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Fair Use Disclaimer

This presentation may contain copyrighted material used under the fair dealing exceptions in EU copyright law,
in accordance with Directive 2001/29/EC and Directive 2019/790. It is intended solely for non-commercial,
educational purposes.

Copyright Notice
© ISES Europe 2025

All rights to the original works are retained by their respective copyright holders. Any reproduction,
distribution, or use of this presentation, in whole or in part, requires explicit permission from the copyright
holder(s) or the author. Unauthorized use of any content is strictly prohibited.



Overview of All Training Videos

DoE 1)
DoE 2)
DoE 3)
DoE 4)
DoE 5)
DoE 6)
DoE 7)
DoE 8)
DoE 9)

Basic Concepts and Principles in Exposure Science
Fundamentals of Environmental Chemistry and (Eco)Toxicology
Exposure Modelling

Exposure Monitoring

Exposure Assessment and Risk Characterisation

Risk Management and Sustainability Assessment

Relevant Legislative Frameworks

Risk Communication and Stakeholder Engagement

Statistics and Epidemiology

Access all videos via: https://ises-europe.org/
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Module 1 Introduction to the European Legislative Frameworks
Module 2 Legislations under the Remit of EFSA

Module 3 Legislations under the Remit of ECHA
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Meet Today’s Presenter:
* Current Role: Science Manager| ECETOC (2023 — Present)

* Previous Roles:

* ECETOC (2017-2023): Environmental Sciences Manager; Managed environmental science programs,
focusing on regulatory affairs and environmental policy.

* Vitis Regulatory (2016—-2023): Principal Scientist; Supported industry and regulatory clients in
chemicals regulatory compliance, specializing in environmental fate, PBT/vPvB assessments, and REACH

compliance.

* Peter Fisk Associates (2007-2015): Regulatory Scientist; Led REACH dossier development and
regulatory compliance projects, providing technical input on ecotoxicology and chemical regulations.

* Education:
* MSc in Environmental Geochemistry, University of Leeds.
e BSc in Chemistry, University of Sheffield.



Context and Disclaimers < |SES =2

About This Lecture

This lecture provides an introductory framework, with some topics simplified for ease of understanding. It focuses
solely on the situation in Europe.

Disclaimer

* The regulatory landscape in Europe is constantly evolving. This presentation was prepared in 2024, and some aspects may no
longer be applicable by the time you view the video.

* The content in this presentation is intended for general informational purposes only and does not, nor is it meant to, constitute
legal advice.

* Many legal considerations are subject to interpretation, and conclusive answers may only be provided through a court ruling.

* The content presented herein does not necessarily reflect the opinions, views, or positions of the presenters' employer or any
affiliated organizations.

» References to specific organizations, tools, or entities are for illustrative purposes only and do not imply endorsement or critique.

* While every effort has been made to ensure the accuracy of the information presented, errors or omissions may occur.
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Introduction

EFSA (European Food Safety Authority) is a decentralised EU agency

The work of EFSA covers all matters with a direct or indirect impact on food and feed:
— Animal health

— Chemical contaminants in food and feed
- Food contact materials
- Food ingredients

— Genetically modified organisms

\\'Jefsq

— Nutrition

— Plant protection products

- Plant health



Learning Objectives

* Understand the fundamental legal requirements for exposure
assessments under the following food-related substances:

—- Food Additives
— Plant Protection Products (PPP)
—- Food Contact Materials (FCM)

e Know where to find more information
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Exposure Assessment: Food Additives < 5E5:

Exposure and risk assessment is carried out by EFSA:

* Legislation: Regulation (EC) No 1331/2008 and Regulation (EC) No 1333/2008
 Benchmark: Health based value, e.g. Acceptable Daily Intake (ADI)

* Dietary intake: Comprehensive Food Consumption Database and use levels

* Target: High level consumers, covering 95% of the European population

Approved food additives typically identified by an E number
— need to be listed in the ingredient list

Designed by Freepik




Authorisation: Food Additives < |SES -2

* Initiation: European Commission starts the process based on an application from a member
state or interested party.

* Requirements: Application must provide sufficient data for EFSA’s evaluation.

¢ Exposure assessment:
o Intended foods & use levels
o Aggregated exposure (e.g., natural occurrence, FCM, cosmetics, pharmaceuticals)

o Data for all age groups (average & 95th percentile)

* Review & updates:
o Dossier may be updated when new information is available
o EFSA may also open a call for data

o Ongoing re-evaluation of 315 additives approved before 2009
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Exposure Assessment: PPP = ISES

Two step process:
e Approval of an Active Substance
e Authorisation of a PPP Product

Both the active substance and the final PPP product require thorough
evaluation, with distinct processes for each




Exposure Assessment: Active Substance \JSES

* Approval required before PPP authorisation:
- No tonnage limit
— Renewal usually every 10 years

* Exposure assessment (part of dossier) by registrants/companies:
— Typically, the applicant chooses one (or more) representative uses
— Environment: Focus on water and groundwater contamination
— Human Health: Only dietary exposure

 Member States and EFSA review dossier:
— If necessary, default Maximum Residue Levels (MRL) are proposed
— Final approval by European Commission based on application dossier and EFSA conclusion
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* Authorisation required before market placement:

Renewal typically every 10 years

Role of EFSA is to provide guidance

Process conducted at the 3 EU zones

Co-formulants must be registered under the REACH Regulation

» Exposure assessment (part of the PPP dossier) by registrants/companies:

Focus on the identified use
Environment: Focus on groundwater, water, sediment, air and soil and exposure of other non-target organisms (e.g. bees)
Human Health: Focus on non-dietary exposure (i.e. operators, workers, residents, and bystanders)

Focus on the entire product, including interaction between the active substance and co-formulants

* Authorisation granted by:

The Member State that carried out the assessment (which is harmonised at EU level)

May carry out a cumulative risk assessment to more than one active substance (or request this)

Once approved in one Member State, mutual recognition in other Member States within the same zone needed
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Food Contact Materials (FCM) < ISES =2

* EFSA provides scientific advice on FCM to the European Commission and national
legislators

* Producers are responsible for exposure and risk assessment of FCM
* Legislation varies based on the material of the FCM

« EU level: Plastics, ceramics
* National level: Paper, cardboard, silicones, rubber
- See also Module 1

Designed by Freepik




Plastic FCM: Exposure Assessment < ISES -2

Legislation: Regulation (EU) No 10/2011

Authorised substances: EFSA lists approved monomers, additives, and production aids

New authorisations: Requests go through EFSA, with risk assessment based on provided data

* Migration testing before placing product on the market:

» Standard: 1 dm? surface area (1L box = 1kg daily consumption)

Lipophilic substances: 200g of fat may be assumed

Food simulants, temperature, and duration: Defined in Annex Il

Specific Migration Limits (SML):
* Manufacturers must test substances with EFSA-defined limits

* Impurities: Some have specific limits (e.g., metals); others require manufacturer-defined benchmarks

Overall Migration Limit (OML): 10 mg must be tested
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Instructions for Safe Use:

* |f restrictions apply (e.g., temperature limits, food type restrictions), they must be clearly communicated to users

Documentation & compliance:
e Exposure & risk assessment must be documented

* Must be available upon request by competent authorities

Non-authorised materials:
* Allowed behind a functional barrier

* Migration must be < 0.01 mg/kg food

Additional relevant legislation:

Designed by Freepik

» Recycled plastics: Regulation (EU) 2022/1616

* Active & intelligent materials: Regulation (EC) No 450/2009
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Summary: Key Takeaways < |SES 2

* An assessment may follow different processes depending on the context:
— Producer vs. regulator/authority
— Safe threshold benchmark values

— Communication of safe use

* Exposure assessment requirements vary across legislation:
— Substance vs. product focus
— Consideration of aggregated and cumulative exposure

— Physiological and use assumptions of humans




Where to Find More Information? < |SES -2

EFSA: Guidance for submission for food additive evaluations

—  https://www.efsa.europa.eu/en/efsajournal/pub/2760

Evaluation of active substances and plant protection products (Summary and Austrian specific
environmental exposure assessments)

—  https://www.baes.gv.at/en/admission/plant-protection-products/evaluation-of-active-substances-and-
plant-protection-products

Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk
assessment of plant protection products

—  https://www.efsa.europa.eu/en/efsajournal/pub/7032

Fate EFSA - Food contact material applications: regulations and guidance

—  https://www.efsa.europa.eu/de/applications/foodcontactmaterials/regulationsandguidance
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Consequent Modules < ISES =2

Module 3:
* Legislations under the Remit of ECHA

Future training videos:

* Additional legislations may be covered by ISES Europe in specialised
training videos.




Thank You! =

We appreciate your participation and attention

We encourage you to explore other ISES Europe training
videos for deeper insights and broader understanding

Access all videos via: https://ises-europe.org/
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Overview of European Chemicals Legislation
Chemical Safety in Science Education, CheSSE

https://chesse.org/legislation/overview-of-european-chemicals-legislation/

Mapping of Data Requirements and Assessment Methodologies Linked to the Regulatory Frameworks and Remits of the Relevant EU Agencies (ECHA,
EFSA and EMA) and EC Scientific Committees (SCCS and SCHEER) — Final Report

RPA Europe and Forschungs- und Beratungsinstitut Gefahrstoffe GmbH (FoBiG)
https://www.efsa.europa.eu/en/supporting/pub/en-8540

Occupational Safety and Health
German Federal Ministry of Labour and Social Affairs

https://www.bmas.de/EN/Labour/Occupational-Safety-and-Health/occupational-safety-and-health.html

Industrial Emissions Directive
European Commission — Directorate-General for Environment

https://environment.ec.europa.eu/topics/industrial-emissions-and-safety/industrial-emissions-directive en
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