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Scientific Committee and Emerging Risks Unit (SCER): Tobin Robinson, 
Daniela Maurici, Maria Chiara Astuto, Maria Bastaki, Bernard Bottex, 
Yann Devos, Jean-Lou Dorne, Raquel Garcia Matas, Milen Georgiev, 
Georges Kass, Djien Liem, Angelo Maggiore, Caroline Merten, Agnes 
Rortais, Reinhilde Schoonjans, Irene Cattaneo, Justyna Slodek-
Wahlström, José Tarazona. 

Assessment and Methodological Support Unit (AMU): Laura Martino, 
Elisa Aiassa (for item 5.2.4.), Jose Cortiñas Abrahantes (for item 
5.2.4.) 

Food Ingredients and Packaging Unit (FIP): Claudia Roncancio Peña 
(for items 5.2.1 and 6.2) 

Global Performance Services Unit (GPS): Maria Astridou (for item 6.3) 

1 Welcome and apologies for absence 

The Chair welcomed all participants. Claude Bragard was absent in the 
afternoon of the 17th November. Søren Saxmose Nielsen and Dominique 
Turck were absent on the 19th November.  

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 Independence2 and the Decision of the 
Executive Director on Competing Interest Management3, EFSA screened the 
Annual Declarations of Interest filled out by the Panel 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. 

2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
3

http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_1
7.pdf
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4 Scientific outputs submitted for discussion and/or possible 

adoption: 

4.1 Draft guidance on scientific criteria for grouping chemicals 

into assessment groups for human risk assessment of 

combined exposure to multiple chemicals (EFSA-Q-2019-

00517) 

The Chair of the WG, Christer Hogstrand, presented the outcome of the 

public consultation (PC) (May– July 2021) to the SC with an overview of 

key comments received on the draft guidance document (GD). Comments 

on the draft GD received during the EFSA virtual International workshop on 

human risk assessment of combined exposure to multiple chemicals (18-

20 October 2021) were also presented to the SC. The secretariat then 

provided a detailed account of the revisions applied to the final draft GD as 

EFSA’s replies to all comments particularly for the chapters on hazard 

driven criteria and prioritization methods and Appendices. The technical 

report summarizing the comments for both the PC and the online workshop 

and EFSA’s replies was also discussed. Finally, several participants of the 

workshop highlighted the need to develop a GD related to the use for New 

Assessment Methodologies (NAMs) for risk assessment including mixtures. 

Several members of the SC acknowledged such a need. Finally, the GD and 

the related technical report providing EFSA’s replies to the PC and 

comments received during the online workshop were adopted by the SC for 

publication.

4.2 Draft review of the existing health-based guidance values 

for copper and its exposure assessment from all sources (EFSA-

Q-2020-00399) 

The European Commission requested EFSA to provide a scientific opinion 
on an Acceptable Daily Intake (ADI) for copper and to perform a new 
estimation of copper intake, taking into account all sources of exposure. 
Since copper is an essential trace element in nutrition, the Health-Based 
Guidance Value (HBGV) for copper is re-evaluated according to the EFSA 
proposed harmonized approach for establishing HBGVs for substances that 
are regulated products and also nutrients (EFSA Scientific Committee et al., 
2021).  
The SC made several suggestions on the draft opinion. It was highlighted 

that copper should be considered not only a regulated product but also a 

naturally occurring nutrient as well as a contaminant. Therefore, the SC 

suggested adding a separate chapter in the Opinion on the role of copper 

as a contaminant, including information on reported cases of adverse 
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effects. A further recommendation was to expand on the description of 

animal studies. 

A discussion on the uncertainty analysis (qualitative and quantitative) 

relating to hepatic sequestration and retention and the factors involved in 

their regulation took place. The SC recognised that although the 

consideration of recent additional studies reduces the overall level of 

uncertainty in comparison with previous assessments, quantitative 

estimates of uncertainty may be difficult to generate. This issue will be 

explored further by the WG. The plan is to present the draft at either the 

February or April SC meeting in 2022 for possible endorsement for public 

consultation.  

4.3 Draft opinion on evaluation of existing guidelines for their 

adequacy for the food and feed risk assessment of 

microorganisms obtained through synthetic biology (EFSA-Q-

2020-00768)

Referring to previous work of the SC on Synthetic Biology, the European 

Commission (EC) requested EFSA for an opinion on Genetically Modified 

Organisms developed using synthetic biology approaches and the adequacy 

of existing guidelines for risk assessment.  

EFSA planned to develop six Opinions, according to organism group and 

risk assessment aspects to address the EC mandate. Two opinions have 

been already published. The current draft opinion addresses the food and 

feed safety aspects of synthetic biology microorganisms.  

Upon first reading by the SC in September, the draft was further developed 

by the WG with an additional case study and the post market monitoring 

section. The conclusion and recommendations sections were presented to 

the SC in detail and further suggestions were made to improve the clarity 

of the text. The WG will consider the additional fine-tuning suggestions from 

the SC in its next WG meeting of 14 December.  

The SC endorsed the draft opinion for public consultation planned at end 

Feb-March 2022. 
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5 Feedback from the Scientific Committee/Scientific Panels, EFSA, 

the European Commission. 

5.1 Scientific Panel(s) including their Working Groups 

5.1.1 Overview of the work programme of GMO and PPR 

panels. Last minute issues relevant for the Scientific 

Committee 

The SC was presented with an overview of the work-programme of the 

GMO panel by its chair Ewen Mullins. Currently, 31 applications are being 

risk assessed and 4 applications are under completeness check. Main crops 

assessed are soybean, maize, cotton and sugar beet. Whereas in the past 

a single event application was standard, nowadays stacked events are more 

common. A reminder on the 4 steps for GMOs risk assessment was given: 

(1) Molecular characterisation, (2) Comparative analysis, (3) Food/Feed 

risk assessment, (4) Environmental risk assessment.  

An overview was provided on the unit’s working procedures, on its various 

WGs and various stakeholder’s interaction of the GMO Panel and Unit. With 

increasing complexity due to evolving innovations such as biosynthetic 

pathways, the different WGs of the GMO Panel are also involved in 

assessing new publications, discussing and designing improvements to the 

risk assessment workflow to address new challenges and in assessing 

comments raised by the stakeholders.  

Looking ahead there will be upcoming discussions on the adequacy of 

current guidelines in regards the development of GMOs via new breeding 

techniques such as Cis/Intragenesis, s and Synbio-based approaches.  

The SC asked for clarifications on the presented work program and the 

interaction of the GMO panel with the EC and the applicants. It was clarified 

that DG SANTE is always present in each GMO plenary to ensure full 

alignment. Also, general meetings are held with the applicants.  

The SC was presented with an overview of the work program of the PPR 

panel by its chair Antonio Hernandez Jerez. The SC was reminded of the 

remit of the PPR Panel: to develop and review guidance documents on the 

risk assessment of pesticides; to provide advice on the risk assessment of 

pesticides in support of the Peer Review of pesticide active substances; on 

an ad-hoc basis, it can be involved in the risk assessment of pesticide active 

substances. The following 6 ongoing generic mandates were briefly 

introduced to the SC: (1) Scientific Opinion on Comparative In vitro 

metabolism studies; (2) Development of AOP relevant for the identification 

of substances having endocrine disruptors properties; (3) Developing an 



6 

AOP for Voltage-Gated Sodium Channels (VGSC) inhibition leading to 

Developmental Neurotoxicity Adverse Outcome (AO); (4) Use and reporting 

historical control data (HCD) for regulatory studies; (5) Design and conduct 

of groundwater monitoring studies supporting groundwater exposure 

assessments of pesticides. In addition, an overview of the 2 ongoing 

mandates in support of the peer review was shared: Statement on the 

active substances acetamiprid and flupyradifurone and the assessment of 

common metabolites to pyrethroids.  

A medium to long-term planning for guidance development will be available 

in the near future when the ongoing prioritisation exercise between Member 

States, the European Commission and EFSA is completed. 

The SC asked for clarification on the presented work program. A suggestion 

for a better terminology was made about endocrine disrupting chemicals, 

such as endocrine active compounds. A clarification was asked about the 

meaning of “serious risk”. It was clarified that this terminology is used in 

the EU legislation (e.g., Regulation (EC) 396/2005) and also relates to 

possible genotoxic potential. The SC brainstormed about the various 

terminologies which are given by the respective legislations. The SC agreed 

that further reflections on this topic would be useful. 

5.1.2 Possible review of the guidance on the Margin of 

Exposure (MoE) approach 

The Chair of the CONTAM panel, Dieter Schrenk, presented the SC with an 
overview of the proposed revisions for the current 2005 GD of the margin 
of exposure (https://www.efsa.europa.eu/it/efsajournal/pub/282). The 
possible updates of the guidance focus on the approach for risk assessment 
of substances which are both genotoxic and carcinogenic. The current 
interpretation of the MoE for compounds which are genotoxic and 
carcinogenic does not take into account the shape of the dose-response 
and/or the type of carcinogen and/or the molecular mode of action (repair, 
change in DNA structure, mutagenic potency vs. initial adduct yield, etc..). 
The general assumption that a practical threshold cannot be assumed for 
this group of compounds needs to be revisited. It appears reasonable to 
conclude that this paradigm may not be valid for all genotoxic carcinogens. 
An overview of related issues was presented to the SC among which how 
to deal with borderline direct genotoxicants.  

Several SC members supported the proposal to revise this guidance. The 
posed questions here were found difficult to provide a general answer for 
as this would depend on the data available for the assessment.  

Several considerations were given by the SC members on aspects that are 
still missing from the current guidance: the need to consider also the 
different organs because that impacts also the shape of the curve in 
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addition to the substance dependency; the individual body defense 
mechanisms with DNA repair systems since 2005 more knowledge is now 
available on polymorphism and DNA repair mechanisms.  

It was stressed that it was foreseen within the EFSA 2027 strategy when 
updating or developing a guidance to involve relevant EU agencies in the 
process. In case this GD will be revised, other relevant EU agencies could 
be consulted on their level of collaboration.  

The discussion and brainstorming concluded that a concrete work plan for 
2022 to start working on this topic (agency engagement, outsourcing, WG 
establishment) will be generated by CONTAM colleagues and presented to 
the SC in the first trimester 2022.  

5.2 Feedback from EFSA 

5.2.1 Update on the EFSA organisational development 

The EFSA Executive Director provided the SC with an update on the 

progress of the EFSA reorganisation that will be implemented as from 1 

January 2022. New Head of Units and team leaders have been appointed. 

More details will be provided in the next SC plenary in early 2022. 

5.2.2 Update on the revision of the benchmark dose BMD 

guidance document 

The SC was presented with the main revisions implemented so far to align 

the Guidance on the use of the benchmark dose approach in risk 

assessment with the principles for dose-response assessment described in 

chapter 5 of FAO/WHO IPCS EHC240. The main change compared to the 

current guidance is the introduction of Bayesian model averaging, as the 

preferred approach for benchmark dose modelling in EFSA. Also, the 

platform for BMD analysis is currently being modified to implement this 

update. When doing so, harmonisation with other existing BMD tools (US 

EPA BMDS) has been sought. The initially planned timeline has been slightly 

delayed with the revised GD now expected to undergo public consultation 

by March 2022, with the aim of having the final GD published along with 

the platform by July 2022.  

The document will be tabled for review and possible endorsement for public 

consultation at the next SC plenary, in February 2022.  
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5.2.3 Update on the development of a system-based 

approach for a holistic Environmental Risk Assessment of 

multiple stressor in honey bees (MUST-B) 

The SC was updated about 3 ongoing activities supporting a holistic 

environmental risk assessment of multiple stressors in honey bees: 

1. ApisRAM model version 1 (ongoing procurement to be finalised by 

January 2022). The model was described with its interconnected 

modules and peculiarities (i.e. spatially explicit and dynamic 

landscapes, individual based modelling, thermal module, stressors 

interactions and feedback mechanisms and representation of the 

human component);

2. Focused field data collection to calibrate ApisRAM (procurement 

finalised in June 2021 

https://www.efsa.europa.eu/en/supporting/pub/en-6695 and 

external scientific report and raw data published on EFSA website and 

Zenodo in July 2021,

https://www.efsa.europa.eu/en/efsajournal/pub/6607 respectively);

3. Stakeholders' involvement and data flows: EU Bee Partnership and 

platform for harmonised data collection and sharing on bee health 

(procurement to start in Dec. 2021 for a 2-years duration, i.e. until 

Dec. 2023);

The follow up activities on the implementation of ApisRAM were further 

discussed under agenda item 7 on the preliminary discussion on draft work-

program Scientific Committee 2022-2024.  

5.2.4 Preliminary discussion on the draft work-programme 

Scientific Committee 2022-2024 

- WG Risk Benefit Assessment (RBA) 

In anticipation of a draft mandate from the European Commission for an 

assessment of the health risks and health benefits of consumption of fish 

in relation to the presence of dioxins and other contaminants, the SC 

requested EFSA to create a working group (WG) that will update the SC 

guidance of 2010 on risk-benefit assessment of foods 

(https://efsa.onlinelibrary.wiley.com/doi/abs/10.2903/j.efsa.2010.1673). 

Such an update is needed to incorporate advances in several related 

science fields so that new RBAs can be conducted to provide fit-for-purpose 

advice to meet the regulatory and risk management needs of the European 
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Commission and Member States in defining dietary advice. Maged Younes, 

chair of the FAF panel, was appointed as chair of the proposed WG.  

- WG protocol development 

Following up on the EFSA’s Management decision to implement the protocol 
development first for non-application assessments, a cross-cutting 
document ‘Draft framework for protocol development for EFSA’s scientific 
assessment’ was endorsed by the SC in February 2020 for a testing phase 
of 1 year. At the end of this testing phase in June 2021, feedback was 
collected on the need to revise/finetune the framework via an online 
survey. An overview on the 21 mandates per unit was shown where the 
recommendations from the protocol were implemented. A summary was 
provided on the feedback collected e.g. a need for templates for standard 
sub-questions and for examples of protocols with high and low extend 
planning, suggestion to have a protocol developed in phases as difficult to 
cover all methods a priori.  
It was proposed to the SC to re-start the WG previously established to: 

(1) Check and discuss the input and ‘lessons learned’ collected during 
the pilot phase and summarised in the report drafted by AMU; 

(2) Based on the outcomes of the piloting phase, revise the framework 
for protocol development; 

(3) Draft additional documents/tools if deemed necessary (e.g. 
template for protocols, archive of existing EFSA protocols); 

(4) Revise the framework for problem formulation produced by the 
external contractor and incorporate it in the final 
recommendations for protocol development; 

(5) Publish the ‘Framework for protocol development’, in the form of 
a SC guidance 

The SC agreed to the proposal to re-start the activities of the WG on 
protocol development and also to convert the revised document into a GD. 
Thor Halldorsson was confirmed as chair of the WG. The SC recommended 
that flexibility should be given on the level of implementation of the future 
GD.  

- WG Epidemiological studies 

The SC was reminded of the current content of the guidance document 
(GD) on “Integration of evidence from epidemiological studies in EFSA 
scientific assessments” (link here). The current GD contains an overview of 
the different epidemiological studies with a focus on strengths and 
weaknesses of different study designs and risk of bias. What is currently 
still missing is a chapter on the use of epidemiological evidence for specific 
scientific assessment questions to address panel-specific issues. In 
addition, several pending issues such as existing legislations on use of 
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epidemiology studies for plant protection products would need to be clearer 
together with the use of uncertainty factors for human studies. A proposal 
with follow up actions and related timelines was presented with the aim of 
reopening the WG.  
The SC agreed to reopen the WG on epidemiological studies and to finalise 
the draft guidance, starting the activity probably in the last quarter of 2022. 
Thor Halldorsson was confirmed as chair of the WG. 

- WG MUST-B 

The SC was reminded the timeline of the implementation of the honey bee 
colony model “ApisRAM” beyond version 1, to include new knowledge from 
H2020 projects (PoshBee, B-GOOD and Ecostack) as suggested by EFSA 
for the “Development of the ApisRAM model for risk assessment of honey 
bees” (i.e. ApisRAM versions 2-4 will include biological agents and thermal 
modules, additional EU landscapes, toxicological data on interactions 
between pesticides and other chemicals/stressors, and 
methodologies/evidence to conduct cumulative risk assessment and assess 
effects from invasive alien species). To follow up on this activity, the 
composition of the MUST-B WG needs to be updated, including new 
expertise on model development, expert knowledge elicitation and bee 
epidemiology. The SC agreed to the proposed follow up activities.  

5.2.5 Update on the WGs activities: 

- WG Fluoride (M-2021-00060) 

The WG that has undertaken the EC mandate for an updated risk 
assessment of fluoride in food and drinking water considering all sources of 
exposure has held two meetings during which members discussed the 
activities needed to deliver the mandate and set goals and milestones 
within the timeframe of the mandate. The WG has initiated the drafting of 
the protocol for the risk assessment and aims to present a draft for 
discussion at the next SC Plenary.   

- Cross-cutting WG Nano 

The SC agreed that the ccWG nano will retain its current composition 

pending new ways of working on cases under the FAF Panel.  The current 

tasks of the ccWG nano are to assist in implementation activities now that 

the 2 nano guidance documents have been published in August 2021 

(https://www.efsa.europa.eu/en/efsajournal/pub/6768) and 

(https://www.efsa.europa.eu/en/efsajournal/pub/6769). Such 

implementation activities comprise setting the timelines for additional data 
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requests and providing advice on specific cases upon request from the EFSA 

Units/Panels.  

- Cross-cutting WG on Genotoxicity 

The cc WG has been asked to provide advice on the genotoxic potential of 
the common pyrethroid metabolites 3-phenoxybenzoic acid (PBA) and 3-
(4’-hydroxyphenoxy)benzoic acid (PBA(OH)) (EFSA-Q-2021-00118), in the 
context of a European Commission mandate received by the PPR Panel and 
Pesticides Peer-Review (PREV) Unit. The WG discussed the draft advice 
prepared to be sent back to the requestor. The document will be finalised 
by written procedure and submitted to the WG on pyrethroid common 
metabolites. 

- Cross-cutting WG on Uncertainty 

The WG uncertainty is supporting the implementation of the uncertainty GD 
in various ad hoc opinions across the RASA departments by providing 
suggestions on the related uncertainty analysis e.g. BIOHAZ opinion on 
organic fertilisers/soil improvers, hydroxy methyl furfural (HMF) in feed for 
honeybees (opinion from the CONTAM panel), African Swine Fever (opinion 
from the AHAW panel). 
Specific support has been provided to the draft opinion on BPA (opinion of 
the CEP panel). The WG is continuing to further develop the methodologies 
to assess uncertainty e.g.: purpose and usefulness of Bayesian networks in 
quantifying uncertainty, developing examples of partial calibration, how to 
separate uncertainty from variability in sensitivity analysis.  

In addition, in support of the upcoming workshop with risk managers on 
uncertainty 21-22 November 2021 (see also AOB), the WG members have 
developed the case studies which will serve as the training materials in the 
break outs.  

- WG Compendium of Botanicals 

The WG Compendium of Botanicals is developing a hazard database 
containing naturally-occurring substances of possible concern for human 
health and toxicity/adverse effects for 2600 plant species. One subgroup of 
experts is currently reviewing the information retrieved from the literature 
for the last batch of 900 plant species, while the second subgroup is 
characterising the toxicity of these substances identified as of possible 
concern, looking at in vivo, in vitro and in silico data. These activities should 
run until end of 2023, with the final database made available for the public 
in 2024.   
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- WG Read Across (M-2020-0093) 

The SC was provided with an update of the work of the EFSA mandate on 

the development of a guidance on read-across (EFSA-Q-2020-00413). A 

general framework has been developed, and the key steps identified to 

constitute the key elements for the Guidance are currently being refined 

for EFSA’s purposes. In addition, following the successful launch of a 

procurement call to determine the application domain of read-across for 

EFSA’s remit using EFSA’s database of compounds, a winning consortium 

was identified, and the project was initiated on 15 October 2021. The next 

WG meeting will take place on 12-13 January 2022. 

5.2.6 Discussion on point of departure for reasons other than 

adversity - proposal for a WG on biomarkers of effects 

In chemical risk assessment the derivation of a HBGV is based on the 

identification of a suitable reference point (RP) and the application of 

uncertainty factors (UF). The traditional RP is a NOAEL or BMDL value based 

on the observation of adverse effects. 

A difficulty arises when there is no clear evidence of adversity or overt 

toxicity, such as from pathology, histopathology or traditional clinical 

chemistry markers that indicate organ toxicity. This is often the case when 

human data are considered, and here the risk assessor may need to 

consider other types of biomarkers. Such biomarkers of effect may indicate 

an early biological response, such as perturbation of homeostatic 

mechanisms, as a result of exposure to a chemical but not necessarily 

representing adversity. There is a need to clarify when and how to use 

biomarkers that indicate early biological responses. The field of new clinical 

biomarkers of effects is rapidly expanding to address the spectrum of 

human diseases and pathologies but their potential use in risk assessment 

needs assessing, also in the context of integration of epidemiological 

evidence. Moreover, the increasing use of NAMs and OMICs data as the 

basis for risk assessment is anticipated to bring new needs for clear 

definition of biomarkers of effects to be used as RP for establishing HBGVs. 

The SC expressed full support for this potential mandate and the creation 
of a WG to address it. Input from the WG on epidemiological studies and 
occupational risk assessment activities by WHO and US EPA should be 
considered. The next steps will be to initialize the internal EFSA process for 
getting the approval to start this new activity.  
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6 Other scientific topics for information and/or discussion 

6.1 The Farm to Fork (F2F) Strategy 

Marta Hugas, EFSA’s chief scientist, presented the SC with the EC Farm to 

Fork Strategy which aims to accelerate a transition to a sustainable food 

system. The strategy contains 4 main pillars that serve as the backbone for 

the implementation of the strategy:  sustainable food production, 

sustainable food processing and distribution, sustainable food consumption 

and food loss and waste prevention. The four main targets for a sustainable 

food production by 2030 are: (1) reduce use and risk of chemical pesticides 

by 50% and reduce use of more hazardous pesticides by 50%; (2) reduce 

nutrient losses by at least 50%, while ensuring no deterioration on soil 

fertility; this would reduce fertilizer use by at least 20%; (3) Reduce sales 

of antimicrobials for farmed animals and in aquaculture by 50%; (4) 

Achieve at least 25% of EU’s agricultural land under organic farming and a 

significant increase in organic aquaculture. To this end a new legislative 

framework for sustainable food systems will be proposed by the 

Commission by 2023. Relevant legislations around EFSA’s remit that are 

being/will be revised as part of the actions of the F2F strategy were 

presented to the SC.  

An overview of the various actions planned to implement the strategy was 

presented. The actions are clustered according to sustainable food 

production, sustainable fisheries and aquaculture, sustainable practices by 

food industry and retail, hospitality and food service and to promote shift 

towards healthy, sustainable diets. Ongoing reflections under EFSA’s SPIDO 

activities on how to build on EFSA’s work in particular with regard to food 

consumption data, risk-benefit assessment of food and science-based 

dietary guidelines were presented. 

The SC commented on the F2F strategy. In particular the SC members 

asked: is the EC planning to combine the assessment of nutrient profiling 

with the evaluation of the environmental impact? What about the impact of 

dietary patterns to climate impact? Would then the risk benefit assessments 

also be expanded to evaluate the environmental impact?  

The EC clarified that food safety will continue to be the basis of the risk 

analysis framework, and that food safety was not compromised by the F2F 

strategy. At this stage it would be premature to envisage whether risk 

benefit assessment would need to be strengthened or how potential new 

environmental aspects would be assessed. It was further clarified that the 

quantitative targets of the F2F strategy should be considered ‘aspirational’ 

targets A SC member  commented that to achieve the targets, more 

innovations in breeding techniques would be needed to compensate for the 
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reduction of pesticides use and increased use of biological active substances 

in the agriculture.  

The SC expressed its commitment to support the implementation of the 

F2F strategy and wish to be updated as implementation evolves.  

6.2 The Chemicals Strategy for Sustainability (CSS) and the 

One Substance One Assessment (OSOA) approach. 

The SC was presented with the long-term vision for the EU’s chemical 

policy. In line with the European Green Deal, the Chemicals Strategy for 

Sustainability (CSS) strives for a toxic-free environment, where chemicals 

are produced and used in a way that maximizes their contribution to society 

including achieving the green and digital transition. It envisages the EU 

industry as a globally competitive player in the production and use of safe 

and sustainable chemicals. The five building blocks of the strategy were 

presented with their related objectives: (1) Boosting innovation, 

competitiveness, recovery; (2) strengthen legislation for better protection 

(PFAS, Mixtures, endocrine disruptors); (3) Simplification, consolidation & 

coherence; (4) comprehensive knowledge base and science; (5) Global. 

With regard to simplifying and consolidating the legal framework the “one 

substance, one assessment” (OSOA) process to make safety assessments 

simpler, more transparent and faster was presented in more detail.  

Within the OSOA it is foreseen to have a central coordination mechanism, 

including a coordinated problem formulation phase, a better coordination 

and distribution between agencies of tasks, common access to all available 

data in the same structured format for all EU authorities and a coherent 

and, if possible, harmonized methodologies with hazard assessment central 

in CLP legislation. EFSA welcomes the CSS and supports its objectives by 

participating to 8 among the 11 WGs established to implement the vision. 

Currently within an OSOA pilot project, EFSA and ECHA cooperate to 

reassess phthalates, structurally similar substances and replacement 

substances from food contact materials (FCMs). In a first phase, ending in 

November 2022, substances are prioritised, call for data have been/will be 

launched, and the protocol developed. In a second phase, after November 

2022, a comprehensive evaluation of the risks to public health related to 

the presence of the prioritised substances in foodstuffs originating from 

food contact materials will be done.  

The SC welcomed the CSS and OSOA and stressed the known challenges 

such as the need for harmonization of methodologies and data 

requirements and common access to data. Also, better alignment of risk 

communication across the agencies and MSs was recommended.   
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6.3 Feedback on the SC Survey on the strategy implementation 

plan  

The SC was presented with the survey results on the implementation plan 

on the EFSA 2027 strategy. The SC was reminded about the three main 

strategic objectives with a focus on the most relevant operational results 

for the SC. During the summer 2021, the SC was consulted on the key 

actions to provide advice on what EFSA should absolutely do during this 

strategy cycle. 10 out of the 16 experts replied to the survey. An overview 

of the key actions proposed by the SC experts during the survey were 

shown. Next steps in the implementation include an EFSA programming 

document including 2022 planned projects for adoption by the Management 

Board (MB), a new planning cycle 2023-2026 starting with envisioning new 

projects by March 2022, and a multiannual plan 2023 -2026. 

The SC provided clarifications to some of the proposed actions. It was 

clarified that other bodies such as the MB were consulted on the 

implementation plan with a deeper consultation targeted to the operational 

results most relevant for the SC.  

7 Any other business  

7.1 Feedback on the Emerging Risks Exchange (EREN) Network 

meeting 

The 26th Emerging Risks Exchange Network (EREN) meeting was held on 
21-22 October 2021. Six potential emerging issues were discussed among 
which 2 were concluded as emerging: Brevetoxins BTX have been identified 
for the first time in shellfish in European waters; and human infections due 
to enteropathogenic Arcobacter which are probably underestimated. The 
remaining issue was not found to be an emerging issue.  

Further, new data were shared by and discussed with the EREN members 
on previous emerging issues such as e.g. the first autochthonous cases of 
tick-borne encephalitis (TBE) in Belgium, pheophorbide in seaweed, results 
of an investigation of micro and nano plastics in drinking water in Sweden 
among others. And last, EREN shared ongoing developments on the 
methodological development on emerging risk identification.  

7.2 Feedback on the training workshop on uncertainty with risk 

managers 

The SC was informed that EFSA will hold a training workshop for risk 
managers on 22-23 November 2021 on the “Degree of certainty in scientific 
advice: implications for risk management and communication”. 
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Related specific objectives are: (1) Explore the relevance and potential 
benefits of uncertainty information for risk management and other 
decisions on public policy; (2) Explore how risk managers can interpret and 
use uncertainty information in their work; (3) Explore how the provision 
and use of uncertainty information in risk management can be handled 
when communicating with stakeholders and the public; (4) Identify 
potential concerns and challenges foreseen by risk managers and discuss 
possible solutions to those.  

The workshop will focus on the non-regulated areas: chemical 
contaminants and biological hazards in food, plant health and animal health 
and welfare, and the main participants will be risk managers and policy-
makers working in these areas in the European Commission and Member 
State authorities. Registration to the workshop is closed and the interest 
was high. About the training material development, it was co-developed by 
the EFSA WG on uncertainty and supported by the colleagues from DG 
SANTE. Their feedback and contribution were highly appreciated. The 
workshop report will be published by end March 2022. As the interest from 
the MS was so high in this type of training workshop, EFSA will explore the 
possibility to develop a webinar on this topic for the wider public.  

7.3 Feedback on the Nano network meeting 

The 11th meeting of the Nano Network took place on 29 October as a web 
meeting. The topics discussed were the case studies that were risk assessed 
in EFSA and that involved nano considerations. The adequacy of the data 
was explained as well as the additional requests for data (mostly on 
material characterisation). With the 2 guidance documents now published, 
the Nano Network is encouraged to train national stakeholders for 
implementation, so that more adequate and compliant dossiers will be 
submitted in the future.  

Looking at new developments in testing, presentations were given on the 
H2020 research projects GRACIOUS and PATROLS that developed novel 
assessment methodologies and a framework for integrating them in the 
regulatory context. Nanoforms for use as biostimulants were discussed as 
well as new screening mechanisms for possible neurodevelopmental effects 
from nanoplastics.  The minutes of the meeting were published on the EFSA 
website (https://www.efsa.europa.eu/sites/default/files/2021-11/11th-scientific-network-risk-

assessment-nanotechnologies-food-and-feed-minutes.pdf). 

The Nano Network has been reconfirmed by the EFSA Advisory Forum 

with renewed Terms of Reference until 2024
(https://www.efsa.europa.eu/sites/default/files/Nanonetwork.pdf). 
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7.4 Highlights of the draft agenda of the February 2022 SC 

Plenary 

The SC was provided with a list of possible topics that will be included in 

the agenda of the next Plenary (107th meeting) scheduled on 9-10 

February 2022. 

7.5 General matters arising 

The Scientific Committee was provided with a document summarising 
relevant activities that took place since the last plenary meeting with focus 
on the activities of the EFSA Management Board, the Advisory Forum 
interagency and international scientific cooperation and EFSA Stakeholders 
Meetings. 

End of the meeting 
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List of acronyms 

AF: Advisory Forum 

AHAW: Panel on Animal Health and Welfare 

AMU: Assessment and Methodological Support Unit 

APDESK: Applications Desk Unit 

ASF: African Swine Fever 

BIOCONTAM: Biological Hazards and Contaminants Unit 

ccWG: cross-cutting Working Group 

CONTAM: Panel on Contaminants in the Food Chain 

DG SANTE: Directorate General for Health and Food Safety  

EC: European Commission 

FAF:  Panel on Food Additives and Flavourings 

MoE: Margin of Exposure 


