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1. Welcome and apologies for absence

The Chair welcomed the participants. No apologies were received.

2. Tour de table Scientific Committee members

The 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/Scientific
Panel/Members

In accordance with EFSA’s Policy on Independence? 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 Observers*

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/2021-05/observersgquidelines.pdf




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
which fall within the remit of the Committee. If members of the Scientific
Committee 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. Draft Guidance on risk assessment of nanomaterials to
be applied in the food and feed chain: human and animal

health (EFSA-Q-2020-00269)

The SC was provided an overview of the update of the Guidance on
Nanomaterials to be applied in the food and feed chain (human and animal
health) that was originally published in 2018. The interlinks with the
Guidance on Particle Technical Requirements (Agenda point 6.2) were also
presented.

The Guidance has been updated considering scientific developments and
the experience achieved by the cc-Working Group through the assessment
of requests for advice from several Panels and units, which also provided
comments during the process for update.

The Nanonetwork was also consulted as well as JRC, ECHA and DG SANTE.
While the original focus of the guidance was maintained, the main
adaptations were done on the scope supported with the addition of a new
chapter on the materials to be assessed.

Additional editorial changes were made to improve the structure and clarity
of the document, restructuring the chapter on hazard identification and
characterisation for highlighting the need for adapting the study protocols
with nano-considerations (also in case of studies conducted under OECD
test guidelines), and updating the glossary ensuring harmonisation with
ECHA. Figures were added or updated to strengthen linkages between
chapters and for different steps of the risk assessment (exposure, hazard
assessment and risk characterisation).

The Scientific Committee (SC) adopted the guidance and congratulated the
WG for the excellent work done.

6.2. Draft EFSA Guidance on technical requirements for
regulated food and feed product applications to establish
the presence of small particles including nanoparticles

(EFSA-Q-2019-00692)

The SC was provided the background and terms of reference (ToRs) for the
guidance on the technical requirements for regulated food and feed product



applications to establish the presence of small particles including
nanoparticles.

The public consultation of the draft guidance was held during the summer
2020 and 200 comments were received from 25 contributors. Clarifications
were provided on the scope, applicability, thresholds and official
nanomaterials definition, the level of details provided (as a cross-cutting
guidance it needs to have a broad coverage) and the use of alternatives to
animal studies; a glossary was added to clarify the terminology. Detailed
responses were provided to the comments made. Several improvements
were made to the Guidance following the public consultation and a detailed
presentation was made on each of these implementations. All comments
received from the different Panels and units were addressed.

The structure of the final Guidance was presented (5 sections and 2
appendices). Practical guidance is provided on the information
requirements for demonstrating that a conventional risk assessment is
sufficient (for ToR 1: considerations on the material solubility and
methodology to determine a dissolution rate; for ToR 2: technical
requirements regarding the particle size, including a screening phase; and
for ToR 3: details for assessing the coverage of small particles by existing
safety studies). If the information confirms that the presence of
nanoparticles is not properly covered by the existing safety studies, risk
assessment considerations according to the Guidance on risk assessment
of nanomaterials (agenda point 6.1) are needed.

The SC adopted the guidance and congratulated the WG for the excellent
work done. The technical report presenting the comments received during
the public consultation and how they have been addressed was endorsed
and will be published together with the guidance hopefully by the end of
the July.

6.3. Draft Guidance on aneugenicity assessment

The SC was provided with an overview on the Guidance on aneugenicity
assessment which was developed as a self-task activity of the SC (i.e. ToRs,
clarification on the relevance and differences between clastogenic or
aneugenic effects). The public consultation of the draft guidance was
conducted in 2020 and a total of 115 comments were received from 22
contributors from 9 countries and representing various sectors such as
private, national authorities, academia and EU institutions. The comments
were considered for the revision of the guidance and the clarity was also
improved. Two critical issues were addressed as a result of the comments
received: on the application of the micronucleus test (MNT) in liver and
gastrointestinal tract before OECD test guidelines have been developed and
on MNT analysis integrated into routine in vivo repeated toxicity studies.

For the assessment of risks to humans for a substance exhibiting
aneugenicity, three situations were considered (for data-rich substances,
for data-poor substances with gaps in toxicological database and for
substances where only genotoxicity data available) and addressed



comprehensively and following a step-wise approach. Recommendations
focused on the development and validation of the MNT in the
gastrointestinal tract and liver with more research to understand and
assess aneugenicity (e.g. in vitro 3D models, AOPs, sensitivity of
rodents/human somatic and germ cells to aneuploidy). The GD was
presented chapter by chapter to show the SC how the comments were
addressed, and further clarifications were provided on the new issues raised
by the SC.

The SC adopted the guidance subject to minor editorial changes and
congratulated the WG for the excellent work done. The technical report
presenting the comments received during the pubic consultation and how
they have been addressed was endorsed and will be published together
with the guidance hopefully by the end of July.

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

7.1. Scientific Panel(s) including their Working Groups

7.1.1. Overview of the work programme of Panel on Food
Contact Materials, Enzymes and Processing Aids (CEP)

The Chair of the Panel provided an overview on the activities of the CEP
Panel which cover 3 areas: Food Contact Materials (FCMs), Food Enzymes
(FEs) and Processing Aids (PAs). The timeline of the progress to be made
on the mandate related to phthalates, structurally similar substances and
replacement substances from FCMs (EFSA-Q-2020-00725?), in particular
on the first (to be finalised by Nov. 2022) and second (to be initiated after
Nov. 2022) part, was provided. It was highlighted that under the 15t part,
the draft opinion on identification and prioritisation of substances as well
as the draft protocol on exposure assessment are foreseen to be endorsed
for public consultation in October 2021. This preparatory work, involving
cooperation between EFSA and ECHA, represents a significant activity of
the Panel.

Under the re-evaluation of BPA, the new activities include a Benchmark
Dose analysis and selection of a reference point and an uncertainty analysis
in the draft opinion to be published for public consultation by the end of
2021.

Regarding applications on recycling, 30 applications were received in 2019,
over 35 in 2020 and almost 30 in the first quarter of 2021 showing a
significant increase over the last 3 years. Currently, the Panel is dealing
with 40 mandates. Most of these mandates deal with PET and more recently
with polyolefins and polystyrene and ongoing discussions are made at WG
level on EFSA recycling Guidelines.

> https://open.efsa.europa.eu/questions/EFSA-Q-2020-00725



Regarding FCM substances, there are several ongoing activities, and these
include ongoing work for an opinion on silver as a nano material, the use
of chopped carbon fibre as additive in plastics and the re-evaluation of
ground sunflower seed hulls which is a hew growing interest from industry.
Regarding FCM substances, there are ongoing cross cutting and cooperation
activities with different EFSA Units as well as upcoming mandates on the
follow up of an EFSA opinion on the review and priority setting for
substances that are listed without a specific migration limit and on styrene.
Regarding FEs, the scientific Guidance for the submission of dossiers for
enzymes was under public consultation in May and expected to be adopted
in autumn. About 300 dossiers were submitted before the legal deadline,
30 new dossiers were received and 220 are expected to come. The Food
Enzymes Intake Model (FEIM) calculators which were produced under this
work are open access on Zenodo platform and represent a useful tool.
Two successful workshops and a webinar were organised on the enzyme
guidance mentioned above in March and June 2021. Regarding enzyme
dossiers, a total of about 420 dossiers is recorded for old and new valid
applications and within the new dossiers with legal deadlines, there are still
13 to be adopted.

Regarding Processing Aids (PAs), two areas are progressing and these are
on food hygiene (safety and efficacy of lactic acid to reduce microbiological
surface contamination on carcasses from wild game and small stock) and
extraction solvents (safety of use of 2-methyloxolane as an extraction
solvent and its maximum residue limits).

7.1.2. Overview of the work programme of the Panel on
Additives and Products or Substances used in Animal
Feed (FEEDAP)

The Chair of the Panel provided an overview on the activities of the FEEDAP
Panel. The remit of the FEEDAP Panel is on the assessment of the safety
and/or efficacy of additives and products/substances used in animal feed
(for target species, users, consumers and the environment). The work
focuses on re-evaluation, renewal, regular applications, Guidance
Documents (GDs) and cooperation with other bodies on the safety
assessment of feed additives.

For the re-evaluation of feed additives, most of the work has been adopted
in scientific opinions (81% of the 397 mandates received). A total of 185
preparations in the field of botanicals will be finalised by 2026, while the
technological additives (antioxidants, clays and gums) are expected to be
finalised by mid-2022. For renewals, there is an increasing trend of the
number of applications received with an expected increase by 2025 in the
nutritional area. Efforts are made on pre-submission advice for renewals.

For regular applications (under Art. 4, 13 and 29 of Reg. 178/2002), a
significant increase is experienced due to the entering into force of the
Transparency Regulation with 80 dossiers received by May.



Regarding the preparation of GDs, during the last 5 years many Guidance
documents were updated, while recently the Panel updated the Guidance
on the renewal of the authorization of the feed additives. The Panel has
also made preparatory work on user safety; however, the update is
currently on hold and is expected to be finalised in 2022. Given the Green
Deal context, new updates and renewal of Guidance Documents are
expected.

Finally, in relation to cooperation, the FEEDAP Panel interacts with the
BIOHAZ Panel on the maximum levels of cross-contamination for 24
antimicrobial active substances in non-target feed. FEEDAP also cooperates
with the EC on the Codex Maximum Residue Limits for Halquinol and on the
update and development of GDs related to the Green Deal. In conclusion,
1176 (+18 newly received) opinions were delivered between 2003 and
2021 and the trend is on the increase over the years.

7.2. EFSA including its Working Groups
7.2.1. NEW WG Fluoride

The SC was provided with an overview of the EC mandate on “fluoride in
food and drinking water” (EFSA-Q-2021-00358) (i.e. background and
scientific scope; ToRs; deadline which is set on 30 Sept. 2023; progress
with procedures to set up the WG and identify WG expertise). EFSA
highlighted that EMA and ECHA will be contacted to see their interest on
the subject. Thorhallur Halldorsson, member of the SC, was nominated
chair of the working group on “fluoride in food and drinking water” that is
in the process of being established.

7.2.2. WG on Benchmark Dose (BMD)

The SC was provided with an update of the SC mandate to update the
guidance on the use of the BMD approach in risk assessment, aligning it
with the internationally agreed concepts described in chapter 5 of WHO-
IPCS EHC 2409, and to upgrade the related EFSA platform for BMD analysis’
accordingly. The updated guidance will:

e Help the user decide on a biologically relevant benchmark response
(BMR) when dealing with continuous endpoints;

e Provide one single set of models to be fitted to a dataset,
independently whether dealing with a quantal or continuous
endpoint;

e Implement Bayesian model averaging as the preferred recommended
approach;

e Provide further guidance on how to deal with datasets leading to
unsuitable BMDLs and/or large BMD confidence intervals.

6 See Principles and methods for the risk assessment of chemicals in food (who.int)
7 See R4EU.efsa.europa.eu




The updated guidance is due for public consultation in February 2022, and
possible adoption in June 2022. The EFSA platform for BMD analysis is
being upgraded in parallel and should be ready when the updated guidance
is adopted. A dissemination workshop will be organised in September 2022
to present the new guidance to interested parties and illustrate the new
recommended approach, with pesticides data. A number of follow-up
activities are being programmed for the period 2022-2025: i) creation of a
database of used/set BMRs for different endpoints and species, ii) creation
of a repository of informative priors, iii) guidance on the use of the BMD
approach with epidemiological data.

7.2.3. WG Read-Across

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 is currently under development and is being refined for
EFSA’s purposes. In addition, a procurement call to determine the
application domain of read-across for EFSA’s remit using EFSA’s database
of compounds, including collection of toxicological information from
repeated-dose toxicity studies on pesticides and their metabolites was
launched successfully. The offers received are currently under evaluation.
The next WG meeting will take place on July 9.

7.2.4. WG Non-Monotonic Dose Response (NMDR)

The SC was provided with an update of the work of the WG on non-
monotonic dose response. There is an ongoing activity on NMDR since
2012. A mandate (EFSA-Q-2019-00530) on NMDR was received in 2019
and a public consultation was conducted from December 2020 until
February 2021. The WG has addressed all comments and is finalising the
opinion. The final version should be sent to the SC for discussion and
possible adoption in the September SC Plenary.

7.2.5. WG Copper

The SC was reminded of the scope and ToR of the mandate (EFSA-Q-2020-
00399), and was informed that the current work of the WG is focusing on
exposure assessment analysis to incorporate data on background (natural)
copper levels and the drafting of the sections related to exposure
assessment, especially in relation to the contribution of copper from
background to the overall exposure and the contribution from other dietary
sources. Additional work on hazard characterisation and weight of evidence
assessment is ongoing. The draft opinion will be presented for first reading
at the SC plenary in September.

7.3. EFSA Strategy 2027

The SC was provided an overview of the EFSA Strategy 2027 outcome that
was recently adopted by the Management Board. An environmental scan
was made between 2019 and 2020 to determine the future challenges that
EFSA will have to address in the coming years. A public consultation on the
draft 2027 Strategy (i.e. on the strategic foundation, the three strategic




objectives and the next steps) was conducted in April-May 2021 and
adopted in June 2021. EFSA mission is based on its founding regulation and
the vision is to move towards “safe food and sustainable food systems
through transparent, independent and trustworthy scientific advice” by
2027 and beyond.

The EFSA strategic foundation is based on the five values (excellence,
independence, openness, accountability, cooperation) that were translated
for EFSA staff into actions for the delivery of scientific advice on risk
assessment. The challenges were grouped into five cluster topics (from the
big picture, evolving dialogue with society, food safety - integral to
sustainable food systems, making the most of the food safety ecosystems
and harnessing new trends in data technology and science). An overview
of the three strategic objectives was provided. The first objective is on
delivering trustworthy scientific advice and communication of risks from
farm to fork. The second objective is about ensuring preparedness for
future risk analysis needs. The third objective is on empowering people and
ensuring organisational agility. Finally, the next steps until the end of 2021
were presented and include the launching of the SC consultation on the
Strategy implementation plan (July to September), the discussion at the
next SC Plenary (September) on the feedback received from the
consultation, a discussion with the Management Board on performance
framework with the final list of Key Performance Indicators (KPIs) and on
new programming document 2022-2025.

The SC raised a series of questions related to the EFSA Strategy 2027. The
first question was on the applicability of the risk benefit assessment in EFSA
work on risk assessment of regulated products. EFSA noted that a lot of
knowledge on risk-benefit could also be needed in the context of the
Chemical Strategy for Sustainability. DG SANTE clarified that in the light of
the Farm to Fork Strategy, the EC will make a proposal for a legislative
framework on sustainable food systems by 2023, with discussions on this
framework still ongoing. Another question was related to the monitoring of
the success of the outputs related to the three objectives that will be
measured by a set of KPIs to determine customers satisfaction and ensure
success. To avoid duplications and overlap, partnerships are built with MS
to ensure and strengthen risk assessment capacity and excellence in EU.
This will also ensure sustainability and resilience of the food and feed safety
system.

8. Other scientific topics for information and/or discussion

8.1. Discussion on possible update on the Guidance on
Expert Knowledge Elicitation (EKE-2014)

The SC was provided with an overview of the EKE approach which is “a

systematic, documented and reviewable process to retrieve expert

judgement from a group of experts in the form of a probability distribution”.

Clarification on what is a formal versus a semi-formal expert elicitation were



given. A summary of the results of the EU survey conducted with EFSA staff
and experts in May-June 2021 was provided. Results showed that the
interest on EKE seems highest in the area of non-regulated products (e.g.
animal health and welfare, plant health etc). With regard to the survey,
the question on who should use the guidance indicated that the EKE
guidance should be targeted towards EFSA staff and experts who are
performing/adopting risk assessments.

In addition, the results indicated that any potential revised guidance should
be used mainly to facilitate and support implementation of formal and
informal EKEs across EFSA, rather than taking stock of the newest
methodological developments. It was highlighted that the provision of
training activities on the EKE guidance was as important as external support
during an EKE exercise. In case the EKE guidance was to be revised or
updated, the suggestion would be to have it in a format of a manual.

With regard to possible recommendations on the revisions of the content
of the guidance, special guidance should be provided on different types of
EFSA risk assessments, providing the EFSA context. Further survey results
indicate the possible use of an interactive guidance that should connect
people inside EFSA on EKE related topics.

The results of the survey indicate that further implementation could be
facilitated by involving more people (e.g EFSA staff, panel members,
experts/ambassadors) giving advice and with additional training material
(detailed manual) with more illustrative templates/examples. At the end of
the presentation, the SC was asked what could be the best way to
implement the guidance. The SC extensively discussed issues relating to
implementation (e.g. development of specialised training and use of pre-
recorded training for WG members; use of additional ad-hoc experts to
support the EKEs; possible use of the uncertainty cross-cutting WG by
extending its scope to also support the implementation of the EKE guidance
across the Panels with dedicated ambassadors who support EKEs in their
respective WGs and report back to their specific Panels; use of outsourced
contractors who are trained to steer formal EKE). The conclusion of the
discussions was that the cross-cutting WG on uncertainty could be
extended to handle additional tasks (for the implementation), respectively
external support contracts could be signed, but this would need to be
further discussed with a detailed plan (resources needed, projects to be
implemented) that EFSA would prepare and present at the next SC Plenary
in September.

8.2. Update on Science Studies and Project Identification &
Development Office (SPIDO)

The SC was informed on the latest progress made under the Science
Studies and Project Identification & Development Office (SPIDO) which is
enhancing EFSA’s capacity to identify themes and studies/projects

10



benefitting regulatory processes and science to fill knowledge gaps and
ensure preparedness (generating data, advancing methodologies and
creating new tools). An overview of the EFSA’s SPIDO themes 2020-2021
was provided. For the themes of 20208, the aim, objectives, timelines of
roadmaps for action were clarified and the organisations that will develop
them were introduced. The Plenary was informed that there was a non-
award for one roadmap (RACEMIC) as the offer did not pass the
quality award thresholds required. EFSA re-launched this call in the form
of a negotiated procedure which is possible after a failed open call (para.
11, Annex I Financial Regulation 2018). Finally, an overview of the 2021
themes currently under consultation (?°on omics and insect pollinators) were
briefly introduced. An open call to develop the respective roadmap for
actions will be launched in September. The SC members were invited to
disseminate the pre-information notice (PIN)!° for the upcoming call
through their professional network.

The SC asked for clarification regarding the lack of suitable tenderers/offers
for the RACEMIC call. EFSA clarified that a pre-notification could not be
launched for this call given the limited time available, which could be an
explanation. Coordination with other activities might enhance application
rate and increase competitiveness that is required to attract the best
candidates. The SC also asked about the under representation of offers
received from the South of Europe and EFSA clarified that some measures
are taken to avoid this; one of them being the advertisement of the calls
through the Advisory Forum (that enhances collaboration with MS from all
over EU).

8.3. Update on the scientific programme of the ONE
conference — 21-24 June 2022 https://www.one2022.eu

Marta Hugas introduced the item on the ONE Conference 2022 and
explained that, for the first time, EFSA is co-shaping the scientific
programme of its next conference in partnership with the ECDC, ECHA,
EEA, EMA and the JRC with input from Member States and EFSA’s
international partners. Inspired by the One Health approach, the
conference will bring together experts and professionals from a wide range
of expertise from science to policymaking. The aim of the conference is to
discuss how food and feed safety should evolve to ensure preparedness,

8 Building a European Partnership for Next Generation & Systems-based Environmental
Risk Assessment (PERA); New Approach Methodologies in Risk Assessment (NAMs);
Artificial intelligence for evidence management in risk assessment (AI) and Risk
Assessment of Combined Exposure to Multiple Chemicals (RACEMIC)

9 Application of omics and bioinformatic approaches: next generation risk assessment;
Advancing the environmental risk assessment of chemicals to better protect insect
pollinators

10 The pre-information notice (PIN) was published in the Official Journal (TED) on the
13.07.2021. Link to the published PIN available:
https://ted.europa.eu/udl?uri=TED:NOTICE:352403-2021: TEXT:EN:HTML

11



while supporting the ambitions of the EU sustainability framework, and how
new ways of engagement and collaboration can help in advancing the One
Health approach in food safety and policymaking.

The conference will take place in Brussels and online on 21-24 June 2022.
The presentation highlighted also the progress made with the conference
project between April and May 2021. Yann Devos, the Chair of the Scientific
Programme Committee, presented the narrative and overarching goals of
the conference together with the different sessions and thematic tracks of
the draft scientific program outline. Andras Szoradi concluded the joint
presentation by presenting the role and composition of the Scientific
Programme Committee and the two advisory boards, and the overall
timelines of the conference project. It was reiterated that the deadline for
the submission of poster abstracts is 15 September 2021 and that public
registration for physical attendance is expected to be opened at end
January 2022.

The SC asked for a more holistic integration of social sciences into the
respective thematic sessions. In addition, it was also noted that MS would
also need to be on board if the intention is to jointly advance the
implementation of the One Health approach in food safety. As part of the
discussion, it was clarified that the Scientific Programme Committee is
already promoting partnerships, networking and synergies with MS
throughout the development of the conference programme.

9. Questions from and answers to Observers (in application of the
guidelines for Observers)?!!

10. Any other business

10.1. Draft agenda September SC Plenary

The SC was provided a highlight of the topics to be presented to the next
Plenary (105" meeting) scheduled on 22-23 September and which
comprises the draft opinion on non-monotonic dose response for adoption,
the first reading of the opinion on synthetic biology and of the draft opinion
on copper.

10.2. Feedback from GMO Workshop on allergenicity
assessment held on 15-16 June 2021

The SC was presented with a short report on the workshop on allergenicity
and asked to have the opportunity to have more information on this topic
at the next SC Plenary. The outcome and programme of the meeting is

11 Refer to footnote 4
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available on the EFSA website. The topics were on allergenicity
assessments and tools. The participants represented a wide range of
sectors (Academia, NGOs, MS representatives, FAO, EU, EFSA). One
important part of this workshop was a discussion with the stakeholders to
co-act on issues to be solved and where research is still needed (12 distinct
questions were listed). The new view was to determine what would be the
detected level and acceptable threshold if allergenicity was demonstrated.

10.3. General matter 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 Advisory Forum (AF), interagency and
international scientific cooperation and EFSA Stakeholders Meetings.
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Questions from observers submitted at the time of the registration to the meeting and
answers from EFSA

Q1. Are there plans to further study and publish guidance concerning PFAS in Food Contact
Materials? And how the Danish regulations can be further refined?

Q2. Will it be possible to share the framework you are considering to address emerging
chemical risks?

A1l. Currently, there are no ongoing risk assessment activities regarding perfluoroalkyl substances
used to manufacture plastics, so falling within the scope of the Regulation (EC) 10/2011 and which
assessment follows the EFSA Note for Guidance. Please contact directly the Danish competent
authorities in relation to Danish regulations or the European Commission in relation to risk
management measures at the level of the European Union.

A2. The European Food Safety Authority’s (EFSA) Founding Regulation (EC) No 178/2002 (Article
34), requires EFSA to establish monitoring procedures for systematically searching for, collecting,
collating and analysing information and data with a view to the identification of emerging risks in
the fields within its mission. An ‘emerging risk’ is understood to be a risk resulting from (a) a newly
identified hazard to which significant exposure may occur or (b) an unexpected new or increased
significant exposure or susceptibility to a known hazard.

Emerging chemical risks may arise from intentional or unintentional contamination of the food chain
either by anthropogenic or “natural” chemicals. A systematic framework for the identification of
emerging chemical risks in the food chain using data generated under the REACH regulation was
published in 2014 on the EFSA website. The methodology proposed was further developed and tested
on 100 substances registered under REACH (REACH 1'?). The tested screening procedure was then
applied to the 15021 substances registered in REACH (REACH 2!3). Substances were assessed and
scored for environmental release (tonnage and use information from REACH registration dossiers),
biodegradation (predictions from BIOWIN models 3, 5 and 6 evaluated in a battery approach),
bioaccumulation in food/feed (ACC-HUMAN steady modelling) and chronic human health hazards
(classification according to the CLP Regulation for carcinogenicity, mutagenicity, reproductive
toxicity and repeated dose toxicity as well as IARC classification for carcinogenicity). Prioritisation
based on the scores assigned and additional data curation steps identified 212 substances that were
considered “potential emerging risks” in the food chain.

A follow-up project has started in March 2021 to analyse food samples for occurrence of substances
in the priority list'*. The overall objective of the new project is to analyse food and feed for the
presence of chemicals that are potential emerging risks using the 212 substances identified in
previous work as a suspect list and using non-target analysis, and for a subset of identified
substances to quantify levels and assess risks.

Q3. Concerning the Implementation plan of EFSA strategy 2027. Premise: I am aware that
there has been a public consultation. I have not been able to submit my comments, for
lack of free time for this. I take, therefore, this opportunity to ask 2 questions. Question
1: The Strategy sets 3 main objectives, to be achieved by an Implementation plan. A
number of implementation actions consist in implementing the Transparency regulation
(TR), i.e. a procedure (or, the means towards the ends). Do you think that monitoring the
implementation of the TR will automatically lead EFSA to achieving its goals?

A3. Monitoring the implementation of key actions / deliverables will be one means of checking
progress in achieving the strategic goals; in addition, we are currently working on the review of
EFSA ‘s performance framework, i.e. set of corporate/strategic key performance indicators (KPIs)

12 https://www.efsa.europa.eu/en/supporting/pub/en-1050

13 https://www.efsa.europa.eu/en/supporting/pub/en-1597

14 Reference: OC/EFSA/SCER/2020/02 Subject: Screening for emerging chemical risks in the food chain
Procurement procedure: Open call (Article 164(1) (a) of the Financial Regulation)
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that will also measure the end results (such as timeliness of our scientific advice, satisfaction of
customers/stakeholders, use of scientific advice by customers/stakeholders, etc.). See also reply to
Q4. below.

Q4. Concerning Objective 1 of the Strategy, how will you monitor the increased quality of
scientific advice with respect to the past?

A4, See also reply to Q3. above; we are currently working on the review of EFSA’s
corporate/strategic KPIs to accompany the EFSA strategy 2027; the final set of strategic KPIs (and
targets) will become part of EFSA’s Single Programming Document 2022-2025, to be adopted by
the EFSA Management Board in December of 2021. The quality of scientific advice will be monitored
by indicators that measure to what extent we meet customers and stakeholders’ expectations, such
as the timeliness of our scientific advice, etc.

Q5. With the new EFSA Register of Questions (RofQ) on the OpenEFSA website it seems
to be more difficult to find specific search items, since the 'Filter' is very limited and double
keywords seem not to work. It could also be helpful, if the Register would have a function,
that the list of found entries could be easily extracted in Excel or other format, as was the
case with the EFSA RofQ previously.

Will EFSA intend to still widen the features of the RofQ and by when? And once it would
be updated, could it maybe an idea to run a webinar explaining best practice for the search
of specific items and/or public consultation asking about the features stakeholders are
missing and the problems they are facing, to improve it further? Thank you!

A5. Thanks for the feedback. The new OPEN EFSA Portal (https://open.efsa.europa.eu/) has not yet
all the functionalities for which it has been designed. We hope to be up to speed soon. Overall, the
trainings available for the implementation of the transparency regulation are available at this link:
https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation-training-
programme

Q6. How well is known the effect of GMO foods in humans and the later effect it causes?

AG6. The SC cannot explain an assessment about GM foods in general. However, a rigorous risk
assessment by the GMO Panel at EFSA guarantees that the GM foods authorized so far in the EU are
as safe as the corresponding conventional foods. Consequently, GM foods authorized in the EU are
expected to have the same short- and long-term nutritional effects as the corresponding
conventional foods. In the EU, the safety of GM plants used for food and feed purposes is ensured
by an extensive and detailed pre-market evaluation that examines all possible new hazards arising
from the engineered plants in comparison to non-GM comparators. This comparative approach
considers effects intended by the genetic modification as well as unintended effects. The
consequences of any lack of equivalence between the engineered food and its comparators will be
assessed to ensure that GM products are as safe and nutritious as conventional food. In particular,
this safety assessment includes:

- Information on the recipient and donor organisms and molecular analyses of the effects of the
genetic modification.

- Information on the transformation process, the introduced DNA sequences, the potential for
horizontal gene transfer, the biological function and activity of newly expressed proteins and, if
applicable, an evaluation of RNA interference.

- A comparative analysis of phenotypic characteristics and agronomic performance of GM plants as
well as a detailed evaluation of the nutrient, antinutrient and toxin content of raw commodities and
their products.

- A weight-of-evidence approach evaluating the safety of newly expressed proteins and the potential
allergenicity of the GM food and feed.

This thorough pre-market assessment provides assurance that the GM food and feed is as safe and
nutritious as non-GM counterparts. The observer is referred to the relevant EFSA guidance
documents and to Commission Regulation 503/2013 for a comprehensive description of the above
safety assessment process.
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Q7. What is the status of the EFSA work on the ~40 plasticisers identified for further
review? It is understood that EFSA will work jointly with ECHA on this topic - how will that
be organized. How can industry support the scientific risk assessment of these
substances?

A7. In July 2020, EFSA received from the European Commission the first part of a 2-part mandate
on the re-evaluation of the risks to public health related to the presence of phthalates, structurally
similar substances and replacement substances from food contact materials (FCMs). The aim of this
first part of the mandate is to carry out preparatory work on following three topics: 1) prioritisation
of substances; 2) development of protocols for exposure and hazard assessment; 3) preparation of
a call for data and literature search for the exposure assessment. The outcome of these preparatory
tasks will support the eventual risk assessment of the substances, which will be the scope of part 2
of the mandate.

As specified in the Terms of Reference, EFSA and ECHA are closely collaborating in addressing the
currently on-going work on prioritisation of substances, but also beyond, e.g. on the recently kicked-
off work on development of a protocol for exposure assessment (incl. the preparation of a call for
data). In practice, this collaboration is implemented by active participation and involvement of ECHA
staff in the meetings of EFSA’s WG (operating under the remit of the CEP Panel). This allows sharing
of expertise and knowledge among the agencies and supports the achievement of a relevant
outcome on substances of common interest for EFSA’s and ECHA'’s regulatory framework.

As is the case also for other areas of EFSA’s work, industry and other interested stakeholders will
have the opportunity to contribute to the work by participating in engagement activities (i.e. public
consultations) on the planned outputs related to this mandate. It is currently foreseen for October
2021 to endorse for public consultation both the draft opinion on prioritisation of substances as well
as the draft protocol for exposure assessment (at a later stage, also the draft protocol for hazard
assessment will be undergoing public consultation). Furthermore, it is envisaged for 2022 to launch
calls for data in support of the exposure assessment. Via these calls, industry and other interested
stakeholders will be invited to submit to EFSA relevant data on the prioritised substances, e.g.
occurrence in food or migration from food contact materials.

Q8. I want to engage on country wide tour to sensitize farmers on the best practice of
applying aflasafe and its importance if I succeed in getting the funds I want. Best
approaches of sensitization and what could be best cost effective way forward.

A8. Apologies but we can’t answer this question as it is not clear and not under the remit of activities
of the EFSA Scientific Committee.

Q9. What the tools to developed a standardized food classification and description system
to my country?

A9. EFSA has developed FoodEx2, a standardised food classification and description system with the
aim of covering the need to describe in the most detail possible food in data collections across
different food safety domains.

FoodEx2 consists of descriptions of a large number of individual food items aggregated into food
groups and broader food categories in a hierarchical parent-child relationship structure. The
description of individual foods can be complemented by additional information through the use of
facets. You can find more guidance and trainings on its use by accessing the EFSA website through
this link. To support the use of the FoodEx2, EFSA also developed a browsing tool, the EFSA
Catalogue browser through which users are able to navigate easily through the FoodEx2 catalogue
and perform the coding of their food items and the Interpreting and checking tool through which
they can interpret and analyse FoodEx2 codes generated by the catalogue browser.

FoodEx2 is already used by Member States when exchanging data with EFSA. In addition, it boasts
an international reach with the Food and Agriculture Organization and the World Health Organization
using FoodEx2 to facilitate the collection of food consumption and food composition data on a global
level. FoodEx2 is freely available for download and use.

Q10. How Scientific Committee identifies EFSA’s long-term scope (To-Do)? Is that come
up from internal specialist meetings or external research programs?

A10. The work programme of the Scientific Committee is built considering the EFSA strategic
documents that are developed (e.g. the EFSA strategy 2027 with its implementation plan), and the
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priorities set by the European Commission and in particular by DG SANTE. For what concerns
development of methodologies, identification of data needs and guidance documents to be
developed, priorities are discussed and agreed with EFSA’s Units, Scientific Panels. In these
considerations, needs in the area of harmonisation of risk assessment approaches at European and
International level are also taken on board.

Questions submitted during the meeting and answers from EFSA

Agenda 6.1 Draft Guidance on risk assessment of nanomaterials to be applied in the food
and feed chain: human and animal health

Q. How much nanomaterials (in agriculture) are accepted in Europe?

A. EFSA has not conducted an assessment of nano pesticides so far; assessments have been
conducted in other areas, e.g. nano-silver as Food Contact Materials, and also risk assessments for
conventional materials containing a fraction of nanoparticles, e.g. TiO2 as food and feed additives.
Regulation (EU) 2019/1009, among others, sets out procedures for conformity assessment of
fertiliser products, the role of manufacturers and the role of Conformity Assessment Bodies in EU
Member States.

As an example, this Guidance on risk assessment of nanomaterials applied as feed additives,
together with the EU legislation and specific Guidance document developed by the FEEDAP panel
that are already in place, will enable EFSA to apply updated methods for assessing new applications
in this field.

Q. What about the use of nanomaterials as feed additives? Ad-hoc residue studies?
A. Please see this document: Microsoft Word - ECHA-EFSA Silver compounds biocides FCM.docx

(europa.eu)

Q. Which Panel is taking care of fertilizers?

A. Fertilizers are out of EFSA’s remit. EFSA was asked in the past to assess specific substances (e.g.
nitrates/nitrites) but not of fertilizers and nano pesticides. EFSA-ECHA assesses risks from nano-
silver as food contact material and TiO2 as food and feed additives (see Microsoft Word - ECHA-
EFSA Silver compounds biocides_FCM.docx (europa.eu)). Additionally, Regulation (EU) 2019/1009,
among others, sets out procedures for conformity assessment of fertiliser products, the role of
manufacturers and the role of Conformity Assessment Bodies in EU Member States.

Q. While characterization, do testing strategies consider complexes formed between nano
and non-nano materials in food and feed matrices please. Also, weightage for bioavailability
of nanomaterials is taken care of during risk assessment

A. The test design presented in the Guidance is suited to address such interactions. Some properties
can change in food, affecting their availability. Toxicokinetic information is needed to understand
their availability during the absorption and also the systemic distribution in the different body parts
to know how much is absorbed and excreted. The Guidance suggest the incorporation of the
toxicokinetic assessment in the design of the repeated dose toxicity studies, and highlights the need
for adapting the study designs, also for studies conducted under OECD guidelines, including
confirmation of particle internalisation by cells and tissues.

Q. What about the fate of unabsorbed nano material (NM)? Does it alter or interact with
microbiome?

A. Potential antimicrobial properties of a nano-material (eg silver particles) is considered as a specific
section of the Guidance. In addition, local effects in the gasto-intestinal tract should be investigated
and properly reported.

Q. How the ongoing revision of the nano material definition in the EC recommendation
and potentially the one in the novel food will impact the current version of the guidance?

A. Ongoing revisions of the nano material recommendation will not affect this guidance, as the scope

is broader, covering also conventional nanomaterials containing a fraction of small particles and
materials with nanoscale properties relevant for the risk assessment.
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Q. You mentioned that the OECD methods may not be appropriate to test NM. | wonder who
is deciding which adaptations of the protocols are included when testing NM?

A. There is a specific OECD working group, to which EFSA participates, assessing the safety of NM
and the specific considerations relevant for the risk assessment. Adaptations of OECD test guidelines
for covering the specific considerations for nanomaterials are on-going but will take time until all
relevant guidelines could be covered. To address this need, the EFSA Scientific Committee Guidance,
includes specific recommendations for adapting “in vitro” & “in vivo” methods including OECD
guidelines for assessing NM.

Q. Do reference materials developed by different methods show different properties?

A. Yes as there are several reference materials, such as those developed by the JRC of the EC. In
addition to the chemical composition, other properties (different sizes, shapes) may lead to different
behaviors under different conditions. There are on-going research projects mapping such
differences.

Q. Do NM produce free radicals or are inert?

A. It depends on the general property of the NM. It has to be assessed on a case-by-case basis, a
specific consideration is needed regarding the capacity of NM to cross the cellular membranes and
produce these radicals at locations of specific concern within the cell.

Agenda 6.2. Draft EFSA Guidance on technical requirements for regulated food and feed
product applications to establish the presence of small particles including nanoparticles

Q. How the threshold < 500 nm has been selected? Where is coming from?

A. The selection is justified in the guidance and has been improved with specific details following
the public consultation. The basis is the current scientific knowledge that indicates that particles up
to 250nm may be internalized by the cells. An uncertainty factor of 2 has been added to account for
the uncertainty of screening methods. There are also technical considerations.

Q. Any guidance on distribution of particle size? Should it be normally distributed. Is there
a need for assessing half-life of nano material? Guidance on handling of nano particles.

A. The guidance focuses on conventional materials, and particularly the fraction of small particles
focusing on the “nano tail” and we cannot assume a normal distribution. The worst-case conditions
are considered for setting the thresholds. Regarding the half-life of NM, it is a relevant parameter
for deciding if the NM dissolves in the gastrointestinal tract of if particles will reach the small
intestine. This is covered in the Guidance by a dissolution rate protocol; a half-life of 10 min or less
under these conditions can be used to demonstrate that a conventional risk assessment is sufficient.

Q. Nano-particle Titanium dioxide in food chain needs life cycle analysis.

A. The role of EFSA is to conduct the risk assessment, and it is covered by the EFSA FAF Panel in a
recent opinion.

Q. Does the solubility limit of 33g/1 only apply to solubility at pH 7 or can pH3 be applied
as well, as in the case of the of solubilisation rate? if not, why?

A. This solubility threshold applies only at pH 7. For materials that are only soluble under acidic
conditions, time considerations are needed for ensuring full dissolution in the stomach. As a
consequence, for pH 3 the Guidance indicates the need for measuring the dissolution rate at this pH
level, adapting the timing for accounting that the dissolution process is restricted to the gastric
conditions.

Agenda 8.1 Discussion on possible update on the Guidance on Expert Knowledge
Elicitation (EKE-2014)
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Q. The EKE Guidance transformation into a manual might compromise creativity of EKE
performance?

A. No, it does not compromise creativity, it provides more transparency and openness. Three
standard protocols were proposed 3 years ago. The questionnaire was saying that this
implementation seems more difficult and needs more support. Seven years since the guidance was
produced is a long time and new development need to be included. Implementation is more
important at the moment rather than revision which could come later (so new protocols would bring
more confusion than clarification).

Q. How do you select experts for EKE?. How do you eliminate psychological bias (CoI)?.
How do you keep the confidence level of an expert and how to consider in uncertainty
EKE?

A. There is a selection procedure (with criteria and with a long list to be checked) and a formal
process. When for example you take an expert from industry, you also take a counterpart, i.e. an
expert from an authority controlling industry. There is a feature to improve or reduce biases in the
discussions. Confidentiality is the most difficult part. A distribution of a range of answers is provided,
i.e. experts are asked to provide not a single answer but a range of answers (with probability).

Q. There are different levels of knowledge across the participants which have an impact
of the outcome of the EKE.

A. There are also some advantages of having such a group with different depths in already known
topics.

Q. Food Safety assurance demand world food trade to end up of the exporting countries
to endure huge wastage of food due to non-acceptance by the importer country. That food
wastage connotes the huge environmental issue of wasting so much of natural resources
and man-made agri-input resources without any purpose.

A. This is not a question related to the agenda and it is a Risk Management issue therefore outside

EFSA’s remit of activities. The Green Deal and Farm to Fork strategy are reflecting on this issue and
should come up with a way forward by 2023.

Agenda 7.2 EFSA including its Working Groups

Q. Is Fluoride covered by REACH?
A. In REACH it is a registered substance >1000 tonnes/year (as NaF)
Q. Was Fluoride considered by SCCS (consumer products, like tooth paste)?

A. The SCIENTIFIC COMMITTEE ON CONSUMER PRODUCTS delivered an opinion on the safety of
fluorine in 2005: (https://ec.europa.eu/health/ph risk/committees/04 sccp/docs/sccp o 024.pdf)

Q. I have a question concerning the WG on the read across. Have you considered the read
across assessment framework that was developed by ECHA? Do you consider that
experiences from ECHA assessment are relevant for the work under EFSA?

A. The RAAF and the experience gained from it will be taken into consideration together with other
existing frameworks in the development of the EFSA Guidance.

Q. Question to WG Copper: Does the hazard characterization include deficiency (full
assessment of AROI)? Should we expect the ADI to change significantly?

A. Copper deficiency is outside the remit of the copper mandate as it has already been addressed
by the NDA Panel in 2015 (EFSA Journal 2015;13(10):4253). Once endorsed by the Scientific
Committee, the draft scientific opinion developed by the WG Copper will be made available for public
consultation.
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Q. Does EFSA has any plan that involves plant-based food (i.e. meat & cheese analogues,
plant milk) safety / regulations program: guidelines to assess the safety of "novel foods"
such as plant-based proteins and cultured or lab-grown meat, amid growing demand for
meat substitutes.

A. In EFSA’s EMRISK activities towards different sources for food/feed is being monitored through
our systems (concomitant introduction of new risks). Provided that there are no regulatory issues,
both the information requested on these products and the scientific approach described in the EFSA
Guidance on the preparation and submission of an application for authorisation of a novel food in
the context of Regulation (EU) 2015/2283 (updated in 2021) should allow a sound and adequate
risk assessment of the above-mentioned substances.

DG SANTE provided additional information that are shared here a posteriori:

According to the novel food Regulation, food business operators shall verify whether or not the food
which they intend to place on the market within the Union falls within the scope of this Regulation.
Where they are unsure whether or not a food which they intend to place on the market within the
Union falls within the scope of this Regulation, food business operators shall consult the Member
State where they first intend to place the novel food. In doing so, the Commission adopted
Implementing Regulation (EU) 2018/456 which lays down the information requirements that need
to be included in the consultation request, including provisions on the confidentiality of the request,
and the procedural steps business operators must follow for the consultation process.

Plant-based products and cultured meat may fall within the scope of the novel food regulation.
However, as indicated above, prior to considering as novel foods, the applicant should identify if the
technique used e.g. for cultured meat falls under the scope of Regulation (EC) No 1829/2003 on
genetically modified food and feed or if for plant-based products other EU regulations (e.g. food
additives or flavouring regulation) apply as these regulations prevail over the novel food regulation.

If plant-based products and cultured meat are considered as falling within the scope of the novel
food regulation these products may fall within the following two novel food categories:

1) food consisting of, isolated from or produced from plants or their parts, except when the food
has a history of safe food use within the Union and is consisting of, isolated from or produced from
a plant or a variety of the same species obtained by:

o traditional propagating practices which have been used for food production within the Union
before 15 May 1997; or
. non-traditional propagating practices which have not been used for food production within the

Union before 15 May 1997, where those practices do not give rise to significant changes in the
composition or structure of the food affecting its nutritional value, metabolism or level of undesirable
substances;

2) food consisting of, isolated from or produced from cell culture or tissue culture derived from
animals, plants, micro-organisms, fungi or algae” to address new foods such as cultured meat.

The applications should be addressed directly to the Commission and the risk assessment is carried
out by EFSA.

Q. Mineral oil hydrocarbons and phthalates in food risk assessment, regulation, and
standard analytical method (update on EFSA activities).

A. Work is ongoing in relation to the development of a draft opinion on identification and prioritisation
of substances, as well as of a draft protocol for exposure assessments. Both documents are foreseen
to be endorsed for public consultation by the CEP Panel in October 2021.

Agenda 7.1 Overview of the work programme of Panel on Food Contact Materials,
Enzymes and Processing Aids (CEP) and Panel on Additives and Products or Substances
used in Animal Feed (FEEDAP)

Q. EFSA puts emphasis on risk assessment - the chemical sustainability strategy puts

greater emphasis on hazard - will this potential divergence be addressed in the
conference?
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A. EFSA works on the risk of a hazard to occur: it is about risk and not hazard (it is in EFSA’s
founding regulation).

Q. The EU Climate Law has major implications for agriculture and food production - how
will EFSA take this into account into their strategy/work?

A. We have an interest on how these developments will impact EFSA (regulation, food production).
It comes from our strategy to develop more sensitive antenna to detect how these changes will
affect our risk assessment.

End of the meeting
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