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1. Welcome and apologies for absence 

The Chair and the Executive Director welcomed the participants. Apologies were 
received from Simon More, chair of the AHAW panel who was replaced by Hans 
Hermann Thulke; Guido Rychen, chair of the FEEDAP Panel, replaced by 

Secundino Lopez; Colin Ockleford, chair of the PPR Panel; Michael Jeger, chair of 
the PLH Panel, Hans-Peter Naegeli, chair of the GMO Panel. 

 

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 Processes2 and the Decision of the Executive Director implementing this 

Policy regarding Declarations of Interests3, 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. Agreement of the minutes of the 74th Plenary meeting held on 23 
July 2015 

The minutes were agreed without changes. 
 

5. Scientific outputs submitted for discussion and possible adoption. 

Draft opinion on Production and consumption of insects as food and 
feed. (EFSA-Q-2014-00578) 
 

The draft opinion on production and consumption of insects as food and feed was 
presented to the SC for discussion and possible adoption. The opinion has the 

format of a risk profile and presents potential hazards associated with farmed 
insects used as food and feed, taking into account the entire chain, from farming 
to the final product. The opinion also addresses the occurrence of these hazards 

in non-processed insects, grown on different substrate categories, in comparison 
to the occurrence of these hazards in other non-processed sources of protein of 

animal origin. 
The Chair of the WG, Birgit Nørrung, highlighted the revisions done to address 
the comments received from the SC at its 73rd plenary. The SC welcomed the 

revised document and provided final suggestions for revisions that will be 
addressed for the preparation of the final draft to be adopted by the SC via 

written procedure. 

                                       
2
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 

3
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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6. New mandates 

Subpopulations to be covered in EFSA’s risk assessments 
 
The SC was presented with a discussion paper on a possible mandate expected 

to be submitted to EFSA by a group of Member States’ food safety agencies on 
different options for target populations and population subgroups to be covered 

in EFSA’s risk assessment. In anticipation of this mandate, the SC discussed the 
definition of general (healthy) population and subgroups thereof and options for 
population sub groups.  

Currently EFSA is tackling this matter on an ad hoc basis depending on the 
hazard under consideration and in cooperation with the risk manager in framing 

the question to be addressed. The SC recommended continuing with the ad hoc 
approach while keeping in mind EFSA’s mandate and without stepping into the 
remit of the medical community.  

 

7. Feedback from the Scientific Committee/Scientific Panels, EFSA, the 

European Commission 

7.1 Feedback on the work-programme of the Scientific Committee 

Working Groups: 

On-going work: 

 

a) WG Compendium of botanicals (vers 3.0) 

The SC was presented with a summary of recent WG activities. The current 

Compendium of botanicals (V3) was transformed into the EFSA data warehouse 
format. The Compendium was split into 2 groups: one group, the so called 

“white list” for which information is already available and can be transferred 
after re-coding to the EFSA data warehouse, and one group, the so called 
“yellow list” for which little information is available and for which an extensive 

literature search is needed. The next WG meeting is scheduled with the objective 
to agree on a tool to extract information from the data warehouse and to agree 

on the protocol for the extensive literature search for the “yellow” species.  

 

b) WG on Weight of evidence  

The WG met in the beginning of September. The objective of the meeting was to 
review the outcome of the EFSA workshop held in Brussels (29-30 June 2015) on 

Increasing Robustness, Transparency and Openness of Scientific Assessments 
and related question on (1) the review of the proposed definition and (2) the 

revision of the quantitative and qualitative methods. The WG additionally 
discussed possible case-studies with the idea to pick a range of data poor and 
data rich examples.  

Experts are expected to report back to the next WG meeting their further 
thoughts on case studies from different areas and on the review of existing 
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methodologies. Close collaboration with the WG on biological 

relevance is on-going.  

 

c) WG Biological relevance 

The WG held its third meeting last week and is working in parallel with the WG 
on weight of evidence. The guidance will aim at flagging a number of concepts to 

have in mind for deciding on the relevance of a dataset or a piece of evidence for 
an assessment. It was agreed that each Panel will draft a case-study to identify 

possible Panel specificities. For chemical risk assessment, Cadmium was chosen 
as a simple data-rich example. In a second step, a common case-study will be 
developed together with the WG on weight of evidence. A possible case study on 

mycotoxin was discussed as well to pick a data poor example. A close link is 
ensured with the PROMETHEUS project.  

 

d) WG on Benchmark Dose (BMD)  approach 

The next WG meeting will be held on 21-22 September. The WG is updating the 

2009 guidance document on the use of the benchmark dose (BMD) approach in 
risk assessment, clarifying a number of issues such as how to select the 

adequate benchmark response and how to use the BMD approach with poor 
datasets. The US Environment Protection Agency and the European Commission 

non-food Scientific Committees are involved in this exercise. The objective is to 
publish the updated guidance document for consultation early 2016 and have it 
adopted in the first half of 2016. 

 

e) WG on Bees  

Update on MUST-B project includes completed (a) and on-going (b) activities as 
follows: 

(a) A scientific opinion prepared by the BEEHAVE-WG coordinated by the 

Pesticides Unit adopted by the PPR Panel and published in June 2015 on the 
usefulness of the BEEHAVE model for regulatory risk assessment of pesticides 

and for the assessment of multiple stressors at the landscape level; an external 
scientific report on the statistical analysis of the EPILOBEE dataset to be revised 
by EURL on honeybee health by the end of September 2015. 

(b) An external scientific report on the development of exploratory DEB-TOX 
models for bees to be completed by December 2015 for publication early 2016; 

a technical report prepared by the overarching MUST-B WG on the specifications 
for the development of an integrated model for the risk assessment of multiple 
stressors in honeybee colonies (next meeting on 24-25 September 2015 and 

report to be prepared by March 2016); a scientific opinion prepared by the 
HEALTHY-B WG coordinated by the AHAW Unit to be adopted by the AHAW Panel 

by September 2016 on the identification of indicators/factors and methods to 
assess the health status of a honeybee colonies in field conditions. 
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f) WG on Risk Assessment for infants and young 

children 

Following up on the discussion held at the April 2015 SC plenary, and the 

agreement to establish a WG to draft a guidance on risk assessment for infants 
and young children, the composition of its members of this new WG is in its final 
phase. The first meeting of the WG is expected to be held in the next couple of 

months.  

 

g) Feedback from public consultation draft guidance on 
uncertainty in risk assessment  

The draft opinion was launched for public consultation on 18 June 2015 (PC). 

The PC closed on 10 September and yielded around 340 comments from 32 
organisations covering a wide range of national, European and international 

stakeholders. The SC WG will meet end of September and end of October to 
address the comments received from the PC process. It is planned to present the 
revised draft opinion on uncertainty to the SC for endorsement for the trial 

phase at its February 2016 plenary meeting.  

The chair of the SC encouraged the chairs of the different Panels to start the 

discussion at their panels on the selection of an opinion as an example for the 
trial phase and to identify ambassadors on uncertainty who will lead the 

selection process for such case studies. EFSA is also organising trainings on the 
newly developed guidance to help Panels and EFSA staff to apply the guidance. 
The trainings are scheduled for next year from March onwards. The chairs of the 

different Panels are expected to report back on these issues at the next SC 
plenary. The trial phase is foreseen to continue for one year and it is planned to 

include the case studies from the trial phase into the guidance to be finalised by 
2017. 

 

h) Feedback from public consultation on 3 ERA opinions 

The public consultation (PC) of the three draft scientific documents on 

Environmental Risk Assessment (ERA) was launched on 22 June and closed on 
10 September 2015. The 3 documents yielded 177, 84 and 145 comments for 
protection goals, recovery and endangered species, respectively. Around 17 

different stakeholders contributed to the PC. The comments received were very 
constructive and meetings of the Working Group on overarching elements of ERA 

are scheduled in September and October to address them and amend the text of 
the documents as appropriate. The 3 opinions will be presented to the SC for 
possible adoption at the November plenary.  

 

i) On-going programme on grants and procurement (SCER Unit) 

The SC was presented with an overview of the 15 on-going outsourced grants 
and procurement which are currently managed by the SCER unit, covering its 
entire range of scientific activities. The SC will be updated on a regular basis on 

the progress and final reports of these projects. 
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It was suggested to provide the SC with an overview on the 

different framework contracts available to assist the work of the SC, at one of 
the upcoming SC plenaries.  

 

7.2 Feedback from the Scientific Panels 

a) Report back on issues of common interest for the SC and on 

guidance documents under public consultation 

 

ANS Panel: 

In preparation for the trial phase to test the draft SC uncertainty guidance, the 
ANS Panel has scheduled an agenda item on this subject at their next plenary.  

The ANS Panel received several dossiers from applicants on nutrient sources. 
The Panel is considering the possibility to update the present 2001 SCF guidance 

document to evaluate nutrient sources. This update could consider the approach 
that has been developed when preparing the guidance for food additives. The 
Panel will probably start working on this in the first half of 2016. 

 

BIOHAZ Panel: 

At its last meeting, the Panel had some discussion on the trial phase of the SC 
guidance document on uncertainty and, in particular, how to deal with the 

routine application of this guidance to the Panel’s work. The Panel concluded that 
it seems easier to assess the uncertainty applying the quantitative methods. The 

idea is to pick a qualitative and quantitative assessment to test the uncertainty 
guidance document in the trial phase. 

Regarding current work on the BIOHAZ opinion on the risks for public health 

related to the presence of Bacillus cereus and other Bacillus spp, including 
Bacillus thuringiensis in foodstuffs, horizontal collaboration is relevant and, in 

particular, with colleagues from the PRAS and GMO units as the Bacillus 
thuringiensis is also as a pesticide.  

 

CEF Panel: 

The CEF Panel has initially recommended in its guidance on food enzymes 
(2009) to use a conservative methodology such as the ‘budget method’ to 

assess potential dietary exposure of consumers to food enzymes. However in 
evaluating the first enzymes application the Panel took note of the difficulty to 

apply this method and considered the need to evaluate the exposure to enzymes 
through more realistic scenarios applying a tiered approach. A statement on a 
refined exposure assessment was developed and endorsed at the September 

CEF plenary. The next step is now to share the statement with the stakeholders 
during a meeting taking place at 24 November followed by a public consultation. 

The aim is to adopt the statement in February 2016 and to include it as Annex in 
the guidance document. 

The current guidance document on risk assessment for food contact materials 

and the corresponding data requirements from applicants date back to the 
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Scientific Committee on Food (SCF) guidelines from 2001. New 

development in that area call for an update. The approach planned for this 
update is a two-step approach: to develop an opinion eliciting the rationale for 

updating the current guidance by end of 2015 followed by a revision of the 
current guidance 

 

FEEDAP Panel: 

The FEEDAP Panel adopted 10 opinions on evaluating regulated feed products at 
their last plenary meeting. 

The FEEDAP Panel is using a range of default values in their regular evaluations 

such as feed intake for various animals. An update of the existing EFSA opinion 
on default values4 may be necessary to ensure a consistent use of default values 

across the Panels.  

 

NDA Panel: 

The NDA Panel will release for public consultation a draft guidance document on 

the safety assessment of novel foods (EFSA-Q-2014-00216) pending the voting 
of the new EU Regulation on novel foods. It was proposed to share the draft 

guidance with the Scientific Committee before public consultation.  

The opinions on dietary reference values for Copper and Iron were open for 
public consultation until July 19 (Cu) and 6 August (Fe). Following the public 

consultation phase these opinions were finalised. 

It is expected that the number of applications on health claims will remain stable 

whereas the number of applications on Novel food is expected to increase in the 
coming years. 

 

CONTAM Panel: 

The inaugural meeting was held in July. The Panel will have its plenary meeting 

next week.  

 

AHAW Panel 

The inaugural meeting was held in July. The Panel will have its plenary meeting 
next week.  

 

Feedback from the GMO, PPR and PLH Panels was not given due to the fact 
that the relative Panel chairs were absent from the meeting.   

                                       
4 EFSA Scientific Committee; Guidance on selected default values to be used by the EFSA Scientific Committee, 

Scientific Panels and Units in the absence of actual measured data. EFSA Journal 2012;10(3):2579. [32 
pp.]doi:10.2903/j.efsa.2012.2579. Available online: www.efsa.europa.eu 
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b) Reflection on the preparation of the programme on panel self-

task activities 2015-2018 

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

7.3  Feedback from EFSA: 

Report back on issues relevant for the Scientific Committee 

The chair reminded the SC of the visit of David Dicks from the US EPA to EFSA 
at the last SC plenary meeting and enquired about the development of the 
collaboration agreement between the two institutions. This visit was actually a 

follow up from a visit of last year having in mind an increased international 
collaboration. In line with current EFSA practices in scientific cooperation, the 

different areas of collaboration will be explored first to map them out. In parallel, 
already existing collaboration agreements between EPA and the Commission will 

be explored before going ahead and deciding on the level of relationship.  

 

Feedback from the EU agency network on scientific advice (ANSA):  

The EFSA Scientific Adviser gave a presentation on the ANSA network 
established in 2013, covering its membership, scope, current and planned 

activities. Currently 12 EU agencies joined and 3 observers are part of this 
network. Its objective is to provide scientific and technical advice by developing 
horizontal opinions, reports, assessments, guidelines, recommendations and/or 

other relevant outputs for EU Institutions, MSs and other relevant EU-policy 
makers.  

Current activities cover the development of an overview on the scientific 
approaches of the EU ANSA network serving as an internal and external 
reference and a reflection paper on peer–review activities proposing a set of 

principles that are relevant for review of ANSA scientific outputs. This paper has 
been the subject of extensive discussion and revision in 2014. It is being further 

revised for finalisation in 2015. 

Planned upcoming activities cover a survey on data openness and Eurostat data 
access, engaging further with JRC on horizon scanning activities, a compilation 

of research needs, the creation of knowledge communities and the creation of a 
working group on uncertainty. 

The SC welcomed this brief overview and expressed the wish to be kept updated 
on the ANSA activities. 

At their next meeting ANSA will reflect on how to take on board the 

recommendations from the paper and how to fit those to the needs of the 
agencies. 

 

a) Strategic issues 

Address by the Chair of the EFSA Management Board 

Sue Davies on behalf of the Management Board (MB) thanked the renewed SC 

for the opportunity to pay them a visit and reminded the distinct roles of the MB 



 

 

9
 

and the SC. The aim of this annual exchange between MB and SC is 

not to interfere with the scientific work of the SC, but to hear its perspective; 
likewise the MB is going to meet the Advisory Forum (AF) and the EFSA 

stakeholder platform. One additional important goal is to get feedback on the 
EFSA strategy. 

The Board is aiming at making most of the resources, skills and expertise EFSA 

has at its disposal. The Board is seeking to further improve EFSA’s relationships 
with the Member States (MSs) to avoid duplicating efforts and to produce robust 

risk assessments with the overall aim to protect EU consumers. Regarding the 
EFSA core value on transparency, the Board is exploring how to involve the 
public more in the actual framing of the risk assessment question and is looking 

for ways to provide broader and more detailed access to data.  

The Board will be involved in the review of the EFSA policy on independence and 

will make sure that the EFSA rules on independence will be continued to be 
implemented to ensure that there is trust in the work EFSA is doing.  

Another important aim of the Board is to ensure that EFSA is using the full 

breadth of its mandate including food security issues and sustainability. EFSA is 
sometimes touching on some of these within its environmental risk assessments 

or risk-benefit analysis. The Board is seeking to foster innovation by pioneering 
emerging risk and horizon scanning activities. 

The moment is opportune to provide inputs to the amendment of the EFSA 
Founding Regulation which is under way at the Commission. In particular, the 
Board is looking for inputs regarding the membership and composition of the SC 

and poses the question whether a change in the current composition should be 
proposed to the Commission. 

The SC agreed that an increase in the number of the external experts would be 
of benefit for the SC. Coverage of additional expertise is welcomed. This might 
help to find a solution on the tasks as the workload is high and the expertise 

needed, in particular, in emerging risk activities, is broad. The SC recognised the 
challenge to predict the necessary expertise of these external experts as the 

blend of this extra resource will depend on the expertise of the chairs across the 
Panels.  

The SC suggested for the sake of efficiency to synchronize the renewal of the 10 

Panels and in particular to align the renewal of the CEF and ANS Panels with the 
remaining 8 Panels. An additional suggestion was to increase the mandates of 

the Panels to 5 instead of 3 years. The head of the REPRO Department informed 
the SC that a request for extension of the current mandates of ANS and CEF 
Panels will be sent to the Commission to align them with a renewal of all the 

Panels in 2018. 

 

b) The draft EFSA strategy 

The SC was presented with an update on the current development of the EFSA 

strategy 2020. The different elements of the draft strategy and the strategic 
objectives (SO) were presented. Each SO is subdivided into operational 

objectives (OO) for the implementation phase. The monitoring of the OOs will be 
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recorded in the annual management plan. In summary, the draft 

EFSA strategy 2020 contains 5 SOs divided further into 15 OOs. 

The first draft of this strategy will be presented at the next MB meeting in 

September followed by public and then targeted consultation by December. The 
aim is to finalize the strategy by March 2016. 

The SC welcomed the presentation and suggested to make an attempt to look 

how data could be shared with the wider scientific community. It was strongly 
advised within the framework of the strategy implementation to improve 

networking and collaboration with national authorities in order to avoid 
duplication of risk assessments and communication of ambiguous messages. It 
was noted that duplication is sometimes necessary as similar pieces of work may 

cover different scopes and EFSA will invest further efforts in looking at the 
synergies and complementarities across its network’s members and, in 

particular, across its AF. It was proposed to include in the strategy a section on 
the updating process and referring criteria for existing opinions.  

 

c) Update on transparency and engagement in risk assessment 

The SC was presented with the EFSA project on Transparency and Engagement 
in Risk Assessment (TERA). The objective of the TERA project is to promote trust 

and confidence in EFSA’s work among all partners and stakeholders through 
increased transparency and engagement during the scientific risk 

assessment/scientific advice process. 

The TERA project was launched in May 2015 and foresees the establishment of 
(1) a step-by-step prioritisation of the various “measures” resulting from the 

different consultation processes and recognised to be instrumental to enhance 
transparency and engagement; (2) an implementation plan for the 

transformation of EFSA into an Open Science organisation over the next five 
years, in line with the EC recommendations to improve knowledge circulation 
and innovation through the deployment of the prioritised measures. In addition, 

the realisation of the project will culminate in a new policy to be prepared by the 
Legal & Regulatory Affairs Unit and to be adopted by the EFSA Management 

Board.  

The SC agreed that this project answers a society demand for higher 
transparency to build more trust. The aim is to give the opportunity for higher 

reproducibility. This approach inevitably will take more resources for the 
implementation, but will save time in the longer run. The right balance needs to 

be found.  

Recent decision of European Court of Justice and implications for open 

scientific discussion  

The SC was presented with a short overview on the judgement of the Court of 

Justice in case C-615/13P in relation to a request for access to documents 
submitted under Regulation n. 1049/2001. The EFSA secretariat highlighted the 

strong emphasis the Court of Justice had given to transparency compared to 
personal data protection. 

 



 

 

1

1

 

Results of the experts’ survey 

The SC was presented with the results of the 2015 Experts Engagement Survey. 
The survey was conducted online from May to June 2015 with 767 respondents 

(45 %).  

In summary, the vast majority of EFSA’s experts (>80 %) who replied to the 
survey feel very much engaged towards EFSA, are strong ambassadors and feel 

committed to EFSA. The participation to the survey was higher for experts 
occasionally attending EFSA’s meeting, (75.5%) against experts participating 

more frequently to EFSA meetings (24.5%). Experts are also satisfied with the 
travel arrangements support and also with the scientific supports provided by 
the units. Areas for improvement were suggested and, in particular, a request to 

increase learning opportunities for the experts. 

 

8. Other scientific topics for information and/or discussion 

Nothing was reported. 

 

9. Any other business 

 

Global summit on Regulatory Science (GSRSR), 12 – 13 October 2015 

The EFSA Scientific Adviser updated the SC on the upcoming initiative of the 
Global Summit on Regulatory Science (GSRS). The GSRS is an international 

conference providing scientists, regulators and policy makers an opportunity to 
exchange views on regulatory-research questions and assess the utility of 

emerging and innovative technologies (such as bioinformatics and 
nanotechnology) for real-world applications. On 12-13 October, EFSA will host 
the 2015 annual meeting of the GSRSR, addressing bioinformatics regulatory 

challenges as well as health and food applications of bioinformatics. The meeting 
is preceded on 11 October by a workshop on nanomaterial physical-chemical 

characterisation and standards for regulatory consideration. 

 

End of the meeting 

 


