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Koutsoumanis, Claude Lambré, Kyriaki Machera (via teleconference), 
Ewen Mullins (via teleconference), Søren Saxmose Nielsen, Josef 
Schlatter, Dieter Schrenk, Dominique Turck, Maged Younes (via 
teleconference). 

 Hearing Experts1: 

Pier Sandro Cocconcelli (for item 6.1) (via teleconference); 

Frédéric Debode (for item 9.1) 
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Risk Assessment Production Department (ASSESS): Guilhem De Seze 

Methodology and Scientific support Unit (MESE): Claudia Roncancio-
Peña, Daniela Maurici, Elisa Aiassa, Maria Chiara Astuto, Maria Bastaki, 
Irene Cattaneo, Petra Gergelová, Djien Liem, Alexis Nathanail, Justyna 
Slodek-Wahlström, José Tarazona. 

1 As defined in Article 15 of the Decision of the Executive Director concerning the selection of members of the 
Scientific Committee, the Scientific Panels, and the selection of external experts to assist EFSA with its 
scientific work: http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/expertselection.pdf
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Knowledge, Innovation and Partnership Unit (KNOW): Ermanno Cavalli 
(for agenda item 8.4) 

Communication Unit (COM): Barbara Ghizzoni, Domagoj Vrbos (for 
agenda item 9.3) 

Nutrition and Food Innovation Unit (NIF): Reinhilde Schoonjans (for 
item 6.1) 

 Legal Affairs Services (LA): Dirk Detken (for agenda item 10.1) 

1. Welcome and apologies for absence 

The Chair welcomed the participants.  

2. Tour de table SC members  

The Scientific Committee (SC) members introduced themselves for the 
benefit of the observers. 

3. Adoption of agenda 

The agenda was adopted without changes. 

4. Declarations of Interest of Scientific Committee 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. 

5. Presentation of the Guidelines for Observers4

The observers were reminded about the code of conduct before, during and 
after open plenary meetings. The Chair may grant observers the 
opportunity to ask questions either after they have observed a discussion 
on a given topic or at the end of the open plenary meeting, on other topics 

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

4 https://www.efsa.europa.eu/sites/default/files/observersguidelines.pdf
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which fall within the remit of the Committee. If members of the SC are 
unable to answer questions from observers during the meeting, they may 
resubmit their questions to EFSA through the #AskEFSA service on the 
EFSA website.  

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

6.1 Evaluation of existing guidelines for their adequacy for the 
food and feed risk assessment of microorganisms obtained 
through synthetic biology (EFSA-Q-2020-00768)

The SC was presented with the draft opinion prepared in response to the 
European Commission mandate to evaluate adequacy of the existing risk 
assessment guidelines for synthetic biology (SynBio) products developed 
for agri-food use in the near future.  This draft scientific opinion was 
prepared with the support by a Working Group on Synthetic Biology of 
Genetically Modified Micro-organisms.  

GMO organisms originate from the natural organism carrying genetic 
changes, that can range from established genetic modification techniques 
to newer genome techniques, often with a compilation of traits that are 
introduced as building blocks using synthetic biology technologies. The 
SynBio approach includes stages of designing, building and testing of the 
organism in an iterative process. Given the cross-cutting nature of this 
opinion, across use applications, types of organisms and types of traits, 15 
case studies were used through the evaluation designed to challenge the 
existing guidelines. Two of these case studies were added based on the 
outcome of the public consultation. Updated guidance is recommended e.g. 
for: i) bacteriophages, protists/microalgae, ii) exposure to plant protection 
products and biostimulants, iii) xenobionts and iv) feed additives for insects 
as target species. Development of risk assessment tools is recommended 
for assessing bioavailability/nutritional value of biomasses, influence of 
microorganisms on the gut microbiome and the gut function, allergenic 
potential of new-to-nature proteins, impact of horizontal gene transfer and 
potential risks of living cell intake. A further development towards a strain-
driven risk assessment approach is recommended. 

The draft opinion was endorsed by the EFSA SC for public consultation (PC) 
on 17 November 2021. EFSA received comments from 11 different 
interested parties. As a result of the feedback received from PC, 
clarifications were made to the text, as well as identification of areas where 
guidance update was needed or would be helpful. The text of the scientific 
opinion was already extensively reviewed prior to the endorsement for PC 
and attention was focused on the revisions made. A technical report with 
comments received during the public consultation will be annexed to the 
opinion when published.  

The scientific opinion received positive comments from several SC 
members. Following discussion, the opinion was adopted with unanimity.  
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6.2 Draft Annex on ‘Degradation/dissolution rate under acidic 
conditions’, produced to update the Guidance on Particle – 
Technical Requirements (published in 2021) 

The SC was presented with a revised version of the draft Annex on 
‘Degradation/dissolution rate under acidic conditions’, produced by the 
cross-cutting WG on Nanotechnologies to update the recently published 
Guidance on Particle – Technical Requirements (2021)5. The aim of this 
new Annex is to provide more detailed recommendations on the design of 
the studies to determine the dissolution rate for substances that only 
dissolve under acidic pH and on the thresholds applicable to infants and 
children. At the last SC plenary meeting, a draft version of this new Annex 
was endorsed for a first round of internal consultation with relevant EFSA 
Panels and Units. The comments submitted were considered and an 
updated version of the draft Annex was presented for discussion and 
possible endorsement by the SC for an external consultation with the 
Network on Risk Assessment of Nanotechnologies in Food and Feed 
(NanoNetwork)6. The comments received will be discussed during the 
annual meeting of the NanoNetwork, which is scheduled for October 2022. 
The intention is to present a final draft of this Annex for discussion and 
possible adoption at the November SC Plenary Meeting. 

The SC acknowledged the need for a broader consultation with EU Member 
States and Sister Agencies, which are part of the NanoNetwork, and 
endorsed the draft Annex with unanimity. 

7. New Mandates  

7.1 EC Mandate on Bromide (EFSA-Q-2022-00329) 

The mandate of the European Commission (EC) on bromide was presented 
to the SC. In this mandate, the EC calls for the assessment of the risks for 
human health related to the presence of bromide ion in food and the risks 
for animal health and transfer from feed to food of animal origin related to 
the presence of bromide ion in feed, in particular in algae, seaweed and 
derived products. The deadline for a draft opinion is at end of 2023 and for 
a final opinion by March 2024. 

The terms of reference focus on the hazard assessment, animal health 
assessment and the safety assessment of the maximum residue limits 
(MRLs) for bromide ion that are currently in place. A more refined human 
dietary exposure assessment may follow along with an evaluation of the 

5 EFSA Scientific Committee, 2021. Guidance on technical requirements for regulated 

food and feed product applications to establish the presence of small particles including 
nanoparticles. EFSA Journal 2021;19(8):6769, 48 pp. 
https://doi.org/10.2903/j.efsa.2021.6769
6 https://www.efsa.europa.eu/en/science/scientific-committee-and-panels/scientific-

committee#networks



5 

MRLs. In preparation for this mandate, a call for data on occurrence levels 
of bromides and bromide ion has been included in the 2022 EFSA call for 
data. 

A WG is in the process to be set up. The SC nominated Diane Benford as 
the chair for this WG. The composition of the WG will be defined in the next 
few weeks.  

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

8.1 Scientific Committee and/or Scientific Panel(s) including 
their Working Groups 

8.1.1 Overview of the work programme of Panel on 
Nutrition, Novel Foods and Food Allergens (NDA) 

An update was provided on the current activities of the NDA Panel related 
to (re)evaluations of upper levels (ULs) for vitamins and minerals, novel 
foods and nutrient sources, and assessment of behenic acid. The NDA Panel 
remit includes a) establishing Dietary Reference Values, b) assessing foods 
for specific population groups, c) assessing novel foods and other 
substances intentionally added to food, d) assessing health claims 
(efficacy/benefit in addition to safety), e) harmful effects of food allergens 
and f) generic questions related to human nutrition. 

In the area of ULs, there is significant workload including the assessments 
of selenium (2020 mandate) with deadline of December 2022, and of 
vitamins and minerals (2021 mandate) with a deadline March 2023 to be 
published for 1-year piloting phase. The preparatory work for this 
assessment, including systematic reviews and literature assessment, was 
outsourced due to workload and tight timeline. A draft protocol was 
prepared detailing the methodology for the intake assessments used for 
ULs for all nutrients.  

In the area of novel foods, the NDA Panel is supported by 15 novel foods 
WG experts and 18 EFSA staff. Currently there are 100 dossiers actively 
undergoing risk assessment. Contributions to these assessments are made 
from several EFSA cross-cutting WGs, such as the WG on Genotoxicity, the 
WG Nanotechnologies, the WG Botanicals and the BIOHAZ WG on Qualified 
Presumption of Safety (QPS). There is a diverse list of trending topics in 
novel foods. EFSA has received at least 19 applications for cannabidiol and 
several other submissions at EC level for possible other applications of 
cannabidiol. The assessment of cannabidiol, which can be extracted from 
cannabis or synthetically produced, was presented as an example. The NDA 
Panel adopted a Statement on the safety of cannabidiol on 26th April 2022 
to provide transparency regarding the data currently publicly available on 
the safety of this substance. In the statement, the NDA Panel highlighted 
the identified data gaps and uncertainties regarding the safety of 
cannabidiol as novel food, and requested additional information. An online 
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info session was organised for applicants on 28th June 2022 to promote 
understanding of the NDA Panel’s statement, provide guidance to the 
applicants on how they can address the data gaps identified, and address 
queries from applicants and stakeholders.  

With regards to behenic acid, a fatty acid extracted from mustard seed oil 
for the manufacturing of certain emulsifiers, mandatory labelling was 
proposed and also possible removal from market due to the possible 
formation of allergenic proteins. The NDA 2016 Opinion considered that the 
risk of allergic reactions is very low and that no labelling was necessary. 
The re-evaluation of behenic acid will be based on the margin of exposure 
approach between maximum intake of mustard protein from emulsifiers 
and the minimal observed eliciting dose (MOED) dose (the lowest dose at 
which an allergic response is triggered). 

8.1.2 Overview of the work programme of Panel on Plant 
Health (PLH) 

An update was provided on the current activities of the EFSA Plant Health 
Panel. The Panel activities include scanning the horizon for identification of 
new pests, assessing the risk of plant commodities, categorising the pests, 
and quantitatively assessing the risk of plant pests.  Horizon scanning for 
identification of new pests involves monitoring of public media and scientific 
literature, pests identification, ranking, categorisation and listing of ranked 
pests.  

The Panel has implemented a two-phase approach for a fit-for-purpose pest 
risk assessment which follows a circular process between the EC and EFSA 
and includes 1) pest categorisation and 2) quantitative pest risk 
assessment with a scientific opinion published after each phase. Focus is 
placed on new plant threats in the EU, with new pests identified by the EC, 
Member States, European Plant Protection Organisation (EPPO), EU 
research projects, EFSA’s horizon scanning, and new actionable pests 
identified through EFSA commodity risk assessment. These approaches 
resulted in 40 new pests categorisations between 2014-2015, 140 between 
2017-2020 and in an estimated 40-50 new pests/year until 2026.  

The Panel has also implemented a quantitative risk assessment of plant 
pests that allows the comparison of scenarios with different stringency of 
risk reduction options and possible regulations to be implemented. Under 
the new EC mandate for quantitative risk characterisation 2021-2026, 52 
pest categorisations are anticipated in the period 2021-2023 and additional 
pest categorisations for actionable pests (3-4 pests/dossier) from High Risk 
Plants commodity risk assessment between 2021-2026. Among 10 
Quantitative Pest Risk Assessments planned for the period 2021-2024, 
three include climate change scenarios.  

In addition, an EU approach for Commodity Risk Assessment (CRA) for High 
Risk Plants and derogations to the EU Plant Health Law has been developed. 
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The Panel is actively cooperating in plant health with other agencies and 
stakeholders, such as through 4th European conference in 2023, and 
collaboration with EPPO.  

In addition to the above achievements, the Panel is working on additional 
challenges through several grant and other funding mechanisms, including, 
Analysis of  EU Hot Spots for plant pest invasions and its integration in 
Quantitative Pest Risk Assessment (QPRA),integration of landscape/spatial 
aspects in QPRA, application of 1-tier simplified expert knowledge elicitation 
also for (steps of) QPRA, inclusion of climate change scenarios in QPRA, 
and gaining knowledge on effectiveness and use of antimicrobials and anti-
microbial resistance in plant health. 

8.2 EFSA including its Working Groups  

8.2.1. WG Copper (EFSA-Q-2020-00399) 

A status update was presented on the EC mandate for an Acceptable Daily 
Intake and total exposure to copper. The mandate asked EFSA to resolve 
the divergent existing EFSA Health Based Guidance Values (HBGV), an 
Upper Limit (UL) of 5 mg/day by the SCF (2003) and an ADI of 10 mg/day 
by EFSA’s pesticide peer review framework (2018). This is the first risk 
assessment following the publication of the EFSA statement on the 
derivation of HBGVs for regulated products that are also nutrients (Efsa J 
2021), which includes provisions for using early markers of potential 
toxicity when assessing the risk for adverse effects from chronic intake of 
such compounds. The strategy is particularly well-suited to copper because 
copper homeostasis is a critical determinant for potential chronic copper 
toxicity. The WG proposed an ADI of 0.07 mg/kg bw (5 mg/day in adults), 
based on prevention of hepatic retention. Exposure assessment concluded 
that naturally occurring copper was the largest contributor, whereas 
copper-based plant protection products and non-dietary sources have 
negligible contribution. The draft scientific Opinion is currently in Public 
consultation until 1 August 2022. The deadline of the mandate is December 
2022. 

8.2.2. WG Epidemiological studies 

The SC was informed that the WG is in the process of being re-opened to 
finalise the draft guidance published for a pilot phase in 2020. Panels will 
be consulted to seeks views on the topics to cover in the finalisation of the 
guidance. 

8.2.3. WG Fluoride (EFSA-Q-2021-00358)

A status update was presented on the EC mandate to EFSA for an updated 
consumer risk assessment for human health related to fluoride in food and 
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drinking water. The assessment will need to take into account new 
information on the hazards of fluoride, available information on the 
occurrence of fluoride in food, and exposure assessment considering the 
levels of fluoride in food and drinking water and the contribution from other 
known sources of exposure. The public consultation on the protocol was 
concluded with no comments. The WG is currently performing a tiered 
literature search which includes a systematic review of the most relevant 
outcome(s) for fluoride risk assessment that may impact the health-based 
guidance values. Data collection and compilation relevant to exposure 
assessment is ongoing. The deadline of the mandate is September 2023. 

8.2.4. WG Protocol Development (EFSA-Q-2022-00289)

Project update given, for information. The first draft of the guidance will be 
submitted to the SC for first reading in September 2022, while the 
‘Template for EFSA protocols’ (Annex to the guidance) will be submitted to 
the SC in November 2022. In March/April 2023 there will a public 
consultation of the draft guidance and workshop (exact date tbc) on the 
draft guidance and Template. 

8.2.5. WG Read Across (EFSA-Q-2020-00413) 

The WG on Read Across (RAx) is developing a horizontal guidance 
document on the use of RAx in risk assessment processes. This is to ensure 
consistency in the methodology applied in EFSA’s scientific outputs and also 
to define the applicability domain of RAx in chemical risk assessment. The 
RAx framework has already been established consisting of 7 major steps 
that are described in the draft document, including the steps of problem 
formulation, data gap analysis, building of data matrix, uncertainty 
assessment, etc.  

During the last WG meeting, the work focused on the development of 
templates for the steps of data matrix and uncertainty to facilitate 
successful application and justification of RAx. An overview of existing 
templates used by other regulatory frameworks/organisations was 
provided by the experts, together with lessons learned from case studies 
and challenges to be addressed that may require further development. 
There was also discussion on the use of New Approach Methodologies 
(NAMs) data, in alignment with EFSA’s NAMs Roadmap that has been 
recently published (link here), in order to support RAx and justify selection 
of appropriate analogues. In the next meeting, the WG aims to have 
concrete proposals of templates for both data matrix and uncertainty along 
with relevant case studies to demonstrate their use. 

The SC made a general request to plan for more in-depth presentations of 
the approaches taken in various cross-cutting documents at an earlier 
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stage, to allow an opportunity for a substantive discussion on the 
approaches before the documents are presented to the SC for a first full 
read. The WG coordinator confirmed that an update of the framework and 
the approach taken will be presented to the SC in one of the following 
meetings this year.  

It was recommended to collaborate with ECHA also on this guidance, in the 
context of One Substance One Assessment (OSOA) approach. It was noted 
that ECHA is fully aware of this activity and is following the work from the 
start. Similarly, following closely the activities of OECD is advisable to make 
sure that EFSA and OECD activities are consistent and/or complementary.   

8.2.6. WG Risk Benefit Assessment (EFSA-Q-2022-00211) 

The SC was updated on the status of the activities under a self-tasking 
mandate for the update of the EFSA 2010 Risk Benefit Assessment (RBA) 
Guidance. The WG is finalising the event report of the Scientific Colloquium 
held in February 2022 with the purpose of collecting input from the broader 
scientific community and Member States toward the update of the RBA 
Guidance. The WG has initiated the update of the guidance. The revised 
Guidance will need to go beyond what is currently available to better serve 
the risk manager needs. The event report of the Scientific Colloquium will 
be published by November 2022 and publication of the updated guidance 
is anticipated by the end of 2023. 

8.2.7. Cross-cutting WG Benchmark Dose 

Due to time constraints, the update on this activity was postponed for the 
next plenary in September.  

8.2.8. Cross cutting WG Botanicals 

An overview of the project and all work conducted to date was presented 
to the SC from both the plant characterisation and toxicological 
characterisation workstreams. The aim of the project is to manage and 
organise large datasets of valuable scientific information with online tools 
for effective management, as well as extraction and storing of results of 
the extensive literature searches. The main focus of the data extraction is 
identification of information related to the toxic/adverse effects of 
substances/groups of concern naturally occurring in botanical species. 

Extensive literature searches and data extraction were performed for 2710 
plant species existing within and outside Europe. So far, 2435 botanicals 
were processed, and 600 botanicals were recognised as of potential concern 
to human health. The further data extraction resulted in the identification 
of more than 100 groups and over 1200 chemicals of concern. For the 
identified substances of concern a database with toxicological information 
is being developed. Information on these compounds is gathered from the 
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EFSA’s database OpenFoodTox (link here), the scientific literature (e.g. 
PubChem) and also from Quantitative Structure Activity Relationship 
(QSAR) models. The hazard classes included in the database are acute 
toxicity, genotoxicity, carcinogenicity, reproductive toxicity and systemic 
endpoints (e.g. hepatotoxicity and nephrotoxicity). During the last WG 
meeting, the consensus mechanism for all major hazard classes for those 
cases where models reveal conflicting outcomes was completed. The next 
stage is for the WG experts to assess all information available on each of 
the substances identified of potential concern, in order to populate the 
database with accurate and reliable information.  

8.2.9. Cross-cutting WG Genotoxicity 

Due to time constraints the update on this activity was postponed for the 
next plenary in September.  

8.2.10. Cross-cutting WG Uncertainty 

Due to time constraints the update on this activity was postponed for the 
next plenary in September.  

8.3 Short update on Scientific Committee work-programme 
2023-2024 

For the benefit of the observers, the head of the Methodologies and 
Scientific Support unit (MESE) presented an overview of the SC work 
program, in the context of the new EFSA organisation, and the interactions 
between the ENABLE and ASSESS departments (EFSA organigramme 
here). Currently, the Unit activities include a series of cross-cutting WGs, 
support to other units and panels on a regular basis on horizontal topics 
(nanomaterials, genotoxicity, uncertainty, benchmark dose modelling, 
botanicals), WG activities stemming from mandates received from the EC, 
with a set deadline, such as the evaluations of fluoride, copper, and other, 
and lastly, network activities, such as the network on nanotechnologies.  

These activities are managed based on prioritisation of proposals: priority 
is given to an activity that aims toward or has cross-cutting nature, the 
need for the activity, contribution to other EU and EFSA strategies, and 
alignment with EFSA’s initiatives and SPIDO plans. Lastly, prioritisation is 
based on consultation with the EC for alignment with their priorities.  

Aiming to establish the multiannual work-programme in September, 6 new 
proposals were considered, whereas others were either addressed by other 
EFSA initiatives (e.g. guidance on default values) or already undertaken 
under other mechanisms. The new proposals regarded the possibility to 
develop guidance documents in horizontal areas relevant for several panels 
(e.g. microorganisms, allergenicity, relative potency factors, natural 
materials in Food Contact Materials, environmental aspects of existing 
guidance, incorporating in vitro info on mode of action in risk assessments).  
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Within the available Unit resources, four proposals were prioritised for 
support, including incorporation of biomarkers of effect in risk assessment, 
ApisRAM, update on the guidance on the margin of exposure approach, and 
create a “living” guidance on Expert Knowledge Elicitation.  

It was noted that mechanisms to invite input from other EU agencies need 
to be included in any guidance update. With regards to exploring the 
incorporation of biomarkers of effect in risk assessment, the Unit plans to 
organise a thematic workshop inviting MS and sister agencies to begin a 
scoping discussion on the vision, challenges, etc. The workshop is intended 
to take place after the next SC Plenary in September. A background 
document will be prepared to facilitated input collection and it will be shared 
with the SC for comments.  

The SC congratulated the Unit for the comprehensive planning of the 
proposed work-programme and provided positive feedback on the 
initiatives, particularly on biomarkers of effect. The need for this initiative 
was emphasised and it was strongly supported. It was noted that use of 
biomarkers has existing applications in occupational health in the form of 
biomonitoring and is a significant component in the PARC initiative (link 
here). Its potential to shift the traditional toxicology toward a new paradigm 
was acknowledged and welcomed.  

The initiative to explore the use of biomarkers of effects in risk assessments 
was also seen as an opportunity toward establishing internal EFSA and 
interagency synergies and collaboration on methodologies and approaches 
to risk assessment. Harmonising or jointly developing methodologies with 
other EU agencies were emphasised as means for effective interagency 
collaboration, especially in different regulatory contexts.  

Further to new approach methodologies and collaboration on cross-cutting 
topics supporting one-substance-one-assessment approach, similar efforts 
may be conceptualised on how to approach the ONE HEALTH concept within 
EFSA and across agencies, spanning chemical, microbiological and 
environmental assessments across regulatory contexts.  

8.4 Overview of EFSA’s activities on artificial intelligence 

The ONE HEALTH concept, that was the focus of the recent EFSA scientific 
conference (link here) combines elements of food safety, balanced diets 
and sustainable food systems. Comprehensive assessments to address all 
these elements present a new big challenge for managing large volumes of 
information in a timely manner.  

Introducing artificial intelligence (AI) aims to assist experts develop timely 
scientific advice in the light of the ever-increasing number of scientific 
opinions which result in the risk that lengthy assessments become outdated 
and possibly irrelevant by the time they are complete. Accuracy, higher 
certainty and comprehensiveness are in tension with speed and timeliness. 
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AI promises to assist processing the increasing volume of information. 
Developing appropriate AI tools calls for partnerships with research 
organisations. It was emphasised that AI tools are not designed to replace 
experts but as tools in the preparation for their assessments. 

A few examples of AI tools already in use include computational toxicology 
tools, literature screening tools adopted in systematic literature reviews, 
data extraction tools, automation of the risk of bias assessment, or topic 
modelling which is used in identification of Adverse Outcome Pathways 
(AOPs). The latter is an unsupervised machine learning technique. One 
example of a current application at EFSA is the development of AI tools for 
NAMs data. In addition, there is an Open call for proposals for developing 
European Foodome (link here), the single largest database on food 
composition combining the data from the 4 available databases together 
with info from scientific literature with the capacity to predict food 
composition. AI tools are more advanced in the biomedical sector and they 
are now being adapted to the food area. Challenges with AI are encountered 
in new areas where there is no prior AI training and a human screener is 
still needed for AI to learn from selections. 

Activities that are in preparation include a workshop on tools available for 
data pipeline management in collaboration with Evidence Based Toxicology 
Collaboration (EBTC, link here) to be held by the end of the year; expanding 
evidence management from systematic reviews to the other areas, and 
supporting the work envisions in the SPIDO Theme paper on AI (link here). 
There are already guidelines in place for developing trustworthy AI tools 
and have identified 4 ethical topics and 7 key requirements for achieving 
trustworthy AI performance.  

Differentiating between automating from augmenting human activity was 
emphasised, as automation does not change what humans do but helps 
doing it faster and better, while augmenting human activity has the 
capacity of expanding what humans can achieve. 

The SC discussed the complexity but also the timeliness of the AI tools in 
the context of increasing demands for assessing food safety in the context 
of one health. The SC noted that to best harness the power of the AI tools 
to manage the literature volume, it is necessary to also adapt the methods 
and approaches, e.g. the systematic literature reviews, to the scope and 
needs of the work. It was further emphasized that AI is a tool to be 
harnessed in the larger context of EFSA’s activity, to help EFSA adapt its 
overall productivity paradigm to the pace at which it is expected to deliver 
rather than making small refinements of the procedures. A discussion 
followed on how AI can accomplish efficiency and timeliness of 
assessments, free time of experts from practical tasks, such as screening, 
to focus on risk assessment activities, and be explored jointly among EFSA 
Panels and among EU and international agencies in developing joint risk 
assessment approaches and outputs. 
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9 Other scientific topics for information and/or discussion 

9.1 Overview of the grant ongoing work on environmental 
microbiomes (plants, wildlife, soil) in assessments under 
EFSA’s remit (GP/EFSA/ENCO/2020/02, lot 2) 

The SC was presented with an overview of the activities of lot 2 of the grant 
work on microbiomes (link here), which is related to the assessment of 
microbiomes in plants, wildlife and soil relevant to EFSA’s remit. Lot 1 of 
this grant is related to the consideration of gastrointestinal (GI) tract 
microbiomes (human and domestic animal) in EFSA assessments and work 
will be probably presented at the September SC plenary. Scope of project 
of lot 2 were presented structured in several work packages. Microbiome is 
present in all environments and relates to all EFSA scientific Panels and 
subjects, including food security issues. The environmental microbiome is 
influence by human activities across environmental media and these 
impacts are currently under study, using several technologies for detection 
and analysis of microbiome characteristics from genetic sequence to 
metabolic activities. Assessment of the impacts begins with understanding 
and defining the baseline characteristics. Two examples of microbiome 
applications include the assessment of microbiome as an indicator of 
potential problems related to bee health and the assessment of soil 
microbiome as indicator of the environmental impact of Plant Protection 
Products (PPPs). 

Future activities aim at defining appropriate guidelines for microbiome 
analysis including quality checks, harmonising bioinformatic approaches for 
sequencing and providing advice on optimal procedures for assessing 
bacteria and fungi. Networking efforts are ongoing to identify related skills 
in Europe, foster collaborative research, and to create a network of experts 
on environmental microbiome to support risk assessments and raise 
awareness of the work done in other initiatives internationally.  

A discussion followed on the challenges and complexity of this undertaking, 
such as accounting for physiological and geographic variations of 
environmental microbiomes, as well as on the possible applications to 
EFSA’s assessments. It was also noted that there are efforts to connect 
with the JRC LUCAS activities (Land Use and Coverage Area Frame Survey, 
link here).  

9.2   Feedback on the in-house survey on the use of the 2012 
guidance on the use of default values in the absence of 
actual data 

The SC was updated on the outcome of a survey conducted among EFSA 
scientists and experts to seek views whether the 2012 guidance on the use 
of default factors needs to be revised and update. The SC was reminded 
that a guidance update is undertaken when a need is identified. This is 
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embedded in the guidance lifecycle process where regular review of existing 
guidance is done to decide if and when an update is needed.  

Default factors are necessarily used in the absence of scientific data in risk 
assessment steps such as extrapolation of data between animals and 
humans or establishing a HBGV. The guidance was published in 2012. Most 
default factors are numerical but some are not, such as the severity of the 
effect where a case by case approach is followed. In March 2022, EFSA 
organised an in-house survey to collect feedback on the use of the guidance 
and need for additional default factors.   

The default values and assumptions were described in two categories: 
those already defined in the guidance and those that are not yet defined. 
The outcome of the survey indicated a preference on those that would be 
kept as present in the guidance and those that would need to be updated.  

Some comments suggested that details are missing in the guidance such 
as human milk intake to breastfed infants and conversion of feed 
concentration to dose in pregnant and lactating rodents and rats. Some 
other comments suggested to reconsider already agreed default values but 
more discussion is needed as the answers to the survey were sometimes 
unclear.  

The SC suggested to consider the possibility of producing a living document 
instead of periodic revisions in order to update the default values whenever 
is needed. 

Alternatively, it was proposed to draft an annex to be published to 
complement the missing default values in the guidance. A small taskforce 
will be set up to analyse the results of the survey in details and come back 
to the SC with a concrete proposal for a way forward.  

According to SC experts, most problematic is the revision of animal to 
human extrapolation. This should not be undertaken by EFSA alone because 
it is used broadly internationally and would need collaboration with WHO, 
USA and others. Secondly, using default factors for softer endpoints may 
be too conservative, considering the proposal to use biomarkers of effect 
that are not necessarily adverse. This needs to be considered within the 
program to assess biomarkers of effect in risk assessment. To update body 
weights or subacute to chronic extrapolation was not considered a priority. 

The need for international harmonisation was highlighted and the possibility 
to consult EFSA’s risk assessment partners in the Member States (Advisory 
Forum, Focal Points) and internationally (e.g. ILMERAC) on future proposals 
in the domain of default values was suggested by the SC. 

9.3  Update on implementation of social science at EFSA: 
audience-first risk communication and support to scientific 
work  
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EFSA presented an update on the implementation of its social science 
roadmap, aligned to the Strategy 2027. The presentation focused on two 
main aspects: i) application of an audience-first approach to risk 
communication and ii) examples of past and ongoing social science support 
to scientific work. 

Under point (i), EFSA highlighted its scientific work in response to EC’s 
mandate on technical assistance in the field of risk communication – a 
scientific basis for implementation of an audience-first approach across its 
work. The practical examples included research activities that inform 
communication activities (e.g. Eurobarometer survey and the evolving user 
experience research of its digital products), targeted studies in support of 
its communication campaigns (e.g. African Swine Fever and EU Choose 
Safe Food) as well as communication products developed tailored to the 
needs of EFSA’s target audiences (e.g. Plain Language Summaries and 
website versions in additional EU languages). 

On the past and ongoing support to scientific work, EFSA noted a productive 
collaboration of the Social Research Methods and Advice WG with the 
MUST-B WG during the preparation of the opinion on a systems‐based 
approach to the environmental risk assessment of multiple stressors in 
honeybees; work in support of communication and engagement along the 
scientific opinion on dietary sugars was also highlighted. Ongoing activities 
include work in the area of risk-benefit assessments (led by MESE Unit) as 
well as data collection on fish consumption and effectiveness on relevant 
MS advice (led by IDATA).  

The discussion focused on the potential increased interaction of the social 
science function with the SC, including a periodic briefing, as well as 
identification of areas of collaboration along the risk assessment process. 
Potential proposals on the latter will be brought to future SC plenaries. 
Chairs of panels also shared their thoughts on the implementation of the 
Plain Language Summaries. EFSA agreed to engage and share criteria for 
selection of relevant opinions to be accompanied with this new 
communication product.  

10 Any other business 

10.1 Information of the establishment of the new Management 
board  

Dirk Detken, Head of the Legal Unit, presented the composition of the 
EFSA’s new Management Board (MB). It comprises representatives of all 
EU Member States, the European Commission, and the European 
Parliament, as well as representatives of civil society and food chain 
interests.  

The new model responds to the requirements of the Transparency 
Regulation, which entered into force in September 2019 and increased the 
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role of Member States as well as the engagement of all parties involved 
with the work of EFSA, thus strengthening its governance. 

The new Board is composed of 27 Member State representatives (with 
alternates), two representatives of the European Parliament (without 
alternates), two representatives of the European Commission (with 
alternates), and four representatives of civil society and of interests in the 
food chain (with alternates). 

Altogether, the Board now counts 38 members and 36 alternates, also 
including 2 representatives of the EFTA/EEA countries, and 1 representative 
of the EFTA Surveillance Authority (with alternates), which do not have the 
right to vote, though. 

10.2 Draft agenda September SC Plenary 

The SC was provided with a short update on possible topics to be included 
in the agenda of the September plenary. 

10.3 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, interagency and 
international scientific cooperation and EFSA Stakeholders Meetings. 

11 Questions from and answers to Observers (in application of the 
guidelines for Observers)7

Questions from observers submitted at the time of the registration to the meeting and 
answers from EFSA

Q1 Wildlife and Domestic interactions, what are we doing? 

Q2 One Health approach, status quo and future? 

Q3 New tech in next use what in next horizon?

The questions above were sent at the time of registration. EFSA requested 
some clarifications to the sender to be able to provide a proper answers, but it 
was not possible to further clarify. The questions are reported here for 
transparency reasons.  

Questions submitted during the meeting and answers from EFSA 

7 Please refer to footnote 5 
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Q1 Vaclav Bazata - To WG Botanicals: For the sake of transparency is it possible to disclose 
the names of independent reviewers  cross-checking the extracted data of Compendium 
of Botanicals? I have seen in presentation given only the members of WG. Are they also 
reviewers? Sorry for the miscommunication. 

A1 Yes indeed, this is correct. The members of the WG whose names were presented on 
the last slide are the EFSA experts involved in reviewing and assessment of all the 
information extracted from literature and coded for each plant. Thank you for your interest 
and the question. 

Q2 Patrick Coppens – Food Supplements Europe. We have seen that the 
#EUchoosesafefood campaign covers now also communication on food supplements. We 
were surprised to see that recent communication contains advice on the use of food 
supplements on top of food safety information. Is there consideration to give stakeholders 
that are representing the various sectors the opportunity to be informed and provide 
comments on communications that are foreseen, before these communications are 
posted? 

A2 The campaign is led by EFSA but is joint with MS and EC therefore it touches on topics 
that go beyond pure risk assessment. Also, the communications reflect EFSA's advice on 
Dietary Reference Values. There are multiple opportunities for receiving stakeholder input 
into EFSA's work, as defined in EFSA's Stakeholder Engagement Approach, as well as 
upcoming Annual Strategy survey where we will be asking the views of stakeholders on 
various aspects of EFSA's work - including risk communication!

Q3 Aude AZNAR (SYANDIET): W[S]hould it be possible to share the current slides? 

A3 The slides are not published. You can request them via “Ask a question to EFSA” on 
EFSA website and then your request will be processed internally. 

Q4 Haixia Sui (CFSA) (来宾): I would like to know if EFSA will prepare a guideline on the 

risk assessment of alternative protein? I also want to know the update activities of WG 
on genotoxicity, thank you. 

A4 A guidance on the RA of alternative protein is not for the moment on the work-
programme of the SC. For the genotoxicity WG feedback, you can read the summary in 
the info package that has been distributed to observers. Due to time constraint, the oral 
feedback has been postponed to the next plenary. 
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