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Verloo (only for agenda item 4.3) 

- Pesticides Peer Review Unit (PREV): Andrea Terron, Iris Mangas (only for agenda item 
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- Transformation Services Unit (TS): Marco Conterbia (only for agenda item 7) 

- Genetically Modified Organisms Unit (GMO): Tommaso Raffaello (for agenda item 4.6) 

- Food Ingredients and Packaging Unit (FIP): Jaime Aguilera (for agenda item 4.6) 

- Risk Assessment Methodologies Programme (RAMPRO): Alexandre Nougadère

 Others: 

Hearing expert: Pier Sandro Cocconcelli (chair WG synthetic biology), Christophe Tebbe 
(member WG synthetic biology) attending via teleconference (only for agenda item 4.6) 

1. Welcome and apologies for absence 

The Chair welcomed the participants. Apologies were received from Hanspeter Naegeli, chair of 
the Genetically Modified Organisms panel (GMO), replaced by Tamas Dalmay and from Claude 
Bragard chair of the Plant Health panel (PLH), replaced by Francesco Di Serio. 

2. Adoption of agenda 

The agenda was adopted without changes 

3. Declarations of Interest of Scientific Committee/Scientific Panel 
Members 

In accordance with EFSA’s Policy on Independence1 and the Decision of the Executive Director on 
Competing Interest Management2, EFSA screened the Annual Declarations of Interest filled out by 
the members invited to the present meeting. No Conflicts of Interest related to the issues 
discussed in this meeting have been identified during the screening process, and no interests were 
declared orally by the members at the beginning of this meeting. 

4. Scientific topic(s) for discussion 

4.1. Draft report on “Requirements for whole genome sequence analysis of 
microorganisms intentionally used in the food chain” (EFSA-Q-2019-00434)3

Following the feedback provided by the Scientific Committee (SC) on the requirements for a whole 
genome sequence (WGS) analysis of microorganisms intentionally used in the food chain, the 
FEED Unit (together with EFSA staff from all other units concerned) developed an EFSA Statement 
on the use of WGS in risk assessment of products that involve microorganisms. This draft 
statement is now presented to the SC for its endorsement prior to Public Consultation. The scope 
of the statement is to provide further recommendations to applicants on how to describe the 

1 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
3 Please add the following link to the EFSA’s register of questions and substitute YYYY and NNNNN accordingly
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-YYYY-NNNNN 
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analysis and results of WGS based on characterisation of microorganisms (genetically modified or 
not) that are intentionally used in food chain (e.g. feed additives, food enzymes).  

For some regulated products, WGS-based data analysis is now a requirement for the 
characterisation of bacterial and yeast strains, but applicants can freely choose the methodology 
to follow.  

This EFSA statement provides guidance to applicants on how to conduct and report on the WGS 
analysis. It is not a detailed list of methods currently available, but it gives indications on the best 
practices. The statement aims at harmonisation the risk assessment process. 

The SC endorsed the statement for a 6-week public consultation. 

4.2. Draft Guidance (chapter 4.2) on appraising and integrating evidence 
from epidemiological studies (EFSA-Q-2019-00199)

A brief update on the current state of the draft Guidance was presented to the Scientific 
Committee, in particular on sections 4.1 (introduction on epidemiological studies) and 4.2 (key 
epidemiological concepts relevant for evidence appraisal) which intend to explain the principles to 
understand the concepts relevant for appraising and integrating evidence from epidemiological 
studies. The Scientific Committee was asked to provide comments and suggestions on the parts 
that needed to be expanded or better explained. Finally, a short outlook on the next steps was 
provided: on section 4.3 (evidence appraisal) which is under development and on section 4.4 
(Panel-specific questions on the use of epidemiological evidence) which will be elaborated next 
year in close collaboration with panels. 

Several panel chairs expressed the view that sections 4.1 and 4.2 are useful, clear and have the 
correct level of detail. A number of suggestions were made on section 4.2; these points will be 
further elaborated in section 4.4. It was suggested to use more examples in sections 4.1 and 4.2; 
SC members were encouraged to provide relevant examples from their area to the WG. 

It was confirmed that the guidance is also relevant for the PLH Panel; therefore, the scope of the 
guidance document should be enlarged to cover also PLH issues and terminology. This will be 
addressed with/by the PLH WG expert.  

4.3. Draft framework for protocol development for EFSA’s non-application 
scientific assessments (EFSA-Q-2019-00265)

The SC was presented with the draft document for protocol development. The need to provide 
recommendations for protocol development for EFSA’s non-application scientific assessments 
stems from the pilot phase of the Prometheus project (link here) and the test of the 4-step 
approach (plan, implementation, verification and documentation & reporting) (link here).  

It was explained that the main steps of the process are recalled in Table 1 and Table 2 that provide 
tailored recommendations on the suggested content of the protocol. It was emphasised that the 
recommendations reflect the flexibility of the framework and the extent of planning upfront that 
might depend on several factors. In the Annex A, the main questions usually addressed by EFSA 
are listed. 

Some proposals for improvements were made especially on Table3 (annex A) that was considered 
worth to keep in the document to have the opportunity to use it and collect feedback for revision 
during the pilot phase. The revised version will be considered by the SC at the next meeting.   
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The next steps were also presented. After the endorsement of the framework for protocol 
development by the SC and the publication on the EFSA website as a draft, a one-year pilot phase 
will be initiated, and feedbacks will be collected. The framework will be applied to non-application 
assessments.  

The SC expressed appreciation for the document and welcomed the flexibility of the proposed 
framework. Some proposals for improvements were made that will be considered in the next 
revision. The document will be tabled for possible endorsement for a pilot phase at the next SC 
Panel meeting in February 2020. 

4.4. Draft guidance on aneugenicity assessment (EFSA-Q-2019-00262)

The Scientific Committee was presented with an overview of the draft guidance on aneugenicity 
assessment. This guidance will complement the guidance on genotoxicity testing strategies (EFSA 
2011) already in use. The document will be presented at the next SC Plenary in February 2020 
for possible endorsement for a 6-8 weeks public consultation. The Guidance will be probably 
finalised by summer 2020.  

4.5. Implementation of the guidance on uncertainty in scientific 
assessment in the Department of Scientific Evaluation of Regulated 
Products (REPRO) 

The SC was reminded of the main points discussed at the last plenary where the implementation 
in the Risk Assessment and Scientific Assistance (RASA) department of the guidance document 
on uncertainty in scientific assessments (EFSA 2018) was discussed.  

The implementation of the Guidance on uncertainty has started in the RASA Directorate and it is 
still ongoing with the modalities presented at the last plenary.  
An overview on the implementation of the uncertainty guidance in various opinions /guidance 
document /scientific reports in the REPRO department was presented. 

Dominique Turck, chair of the NDA Panel, provided an overview on the case study on dietary 
reference values (DRV) for sodium. The Scientific Opinion was published in September 2019.  
Uncertainty was considered at the problem formulation, at the literature search, at the study 
selection, data analysis and data integration step during the implementation of the protocol. An 
Expert Knowledge Elicitation (EKE) was used to integrate the data from different lines of evidence. 
This exercise was much appreciated by experts as a support for the integration of the evidence 
and formulation of conclusions.  
Uncertainty analysis will also be performed in the scientific opinion on the tolerable intake of 
dietary sugars. The scientific opinion is expected to be published by 2021. 

Luc Mohimont from the Pesticides Residues (PRES) unit presented the implementation of 
uncertainty guidance in the EFSA scientific reports on the identification of effects of relevance for 
cumulative risk assessment (CRA) and establishment of cumulative assessment groups (CAGs) of 
substances causing these effects. To this end, a probabilistic modelling of cumulative exposure 
and an overall uncertainty analysis and risk characterisation was done. The comments from the 
public consultation are now being processed and publication of the reports is foreseen in April 
2020.  

Giacomo de Sanctis from the GMO unit provided an update on the EFSA external scientific report 
of the NT-Lepidoptera model and how the uncertainty analysis was applied to the model. The 
model was developed 10 years ago. However, since the model was developed, new relevant data 
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became available and could be used to reduce the identified uncertainties and advance the model. 
As a result, and to fill in the sources of uncertainty, a project was initiated in October 2018 and 
the final deliverable is foreseen in September 2020.  

Antonio Hernandez-Jerez, chair of the PPR Panel provided an overview on the possible 
implementation of uncertainty in two outputs: (1) The application of the uncertainty guidance in 
the revision of the guidance on risk assessment for birds and mammals (still under discussion); 
(2) The application of the uncertainty guidance in the opinion on the development of Integrated 
Approaches to Testing and Assessment (IATA) case studies on Developmental Neurotoxicity (DNT) 
risk assessment. 

Maged Younes, chair of the FAF Panel, mentioned that the guidance on uncertainty is planned to 
be implemented when updating the guidance document on smoke flavourings (EFSA-Q-2019-
00687). EFSA is requested to carry out this update by 25 March 2021.  
Uncertainty analysis will be also applied in the update of the guidance for the risk assessment of 
Flavourings, for which an EC mandate is expected to be received by end 2019. Discussion with 
the EC has to be done to agree on expectations on the use of the uncertainty guidance.  
The protocol for re-evaluation of sweeteners contains an uncertainty section making reference to 
SC guidance on uncertainty. The protocol was adopted by the FAF Panel in the November 2019 
plenary.  

Vittorio Silano, chair of the CEP Panel referred to the Bisphenol A (BPA) opinion where two main 
groups of uncertainties were identified and for which the application of the 2018 uncertainty 
guidance is foreseen: (1) assessment-related (hazard characterisation step) and (2) protocol-
related (publication bias). 

The uncertainty guidance is at present applied in some instances in the REPRO Department but 
not yet for opinions related to substances subject to market authorisation (not for “applications”). 
There are still ongoing reflections on how to move progressively to this area as well. 

The Scientific Committee underlined that the exact method to be used to characterise the 
uncertainty depends on the data available so it cannot always be decided beforehand, i.e. when 
drafting the protocol.  

The SC discussed how to make future sessions on this topic as useful as possible for Panel Chairs. 
It was proposed to focus on specific aspects and then discuss specific items, e.g. what is the 
reason or benefit in doing uncertainty analysis using uncertain data rather than using data that is 
less uncertain. It was also highlighted that communication to risk managers is important and that 
a discussion on how to present the uncertainty would be beneficial. 

By the end of 2020 year, a workshop will be organised with risk managers to exchange views on 
the implementation process of the uncertainty guidance.  

4.6. Draft opinion “Evaluation of existing guidelines for their adequacy to 
the molecular characterisation and environmental risk assessment of 
genetically modified microorganisms obtained through synthetic biology”
(EFSA-Q-2018-00921)

Reinhilde Schoonjans presented to the Scientific Committee the first draft of the scientific opinion 
on the risk assessment of microorganisms obtained through Synthetic Biology (SynBio). The 
context of this work is a mandate of DG SANTE (involving also plants and animals).  
In the mandate, EFSA is requested to evaluate existing guidelines for their adequacy to the 
molecular characterisation and environmental risk assessment for living microorganisms. The 
definition of synthetic biology used is the one developed by the European Commission’s non-food 
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Scientific Committees in 2014 (link here). Through an EFSA procurement, a horizon scan was 
performed for SynBio developments in microorganisms with application in the agri/food sectors. 
Four cases were selected to evaluate the existing guidance for their adequacy, looking for gaps 
and possible fillers. The draft conclusions and recommendations were presented to the SC. The 
opinion will be tabled at the February 2020 Plenary for possible endorsement for public 
consultation.  

4.7. Draft technical report on mixtures 

Jean Lou Dorne described two technical reports aiming at implementing the guidance document  
“Harmonised risk assessment methodologies for combined exposure to multiple chemicals for 
human health, animal health and ecological risk assessment” (link here) in the human and bee 
health areas. The report presents how the stepwise approach proposed can be implemented. An 
additional technical report on animal health risk assessment of multiple chemicals is also being 
finalised. 

4.7.1 Human risk assessment of multiple chemicals using component-
based approaches: a horizontal perspective 

This technical report presents the implementation of the guidance on “Harmonised methodologies 
for human health, animal health and ecological risk assessment of combined exposure to multiple 
chemicals”(EFSA-SC, 2019) (i.e. regulated compounds and contaminants) using component-
based approaches. A low tier risk assessment methodology for regulated compounds and 
contaminants with non-cancer effects has been described using available harmonised methods, 
tools and data sources. Options for refining the approaches when risk characterisation indicates 
potential concerns include exposure- and risk-criteria including the FAO/WHO risk-based method, 
grouping based on specific toxic effects properties as well as the use of toxicokinetic data and 
models. 

4.7.2 Towards harmonised methodologies for the risk assessment of 
multiple chemicals in bee species 

This technical report proposes harmonised methodologies for the risk assessment of multiple 
chemicals in bees through the application of the guidance on “Harmonised methodologies for 
human health, animal health and ecological risk assessment of combined exposure to multiple 
chemicals” (EFSA-SC, 2019). The proposed framework is applied to relevant risk assessment 
questions of multiple chemicals in bee species for each step, namely problem formulation, 
exposure assessment, hazard identification and characterisation and risk characterisation 
including uncertainty analysis. In this context, tiered and stepwise approaches for both whole 
mixture approaches and component-based approaches are applied for risk assessment of multiple 
chemicals in honeybees and wild bees under acute (contact and oral) and chronic (oral) scenarios. 
Recommendations for the risk assessment of multiple stressors on bee health in the context of 
EFSA’s Scientific Committee working group “MUST-B” were also presented. 

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

5.1  Feedback from Panels
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The various Panel chairs provided feedback on the 3 following horizontal topics: (1) Challenges in 
the implementation of SC cross cutting guidance; (2) Methodologies development; (3) Risk 
assessment with cross cutting issues. 

Food Contact Materials, Enzymes and Processing Aids (CEP) Panel 

The Chair of the Panel informed the SC that for the work on enzymes and food contact materials, 
the challenge is bisphenol A, already assessed in previous evaluations, the last one adopted in 
2015. New data have arrived since the temporary ADI was set. Therefore, this topic will soon be 
re-opened.  

Between 2017 and 2019, the new study appraisal methodology was tested on a selection of 
studies previously evaluated in 2015. The overall conclusion was that the two methodologies are 
comparable and coherent with more consistent objectives now because each step was assessed, 
justified and documented.  

The technical report was used to develop a webinar on 14 November which attracted more than 
one hundred participants. The event showed positive feedback from the participants. Questions 
were addressed during the webinar or later in writing. All is accessible on the EFSA website (link 
here). 

Nutrition, Novel Foods and Food Allergens (NDA) Panel 

The Chair of the Panel informed the SC that no specific challenge was identified regarding the 
implementation of the guidance on uncertainties in scientific assessment that is applied in the 
current scientific opinion on sugars.  

Regarding the methodology development, the NDA Panel agreed on how to assess novel foods 
from a nutritional point of view and where disadvantages were identified. The Panel also agreed 
on how to assess novel intended for infants (< 12 months) and young children (1-3 years old). 

Regarding cross cutting risk assessment, a WG was established to work on the set up of 
uncertainty factors for Health Based Guidance Value for copper.  

Food Additives and Flavourings (FAF) Panel 

The Chair of the Panel reported that the experience in the implementation of the guidance for risk 
assessment in infants (<16 weeks) (Efsa J. 2017, link here) is increasing.  

The FAF panel received a new EC mandate to update the guidance for the risk assessment of 
smoke flavourings. For this work, the cross-cutting methodological guidance documents will be 
used. Internal guidance on exposure assessment will be developed and the SC guidance on 
genotoxicity assessment of mixtures will be considered.  

As part of the ongoing re-evaluation of authorised food additives, under Regulation (EC) No 
257/2010, the Panel has developed two draft protocols detailing the approach and the 
methodology that will be followed for performing all the risk assessment steps, from hazard 
identification and characterisation to exposure assessment for its coming re-evaluation of 
sweeteners. 

A first public consultation on the protocol for hazard identification and characterisation closed on 
19 September 2019. A second one on the methodology applicable to exposure assessment was 
launched on 9 October 2019. EFSA has invited the scientific community, stakeholders and other 
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interested parties to provide feedback via the online submission tool on EFSA’s website by 22 
November 2019. 

A public scientific meeting took place in Paris on 3rd December to engage in discussion with all 
the stakeholders and other relevant parties. The event provided an opportunity to complement 
the two consultations and gather additional feedback on the protocols prior to their 
implementation.  

Plant Health (PLH) Panel 

The vice-chair of the Panel informed the SC on the work done in pest categorisation, quantitative 
pest risk assessment and commodity risk assessment. The PLH Panel was requested to provide 
more than 130 pest categorisations. In 2020, only 13 pest categorisations and 2 pest group 
categorisations remain to be made.  

Regarding quantitative pest risk assessment, the vice-chair provided an overview for Pantoea 
stewartia subsp. Stewartia on maize seed imported in the EU from USA.  

For commodity risk assessment, several dossiers were evaluated because the legislation changed 
and high-risk plants were highlighted. A conference was organised on Xyllela fastidiosa, the 2nd 
on this pest, in Ajaccio (Corsica) last October and to which 350 people attended (link here).  

The year 2020 is the international year for plant health (IYPH). For this occasion, EFSA is 
organising a workshop with EU Chief plant health officers in March 2020. EFSA will contribute to 
the IYPH global Conference (link here) which will lead to several social media activities in plant 
science on the EFSA website. 

Additives and Products or Substances used in Animal Feed (FEEDAP) Panel 

The Chair of the Panel informed the SC that FEEDAP panel members participated in the SC WG 
on genotoxicity and uncertainty, in the CONTAM WG on nitrates and in the BIOHAZ WG on 
microbial resistance.  

In 2019, a total of 110 Scientific opinions were adopted within 6 Plenaries. In the last (open) 
plenary, over 50 people from industry, academia and other regulatory organisation attended the 
meeting.  

The updated guidance for the renewal of authorisation for feed additives was endorsed for public 
consultation. On 14-15 November 2019 an Info Session was organised for stakeholders to inform 
them on the new guidance documents adopted in the last years by the FEEDAP Panel. Over 100 
persons participated in this event.  

Plant Protection Products and their Residues (PPR) Panel 

The Chair of the Panel informed the SC on a mandate on environmental risk assessment (ERA) 
for transition metals when used as active substances in Plant Protection Products (copper, iron, 
etc). The WG kick-off meeting focused on the discussion of the terms of reference and the EFSA 
conclusions on copper and iron assessments. The environmental fate of these transition metals 
will be addressed in the light of previous ERA conducted on birds and mammals.  

A Scientific Opinion on the development of Adverse Outcome Pathways (AOP) relevant for the 
identification of substances with endocrine disrupting properties is currently underway in line with 
the OECD guidance for the AOP development. (Four AOPs will be developed using active 
substances with an endocrine mode of action and eliciting an adverse effect on the uterus). For 
this work, a systematic review will be developed and outsourced in 2020.  
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The scientific opinion on the genotoxic potential of triazine amine (metabolite common to several 
sulfonylurea active substances) was discussed at the last PPR Plenary and some clarifications were 
requested. The assessment was conducted by the SC WG on genotoxicity.  

Genetically Modified Organisms (GMO) Panel 

The vice-chair of the Panel informed the SC about 3 mandates with crosscutting issues relevant 
to the SC. One is on the environmental risk assessment aspects of Synthetic biology developments 
in plants. The second is on genetically modified organisms engineered with gene drives (gene 
drive modified organisms) and their implications for risk assessment methodologies. The third one 
is on plants developed using type 1 and type 2 Site-Directed Nuclease and Oligonucleotide 
Directed Mutagenesis. 

Animal Health and Welfare (AHAW) Panel 

The Chair of the Panel informed the SC on the few challenges encountered in implementing the 
Guidance on uncertainty in AHAW opinions.  

With respect to methodologies, the Panel is currently reviewing some guidances.  

In terms of cross-cutting issues, the work on “Maximum levels of cross-contamination for 24 
antimicrobial active substances in non-target feed” progresses well in the collaboration between 
AHAW, FEED and BIOHAZ. 

A new request was received to develop a scientific opinion on the listing and categorisation of 
transmissible animal diseases caused by bacteria resistant to antimicrobials, in the framework of 
the Animal Health Law. This work is currently developed in collaboration with the BIOHAZ Unit. 

Panel on Biological Hazards (BIOHAZ) 

The Chair of the Panel informed the SC that resources and time are limiting factors in the 
implementation of uncertainty as illustrated by the EKE they conducted for the implementation of 
uncertainty in the Opinion on Campylobacter. With the support of AMU Unit, EKE will be conducted 
to implement uncertainty analysis on 2 additional mandates. 

Regarding cross cutting risk assessment, an assessment is currently underway on meat inspection 
(public and animal health risks in case of a delayed post-mortem inspection in ungulates) with 
support from the CONTAM and AHAW Panels.  

A mandate was received to develop a scientific opinion involving the European Medicines Agency 
(EMA) and several Panels on the role played by the environment in the emergence and spread of 
antimicrobial resistance through the food chain.  

The list of Qualified Presumption of Safety (QPS) recommended biological agents intentionally 
added to food or feed as notified to EFSA needs to be updated. 

Panel on contaminants (CONTAM)

The Chair of the Panel informed the SC that a successful and informative training on uncertainty 
was conducted in November 2019.  

The opinion on Ochratoxin A was endorsed for public consultation. The support provided by the 
SC Genotoxicity WG was helpful.  

For the risk assessment of perfluoroalkyl substances, epidemiological data were used with a 
Benchmark Dose approach but since this was challenging, a LOAEL approach might be considered.  

The Panel identified and discussed several challenges related to the scientific opinions on edible 
fats and oils (e.g. many unknown mixtures in paraffin), on glycoalkaloids in feed and food (e.g. 
solanine toxicity from potatoes). The chair also reported on the difficulty to deal with carcinogenic 
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compounds where an implicit linear approach (margin of exposure) is used, but where insights in 
non-linear dose response need to be gained. 

List of published opinions since June 2019

The Scientific Committee was provided with a document containing the list of published opinions 
from 03 September 2019 to 18 November 2019, produced by the different panels and units, 
including those on applications for food contact materials, enzymes, flavourings, GMOs, health 
claims, novel foods and food additives. The list also includes published conclusions on the peer 
review of pesticides and ongoing public consultations.  

5.2 Update on WGs activities 

- Cross-cutting WG Nanotechnologies  

EFSA and the Working Group have started to work on the request from the EC to develop a 
Technical Guidance on regulated products in the food and feed areas, particularly on how to 
determine the presence of small particles therein. A full agreement was made with the EC on the 
way forward and support is provided by the JRC. The next meeting is scheduled the week following 
this Plenary meeting (11-13 Dec. 2019). A draft Guidance will be ready to be presented to the SC 
in April 2020.  

The revision of the Scientific Guidance (published in July 2018 and gone through a pilot year) will 
be done after the Technical guidance has taken shape.  

- Cross cutting WG Benchmark Dose 

EFSA approved the charter for updating the EFSA Toolkit for BMD analysis. This 18 months activity 
will consist on updating the current SC guidance for the use of the benchmark dose approach for 
risk assessment, aligning it with the approach described in chapter 5 on dose response modelling 
of WHO IPCS EHC 240, and upgrading the EFSA Platform for BMD analysis accordingly. This 
activity will be done in collaboration with US Agencies (EPA, FDA, NIOSH) and Health Canada, 
aiming at harmonising as much as possible various guidance documents.  

– Cross-cutting WG Mixtox 2 

The MIXTOX 2 WG is developing a scientific opinion addressing scientific criteria for the grouping 
of chemicals into assessment groups for human risk assessment of combined exposure to multiple 
chemicals, taking into account scientific principles, the context of the risk assessment including 
regulated chemicals and contaminants, relevant EFSA sectoral regulatory provisions and 
international activities. The WG has started to produce the scientific opinion while addressing 
exposure, hazard and risk-based criteria. The last teleconference was held on November 18th, the 
next teleconference and physical meeting will be held on January 14th and February 6th -7th (EFSA), 
respectively. 

- Cross-cutting WG Genotoxicity (M-2019-0091) 

The WG finalised the draft report for the assessment of triazine amine, following a request by 
the PPR panel.  

An additional request for advice has arrived from the PREV unit but they were not yet discussed 
in the WG as the full data package is still missing. 
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The draft guidance on aneugenicity assessment is progressing. The aim is to table the document 
for possible endorsement for public consultation in February 2020. 

- Cross-cutting WG Uncertainty 

The WG is currently supporting the same mandates to implement uncertainty analysis as 
described during the September plenary. No new mandate was added since then. 

The CONTAM tailor made training on uncertainty was provided in November 2019. Follow up from 
this training will need to be addressed in 2020 by the WG, such as adaptation of the uncertainty 
check list to CONTAM’s need. To further support to new requests, Ulrika Sahlin has been added 
as a member of the WG uncertainty. 

- WG Non Monotonic Dose Response (NMDR) (M-2019-0166) 

The WG has progressed through a teleconference and the next meeting will start after the SC 
plenary. Several studies claiming non-monotonic dose responses are analysed and the 
coordination with the ongoing assessment of Bisphenol A WG is in place. The WG will continue 
with the detailed assessment of biological plausibility and relevance for the risk assessment of 
selected studies identified in the external report. The first detailed discussion by the SC is planned 
for the April Plenary meeting. 

- WG Health Based Guidance Values (HBGV) (M-2019-0159) 

The first meeting was held in November, and in line with the Terms of Reference, a first draft of 
a report on current approaches for the derivation of HBGV in EFSA, covering nutrients, additives 
and pesticides, was presented and discussed, and will be improved by the WG. The WG has also 
agreed with the initial outline of the statement and distributed the first tasks. A teleconference is 
scheduled for 9 December. The first detailed discussion by the SC is planned for the April Plenary 
meeting. 

- Beeswax WG (M-2019-0061) 

All information on the background, mandate and terms of reference was provided at the last 
Scientific Committee Plenary meeting in September, but briefly re-described. An update was 
provided on the progress made by the WG. The WG clarified the terms of reference as provided 
by the European Commission and which were further divided into three: (i) technical specifications 
and purity criteria of beeswax (for both apiculture and human consumption), (ii) human health 
risk assessment and (ii) bee health risk assessment of adulterated beeswax with stearin/paraffin 
and their contaminants. Given the lack of data, EFSA launched a call for studies/data. The first 
term of reference will be based on the description of what is currently available from the scientific 
literature review. For the other terms of reference, the WG is gathering data and information 
(from EFSA chemical hazard database for human exposure and from worst-case scenario-based 
models for bee health exposure) to define exposures to adulterants. The WG asked support from 
EC and JRC in the analysis of samples for the determination of Polycyclic Aromatic Hydrocarbons 
(PAH) contaminants (coming from the environment or from adulteration) in samples being 
genuine beeswax or adulterated beeswax (at different levels), which hopefully will provide further 
support for the risk assessment to be made. A new expert member in the field of beeswax 
analytics was recruited for this mandate. 

- WG MUST-B and EU Bee Partnership (M-2018-0155) 
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The MUST-B WG has defined a vision to address the multiple challenges to be faced when 
developing a holistic risk assessment approach to multiple stressors in honeybee colonies. This 
vision is currently being consolidated and will be presented to the Scientific Committee in February 
2020.The Communication Directorate is developing an infographic to enhance the communication 
of the vision of the MUST-B WG, which is strongly rooted into the ApisRAM model. This is an 
agent-based model in a spatially explicit landscape which is under development through an EFSA 
procurement and in parallel a field data collection is conducted in 2 EU Member States to produce 
realistic data to test and calibrate ApisRAM. In addition, a social science research is conducted to 
address 2 terms of reference of the mandate from the European Parliament. One is on the view 
of the beekeepers on the visions developed under MUST-B and the second is on the support of 
the EU Bee Partnership for collecting and sharing harmonised data on bee health for more 
sustainable beekeeping. This work is ongoing and will be presented to the Scientific Committee in 
June 2020. It will also be included in the Scientific Opinion that will be presented to the Scientific 
Committee for endorsement for public consultation in September 2020.  

- WG Compendium of Botanicals (M-2012-0145) 

The Scientific Committee was updated on the outcome of the last meeting of the WG: the final 
external report of the project “Transformation and further development of the EFSA Compendium 
of Botanicals (COMBO) (OC/EFSA/SCER/2015/05)” was reviewed. The report will be published 
together with the release of the updated Compendium of Botanicals early 2020, as soon as the 
transfer of the composition/toxicity data for 1700 new plant species has been finalised. The WG 
discussed the second phase of the project: the same methodology applied to the above-mentioned 
1700 plants will be used to update the composition/toxicity information for the 900 plant species 
already available in the Compendium of Botanicals. The toxicity of around 2500 substances 
flagged as of possible concern for human health will be characterised using experimental data or 
QSAR and read across in absence of information on toxicity or adverse effects. 

The WG is also assisting the NUTRI unit, using the Compendium and its expertise to complement 
the information provided in traditional foods notifications. The WG is currently working on 
Plukenetia volubilis roasted seeds as a traditional food.  

The WG provided also assistance to the EFSA Emerging Risks Exchange Network, reviewing two 
briefing notes on possible emerging risks; the first issue concerns the use of ecdysteroids in food 
supplements for anabolic purposes. The second issue is about the risk for hepatotoxicity 
associated with the consumption of turmeric or curcumin containing food supplements. 

6. Other topics for information and discussion 

6.1. Looking ahead: 

6.1.1 Update on EFSA Strategy 2021-2027 

Ana Afonso presented an update on EFSA Strategy 2021-2027 definition process. The first phase 
is ending with the Strategy Evolution Document that will be submitted to the Management Board 
for further discussion on 17 December. The strategic directions are clustered on 3 overarching 
goals: The first on communication to society and society engagement to address regulatory 
science; the second on delivering fit for purpose scientific advice, the third is related to people, 
funding and knowledge. The Scientific Committee was invited to express its views on EFSA strategic 
directions through a survey open until 20 December. The Chair invited the Scientific Committee to 
complete the survey and provide additional comments to EFSA. EFSA will provide feedback on the 
survey results at the future plenary meetings.  
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6.1.2 Update on the future of risk assessment (RA) in EFSA 

Tobin Robinson reported back on an EFSA internal Task Force aiming at contributing to the 
development of the EFSA Strategy 2021-2027. The task force is looking more specifically at three 
areas, chemical risk assesment (RA), biological RA and environmental RA. The three resulting 
documents will be shared with the Scientific Committee for possible comments probably in the 
beginning of 2020.  

The identification of the scientific challenges helped to inform EFSA strategy and to design a 
roadmap, i.e. what EFSA wants and, more importantly, how to achieve it. With the updated 
Transparency regulation, EFSA needs to engage more with Member States and, from a strategic 
perspective, with international bodies, key players in EU on science and RA, sister agencies and EC 
(DG Santé and DG RTD).  

The Panels have been consulted and the SC will be also asked to provide comments at a later 
stage. The first question is based on the experience of the SC in risk assessment, what needs to 
be improved; the second question is what are the capabilities EFSA does not have; the third and 
last question is about the future and how to get prepared. EFSA will have the capacity to increase 
its resources allowing for much more outsourcing and long term investments to address these 
challenges.  

The future of RA in EFSA is related to the new EFSA strategy. In the document prepared by the 
internal EFSA Task Force, suggestions are made on how to be prepared to, and integrate into 
EFSA activities the big challenges ahead (i.e. environmental degradation, sustainibility, climate 
change, new data streams such as genomics). There is a need to have the methodology to 
integrate these data (knowledge integration) and make use of them for RA. For omics/genomics, 
there is a need for a  broader capacity coming from outside EFSA. The microbiome is an important 
component of these new challanges as it has an impact on biological RA, chemical RA, plant health 
RA (via the root system) and at the ecosystem level.  

The Scientific Committee made some comments that will be considered by the task force when 
reviewing the document. More discusison will take place in one of the next SC plenary meetings. 

6.2. Developmental neurotoxicity (DNT) in the EFSA outlook 

The Scientific Committee was provided with the background and outline of the DNT regulatory 
framework.  

An overview of the endpoints of the DNT used in in-vivo studies was given and includes mostly 
neuropathological and behavioural endpoints. The EFSA PPR Panel started to investigate this topic 
in 2013 through a procurement on in-vitro DNT testing that was published in 2015. In 2016, the 
Pesticides Unit, following the recommendations of the SC, submitted to the OECD a standard 
project submission form (SPSF). In 2018, an experimental work was launched to test the in-vitro 
battery. A large number of compounds were tested. The Danish EPA with the University of 
Konstanz supported the effort by conducting more testing. In 2019, the activity was initiated 
under the umbrella of the OECD.  

The ongoing work on in-vitro experiments sponsored by the Danish EPA and EFSA was presented 
to the Scientific Committee. The results will be published by summer 2020. US-EPA is also 
engaged with the same battery of tests and the same chemicals. Some tests were developed to 
test DNT key events and endpoints.  

Finally, the ongoing work for the development of a Scientific Opinion on DNT was presented to 
the Scientific Committee. For this work, a systematic literature review was performed. The data 



14 

appraisal and analysis has started, and the finalisation of the Opinion is scheduled in October 
2020. All evidence is now available to develop the protocol.  

Towards the end of 2020, EFSA wants to engage with stakeholders in a Workshop to identify 
benefits and limitations of the proposed DNT framework.  Many relevant stakeholders are already 
engaged (e.g. Academia, US-EPA, DNT network, OECD), but some others need to join. A workshop 
will be hosted by DG SANTE in 2020 to engage the relevant stakeholders that are still missing.  

6.3. Proposal for the amendment of the “emerging risk” definition 

The definition of an “emerging risk” was endorsed in 2007 by the Scientific Committee. The 
proposal is to update it in order to include also the “environment” in the definition. The Scientific 
Committee agreed to amended it as follows: “an emerging risk to human, animal and/or plant 
health and the environment is understood….”. The revised definition was endorsed and will be 
soon published on the EFSA website. 

7. Any Other Business 

7.1. Scientific Colloquium on Microplastics 

The Scientific Committee was informed about  the Scientific Colloquium on “A coordinated 
approach to assess the human health risks of micro- and nanoplastics in food”  that will take place 
on 8 and 9 June 2020, in Lisbon (link here for abstract submission).  
In 2016, EFSA identified the need to generate more data on the occurrence levels of microplastics 
and nanoplastics in food and on their potential effects on human health following exposure 
(Statement in 2016 here). Public concern about this topic is also high. EFSA’s 2019 Eurobarometer 
on Food Safety in the EU found that microplastics in food was a topic of increasing concern among 
EU citizens. 

Some current H2020 projects are also exploring the issue and there are recent developments 
produced by several bodies in the public domain.  

7.2. Use of Teams and Sharepoint, replacing Document Management System 
(DMS) 

The Scientific Committee was informed about the upcoming replacement of the EFSA DMS by 
Microsoft Teams and Sharepoint. The new system will increase efficiency and rapidity. Newly 
created working groups will be activated on Teams as from January 2020. The migration of the 
Scientific Committee to Teams will be done later in 2020. 

7.3. General matters arising 

The Scientific Committee was provided with a document summarising relevant activities that had 
taken place since the last plenary meeting with focus on the activities of the EFSA Management 
Board, Advisory Forum (AF), Interagency and International Scientific cooperation and EFSA 
Stakeholders Meetings.  

7.4. Draft agenda next SC plenary 
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The SC was presented with an overview of the topics that will be on the agenda of the February 

meeting. The meeting is scheduled for the 18-20 February 2020. 

97th SC Plenary: 18 (14.00-18.30) -19 Feb (full day) – 20 Feb (9.00-13.00) 
98th SC Plenary: 22 April (full day) – 23 April (9.00-13.00) in Athens 
99th SC Plenary: 23 June (full day) – 24 June (9.00-16.30) OPEN to observers 
100th SC Plenary: 16 Sep (full day) – 17 Sep (9.00-13.00) 
101st SC Plenary: 11 Nov (full day) – 12 Nov (9.00-13.00) 

END OF THE MEETING 


