledged.  

The Scientific Committee expressed general agreement with the document and  

suggested further considering how the dialogue between risk assessors and risk 
managers could be conducted when defining specific protection goals. The 
document will be amended and probably proposed for final adoption at the April 

plenary.  

 

4.2 Draft guidance on Uncertainty in EFSA scientific assessment (EFSA-Q-
2013-00738) 

The Scientific Committee was presented with the revised version of the draft 

Guidance on Uncertainty in EFSA Scientific Assessment, modified to address the 
relevant comments received during the public consultation. Overall the public 
consultation yielded 292 comments (many of these containing multiple detailed 

points) from 29 parties. The draft report from the public consultation provides 
individual answers to each comment and will be published on the EFSA website 

together with the revised version of the draft Guidance document. The revised 
draft Guidance provides clarifications on the principles and methodologies 
proposed to address and report uncertainties in EFSA scientific assessments. An 

extended summary has been introduced at the beginning of the Guidance to 

                                       
4
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 

5
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf 

http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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provide readers with a concise and practical guide on the issues addressed in the 

document.  

The Scientific Committee welcomed the document and suggested minor 
amendments.  The document was endorsed to go into the trial phase with Panels 

and Units for a period of about one year, before being further revised and finally 
adopted by the Scientific Committee by the end of 2017. During the trial period, 

starting in April 2016, each EFSA Panel and Unit will apply the Guidance to one 
selected case study. Support to the testing phase will be provided by the 
members of the WG Uncertainty and by the EFSA staff. The Scientific Committee 

also recommended involving national agencies and Member States competent 
authorities, as well as relevant DG SANTE Units, in the trial phase. 

 

5. Feedback from the Scientific Committee/Scientific Panels, EFSA, the 
European Commission 

5.1a Update on Scientific Committee Working Groups 

 WG on Compendium of Botanicals (version 3.0) (EFSA-Q-2012-00486)  

The SC WG has been progressing with the update of the EFSA Compendium on 

botanicals. Around 900 plant species reported to contain naturally occurring 
substances of possible concern for human health have been transferred to the 
EFSA Data Warehouse and an additional 1500 plant species will be subject to an 

extensive literature search until end of 2016. The WG cooperates with the NDA 
Panel for the preparation of the two guidance documents on the preparation and 
presentation of an application for authorisation of a Novel Food. The WG 

prepared a note proposing the information/data needed for assessment of the 
botanicals and for the documentation of history of safe use. This contribution will 

be submitted to the NDA Panel as part of the ongoing public consultation on the 
two above-mentioned guidance documents.  

 

 Working group on Benchmark dose (BMD) (EFSA-Q-2014-00747)  

The WG working group is updating the guidance on the use of the benchmark 
dose approach in risk assessment published in 2009. The draft document will be 

presented for discussion and possible endorsement for public consultation at the 
next plenary meeting in April 2016.  

 

 Working group on Weight of Evidence (EFSA-Q-2015-00007)   

The Scientific Committee was presented with an update on the ongoing work 

and the proposed tiered approaches for mapping available evidence for human 
risk assessment of chemicals depending on the problem formulation (regulated 
products and contaminants). The evidence is mapped for each step of the risk 

assessment process (hazard identification and characterisation, exposure 
assessment and risk characterisation). A short review of qualitative and 
quantitative methods for weight of evidence was also presented.  

  

http://registerofquestions.efsa.europa.eu/roqFrontend/wicket/page?2
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00747
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00007
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 Working group Biological Relevance (EFSA-Q-2014-00746)  

The Scientific Committee was presented with an update on the ongoing work  to 
draft a guidance on Biological Relevance in risk assessment. The draft document 

will be presented for discussion at the next plenary meeting of the Scientific 
Committee. 

 

 Working group on Bees (EFSA-Q-2014-00881) 

The MUST-B working group is designing the conceptual model of a mechanistic 

exposure and effects model that is based on demographic, physiological and 
behavioural traits. For this model, the WG is specifying the various modules 
(pesticides, colony and in-hive products) and environmental scenarios (i.e. 

beekeeping and farming practices, weather and climate, landscape with crops, 
and selected biological agents). The information (to be published as a technical 

report in the summer 2016) will provide the basis for the preparation of the 
outsourcing of the model development. A second technical report (to be 
published by the end of 2016) will gather information relevant for preparing  

technical specification for the  outsourcing of field studies in relation to  the 
calibration of the model (samplings, sampling size and site, etc.). 

 

 Working group on Risk Assessment for Infants and Young Children (EFSA-Q-
2015-00591)  

The SC WG had its first meeting on 11-12 February. The mandate of the WG is 

to  prepare a guidance document providing generic points to be considered when 
performing a risk assessment of substances in foods intended for young infants, 

of up to 12 weeks, where health-based guidance values such as the Acceptable 
Daily Intake are not applicable.   

 

 Standing Working group on Guidance Review  

The Standing WG on Guidance review was re-established and the first meeting 
will take place on 25-26 February. 

According to its Terms of Reference, the Standing WG is asked to: 

 Review existing SC and EFSA cross-cutting guidance documents to 
confirm whether they are still relevant and scientifically up to date, and to 

identify whether revision or replacement guidance should be developed; 

 Provide recommendations and set priorities for the preparation of the new 

EFSA guidance documents;  

 Develop a plan to assist in the implementation and use of EFSA guidance 
documents across EFSA;  

 Assist in the development of advanced scientific training programmes for 
experts of the SC, Panels and EFSA scientific units. 

The SC expressed general agreement on the proposed Terms of reference and 
suggested drafting a Scientific Opinion based on the list of priority topics for 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00746
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00881
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00591
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00591
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which guidance documents should be developed during the present mandate of 

the Committee. A preliminary draft of the opinion will be tabled for discussion at 
the next SC plenary.  

 

5.1b Follow up on the work programme 2015-2018 

 Draft Terms of Reference for new activities 

 Revision of the SC guidance on risk assessment of nanomaterials 

The Scientific Committee was presented with the background information and 
the proposed Terms of Reference for a new SC working group on nanomaterials 

in agri/food/feed. The 2011 guidance document for assessing nano applications 
in food and feed will be updated and a de novo guidance document for 
environmental risk assessment of nanomaterial in agri/food/feed applications will 

be developed. Both activities will be complemented by procurement contracts to 
collect reviews of best practices and test results with nanomaterials used in 
agri/food/feed applications. The Scientific Committee welcomed the proposal and 

provided additional suggestions to formalise the involvement of stakeholders 
throughout the process, to also include life-cycle analysis of products and as a 

consequence it was suggested to prolong the proposed deadline of the activity. 
Alicja Mortensen, Chair of the ANS Panel was nominated chair of the new ad hoc 
WG to be established.  

 

 New activity on chemical mixtures  

The Scientific Committee was presented with the background information and 

the proposed Terms of Reference for a self-task activity aimed at  harmonisation 
of risk assessment methodologies for human health and ecological risk 

assessment of combined exposure to multiple chemicals. The working group to 
be established will develop methods/frameworks using tiered approaches for all 
relevant steps i.e. problem formulation, hazard identification and 

characterisation, exposure assessment, and risk characterisation/uncertainty 
analysis. Case studies will also be developed together with the new guidance 
document to illustrate the fit-for-purpose application of the proposed 

frameworks. The Scientific Committee welcomed and approved the proposal. 
Christer Hogstrand, member of the CONTAM Panel, was nominated chair of the 

new ad hoc WG to be established. 

 

 Additional new activities to be initiated by the end of 2016  

The Scientific Committee was presented with a priority list of topics for future 
activities that resulted from the discussion during the brainstorming session of 
the Committee held in September 2015, complemented with topics of interest  

indicated from the EFSA@EXPO2015 conference  as  topics to be addressed in 
the next EFSA conference (feedback from about 400 questionnaires). From this 

list, three topics were selected as high priority activities to be launched by end 
2016. The three topics are 1) the interpretation of human epidemiological 
studies, 2) predictive modelling for biological risks and (3) specific guidance for 

using evidence about history of safe use. For the first one, the ongoing work of 
the pesticides Unit will be taken into account. For the second task, the first step 
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will be to collect data on past and present activities across the panels. Once the 

inventory is completed, the SC will decide whether follow up activity is needed. 
For the third issue, a working group will be established.  

 

5.1c Brainstorming on strategy to detect emerging risks  

The Scientific Committee was presented with the strategic development plan 

2016-2020 for EFSA to detect emerging risks in the food chain. The strategy 
proposes three main objectives for 2020: (1) To enhance the identification 
process of priority emerging issues; (2) To improve identification of data sources 

and data collection/data generation; (3) To improve the final evaluation step and 
identification of emerging risks. Regarding objective 1, multiple options for 
reinforcing the involvement of experts from the Scientific Committee and the 

EFSA panels were discussed. Among others, one proposal was to hold   
workshops to identify cross-cutting issues e.g. between panels assessing 

regulatory products (eg ANS/FEED) or panels assessing biological hazards 
(AHAW and BIOHAZ). 

To enhance the prioritisation process of the emerging issues identified via the 

various data sources, the creation of a forum composed of different stakeholders 
(e.g Emerging risks network, Stakeholders emerging risks discussion group, 
Scientific Panels and Scientific Committee members, EFSA staff, Joint Research 

Centre - JRC, EC) was proposed.  

Furthermore, the quality and applicability of data collection and data generation 

is considered very important and the proposal is to establish a standing WG 
under the SC with a multidisciplinary team of experts to follow up on outsourced 
contracts on data collection/generation and support the decision process on 

possible follow up actions. It was highlighted that socio-economical expertise, 
currently not present in EFSA Panels, needs to be considered in future emerging 
risk activities.   

The SC gave general feedback and comments on the different options proposed;  
the comments received will help the SCER Unit to better define the 

implementation plan. There is a major interest from sister organisations (e.g. 
JRC, ECHA, DG RTD) on the way that EFSA organises the detection of emerging 
risks. This work is considered very helpful to structure the debate in times when 

human behaviour (migration), global trade and climate change are major drivers 
for change. Again, it was stressed that the ambition in this area is not to aim at 
identifying all emerging risks (considered impossible), but success would be  

defined as identifying at least one issue on which the risk manager subsequently 
acted. 

 

5.1d Presentation of the results of the grant on review of non-monotonic 
dose responses of substances for human risk assessment (NMDR) 

(EFSA-Q-2013-00611)  

Claire Beausoleil, Annika Hanberg, Johanna Zilliacus and Wout Slob, presented 
on behalf of the consortium partners (Agence nationale de sécurité sanitaire de 

l’alimentation, de l’environnement et du travail (ANSES; France), Institutet för 
Miljömedicin (IMM; Sweden), Austrian Agency for Health and Food Safety 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00611
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(AGES), National Institute for Public Health and the Environment (RIVM; 

Netherlands)) the review of non-monotonic dose responses of substances for 
human risk assessment (NMDR). In this project, the evidence for the non-
monotonic dose-response (NMDR) hypothesis was evaluated by critically 

reviewing the scientific peer-reviewed literature published in the last decade 
(from 2002 onward) for substances in the area of food safety. The robustness of 

the evidence behind published claims for NMDR was investigated in a systematic 
way. The SC raised comments to improve the reporting. The SC also decided to 
publish together with the final report a statement to contextualise the outcome 

of this project in terms of scope, strengths and limitations, as well as to describe 
the next steps to further analyse the results. 

Following the presentation from the consortium, Laurent Bodin (ANSES) 

presented an alternative approach to calculate the probability that a given 
dataset shows a non-monotonic dose-response. The Scientific Committee took 

note of this alternative approach. 

 

5.2 EFSA 

5.2a Feedback on EFSA-WHO TTC event  

The Scientific Committee was presented with the EFSA-WHO event report 
“Review of the Threshold of Toxicological Concern (TTC) approach and 

development of new TTC decision tree”. The objective of this workshop was to 
review the TTC approach and to propose a globally harmonised decision tree for 

a tiered approach on the application of the TTC in the risk assessment of 
chemicals from oral exposure. The event report will be published in March 2016.  
The Scientific Committee welcomed the report and recognised the need to 

establish a WG that will consider, among other in silico tools, how the 
conclusions and recommendation of the expert workshop can be translated into 
EFSA’s work. EFSA will also follow-up on the recommendation that a permanent 

repository should be set up for data supporting TTC and the Cramer 
classification scheme by merging existing databases, using clear inclusion 

criteria for studies. 

 

5.2b Feedback from the Scientific Panels (Report back on issues of 
common interest for the Scientific Committee) 

Due to time constraints, only 3 Panels reported back on their activities. For the 

other Panels, the report back was postponed to the next SC plenary meeting in 

April 2016.  

 

 Update from the PPR Panel 

The vice chair of the PPR panel presented an update on the ongoing “Scientific 

Opinion of the PPR Panel investigating experimental toxicological properties of 

plant protection products having a potential link to Parkinson’s disease and 

childhood leukaemia” (EFSA-Q-2014-00480, with tentative deadline of June 

2016) , and the delivered results of the procurement on “a systematic literature 

review on the Adverse Outcome Pathways (AOPs) involved in Parkinson’s disease 

and childhood leukaemia. (EFSA-Q-2014-00621, finished)”  
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 Feedback from the AHAW Panel  

The chair of the AHAW Panel raised the point that EC and EFSA mandates on 

biological risks (such as meat inspection and antimicrobial resistance) are now 

managed by a single Panel in direct cooperation with other relevant Panels. In 

other cases of overarching nature, and especially when related to chemicals, the 

Scientific Committee coordinates the activity and is responsible for delivering the 

opinion. The SC offers the advantage of having an established multidisciplinary 

platform with experience in communication among panels and with the goals to 

advance overarching issues in a harmonised way.  

EFSA welcomed this input and will consider how to better address the assigning 

of mandates in areas that require the input of multiple panels.  

 

 Feedback from the ANS panel  

The Scientific Committee was presented with an update on the discussion of the 

ANS Panel on the evaluation of a new food additive according to the tiered 

approach proposed in the “Guidance for the submission for food additives 

evaluation” published in 2012. The SC provided some comments that will be 

considered by the Panel in the finalisation of the opinion. 

 

5.2c EFSA 2nd Scientific Conference (14-16 October 2015): main 

outcomes 

The Scientific Committee was presented with the main outcomes of the 

conference “Shaping the future in food safety, together” (Milan, 14-16 October 

2015). Foods for thought and future initiatives were discussed. The SC 

congratulated EFSA and was very positive about this event. A special issue will 

be published on the EFSA Journal in Spring to summarise the event conclusions. 

 

5.2d Report back on issues relevant for the Scientific Committee 

 Highlights from Communications Department  

The Scientific Committee was presented with an overview of the project and the 

results of converting the EFSA website into a new platform. This required clean-

ups and restructuring. Technically, the new platform offers the benefit of faster 

service and advanced search possibilities. The new EFSA website should improve 

the understanding of EFSA’s role, given that the organisation of the contents 

have been completely restructured. 

 

5.2e Quality Assurance for Science: follow up from last SC plenary 

meeting  

The Scientific Committee was presented with the 2016 plan for quality assurance 

in science. EFSA has agreed to the SC’s proposal that EFSA staff will do the ex-

ante quality reviews of incoming mandates along the process from the receipt to 

adoption of the output.  
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The Scientific Committee was informed that in 2016 the customer feedback with 

DG Sante will be repeated in order to get insights on the usefulness of EFSA’s 

work. This will contribute to the continuous improvement of EFSA’s outputs.   

 

5.2f EFSA’s new stakeholder engagement approach 

Due to time constraints, this agenda item was postponed to the next meeting.   

 

6. Any other business 

 Advisory Forum Development - strengthening partnerships with Member 

States (MSs) 

The Scientific Committee was presented with specific action points to define and 

implement the role of the Advisory Forum as a steering committee for the EU 

risk assessment agenda, as a central platform for scientific cooperation and as 

an active network among MSs and EFSA. A summary of the topics resulting from 

the Delphi study to identify priority areas for collaboration was also presented.   

 

 Feedback on 2015 crisis exercise and follow up activities 

This item was postponed until the April SC plenary. 

 

 Transparency and Engagement in Risk Assessment (TERA) project 

An update on the ongoing work on TERA has been presented.  

 

 EFSA’s Colloquium on Epigenetics 

The current planning for the 22nd EFSA colloquium on “Epigenetics and risk 

assessment” scheduled for 14-15 July in Valencia (Spain) was presented. 

The four discussion groups will be looking at mechanistic aspects, at epigenetics 

in risk assessment of chemicals, of farmed animals and of the environment. 

 

 Dates of next network meetings and other important meetings:  

 Crisis Preparedness Workshop with Baltic countries: 15-17 March 2016 
 Emerging Risks Exchange Network (EREN): 14-15 April and 14-15 

November 2016 
 Stakeholder Consultative Group on Emerging Risks (StaCG-ER): 19 May 

and 8 December 2016 
 Nanotechnologies Network: 30 June-1 July 2016 

 

End of the meeting 


