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BACKGROUND: 2021 NANO GUIDANCE DOCUMENTS

Aim: assess and/or exclude possible risk from the presence of nanoparticles in food

Guidance on Particle - Technical Requirements:

Are ‘nanoscale considerations’ needed for the Guidance on Nano - Risk Assessment:

How to conduct a ‘nanoscale’ risk assessment?

risk assessment?
INew lUpdate
Conventional materials which do NOT meet Materials that meet the definition of engineered
the definition of engineered nanomaterial but nanomaterial, nanoforms,
may contain small particles including nanostructured materials, and materials
particles at the nanoscale with a fraction of nanoparticles




RECENT ACTIVITIES (2021-> 2024)

Requests for assistance received by the ccWG Nano
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RECENT ACTIVITIES (2021-> 2024)

While major updates
will be covered in the
context of a new self-
task mandate, work to
provide further
guidance to applicants
and risk assessors has
already started

Annex A — Degradation/dissolution rate under acidic conditions

1. Introduction

Dissclution rate determination is one of the appraisal routes that can be used by applicants, and other
interested parties, to demonstrate that a conventional material does not require specific nanoscale
considerations and, consequently, a conventional assessment according to the sectoral guidance is
sufficient.

This criterion is implemented in Section 2.3.2 of this Guidance, which states that “Jf, at & concentration
corresponding to exposure at maximum use fevel (as detailed in Section 2.3.2.3), the (mass-based)
dissolution rate of the material in water (or the dissolution rate of each constituent in case of 8 multi-
constituent substance) shows a half-fife of 10 min or less, no additional assessment for the fraction of
smail particles is needed. This dissolution rate corresponds to 12% or less of the material (mass-based)
remaining present as particles after 30 min, & percentage and time point adequate for minimising



RECENT ACTIVITIES (2021-> 2024)

Other activities:

= EFSA Webpage on Nanotechnologies >
updated with recent developments and
training material.

= Call for experts launched with the aim to increase expertise on the topic in EFSA Panels’ WGs.

= Cooperation with the EC JRC to join forces to work on capacity building on the topic. Results from
the survey will be used to identify training needs.

= |nvest in experimental projects to promote implementation of NAM-based methodologies for
possible integration in nano-specific risk assessment (EFSA’s NAMs Nanocellulose Case Study and
NAMs4NANO Project).

= Continue monitoring the experiences from international activities and other agencies to ensure
alignment and integrate new relevant knowledge into EFSA guidance documents.



NEXT STEPS: ROADMAP FOR GUIDANCE UPDATE

New self-task mandate for updating 2021 EFSA's Nano Guidances

Roadmap for guidance update, 3 phases:

= Short term (18 months): merge the existing guidance documents and Eronscenenc cmts
include clarification on the structure and requirements. Start
integrating further guidance on the use of NAMs in support of
nanoparticles RA based on experience from other agencies and e T A R
finalised EFSA-funded projects on NAMs.

= Medium term (3 years): integrate major scientific updates (e.g.
indications for ERA, new knowledge on nanocarriers, advanced
materials, and SSbD. Further work will be carried out to advance the
implementation of NAMs for nano-specifc RA. The development of
further nano-specific guidance for feed additives will be addressed in
parallel by the FEEDAP Panel.

= Long term (5 years): integrate with the results of the EFSA
NAMs4NANO Project.




EFSA’'S PROJECTS ON NAMS & NANO

Q12021 -Q2 2023

Q12023 -Q2 2027

EFSA Pilot Project on NAMs for EFSA NAMS4NANO Project
the hazard assessment ( )
of nanofibers Integration of New Approach Methodologies
results in chemical risk assessments: case
( ) studies addressing nanoscale considerations

* Lot 1: ‘'NANOCELLulose oral .

exposure: gastrointestinal
digestion, nanofibers
UPtake and local effects’

* Lot 2: ‘Exploring the use of

gut-on-a-chip models for .
risk assessments of
nanofibers’

Final goal: Develop further recommendations on the use of

NAMSs for addressing nanoscale considerations and in
parallel foster the general implementation of NAMs

Lot 1: Review of NAM-based tools for

nano -specific risk assessment and
developing a ‘Qualification System for
NAMSs' using the experience from
EMA & US FDA

Lot 2: Designing and conducting a set

of risk assessment case studies

Lot 3: Designing and conducting a set

of methodological case studies




NEXT STEPS: ROADMAP FOR GUIDANCE UPDATE

New self-task mandate for updating 2021 EFSA's Nano Guidances

Key elements to be considered:

= Update according to the most recent state-of-the-art to provide best Eronscenenc cmts
practices for building a realistic and relevant RA.

= Foresee an increase in engagement activities to strengthen e
international cooperation, promote alignment of methodologies and e B
foster interaction with stakeholders through ad hoc consultations,

(e.g. with targeted meetings and/or the public consultation).

= In support of this work, EFSA is asked to set up a WG covering the
expertise needed. The WG should also ensure liaison with relevant
external institutions (e.g. such as ECHA, EEA, EMA, US FDA, US EPA,
WHO, EC’s non-food Scientific Committees) or that develop standards
in this area (e.g. JRC, OECD WPMN, ISO/CEN, EU-funded Projects).



NEW WG & ENGAGEMENT ACTIVITIES

WG re-shaping:

= New WG established to address new mandate and tasks: ccWG on Particle Risk Assessment

o Name aligned with the extended scope of this WG (i.e. assess risk of particulate materials,
including nanomaterials but not exclusively)

o0 Two subgroups are created to deal with Advice & Guidance update
o Composition refined to add new experts covering relevant expertise

Dissemination/engagement activities:

= 14t Annual meeting of the EFSA Network on Nanotechnologies in food and feed (NanoNetwork) -
26-27 Nov 2024

= Workshop with EU Agencies and international partners — Q1/2 2025
= Ad hoc meetings with targeted Stakeholders — TBD
= Stakeholder Event — TBD 9
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Thank you for
your attention!

a»® Any questions?
ah Input?
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STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

@one_healthenv_eu

Science on the Menu —Spotify, Apple Podcast and YouTube

Linkedin.com/company/efsa

efsa.europe.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY




