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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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Module 1

Introduction to the European Legislative Frameworks

Gerald Bachler



Presenter

Meet Today’s Presenter:
* Current Role: Regulatory Officer | European Chemicals Agency (2024 — Present)

* Previous Roles:

* DuPont (2019-2024): Manager, Product Stewardship & Regulatory Affairs; Led global regulatory
submissions, risk assessments, and safety initiatives.

* Vitis Regulatory (2017-2019): Principal Exposure Scientist; Specialising in exposure and risk
assessment for industrial chemicals.

* Shell (2015-2017): Exposure Scientist/Industrial Hygienist; Handling risk assessments and ensuring
REACH and CLP regulatory compliance.

 Education:

* PhD in Nanotoxicology, ETH Zirich; MSc in Health Care Engineering, Technical University of Graz;
MSc in Health and the Environment, Cranfield University.

e Certification: Swiss Certified Safety Engineer.



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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1. Introduction

2. Overview of Key European Institutions

3. Types of Legislation in the European Union

4. Key European Legislation for Exposure Science

5. Summary
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Introduction

Canarias .

'.v. /| * The European Union (EU) is among the

i7" . Asores largest economies in the world

e Comprised of 27 member states

* Home to approximately 450 million
inhabitants

.....

* Renowned for its high standards in
environmental protection, occupational
health, consumer safety, and food security

Member states of the EU

Source: www.wikipedia.org
Candidate countries

-




EU Legislation: A Complex Framework < ISES:

* Legal traditions range from civil to common law

* Evolved from the European Coal and Steel Community to a broader
governance role

e 24 official languages
 Ambitious goals drive detailed legislation addressing diverse challenges
* Legislative process involves multiple institutions

* European Council decisions are largely consensus-based
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* Understand the legislative framework in Europe

* Explain the roles of key European institutions in the development and
enforcement of legislation

* Understand horizontal and vertical legislation
* |dentify the key legislations that mandate an exposure assessment

e Remember where to find more information
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* 7 European Institutions

— European Council, Council of the EU, European
Parliament and European Commission

— Court of Justice, European Central Bank and European Court of Auditors
8 EU Bodies

— Have a specialised role in helping the EU to fulfil its tasks, e.g., the European
Ombudsman and the European Investment Bank

e 30+

— Possess their own legal personality and are set up for an indefinite period



European Decision-Making Institutions < [5(52

e Based in Brussels, Strasbourg, and Luxembourg
* Oversee the EU’s administration

* Provide policy direction and play distinct roles in the law-making
process

* Develop policies and laws that apply across the entire EU

|

European
Parliament

European Council
Council of the European Union
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The Legislative
Process of the EU

Input, feedback and
lobbying on legislation
from, e.g.,

Public consultations
Citizens, civil society

+ Expert, interest
groups

* Political negotiations

+ Parliamentary
hearings

European Council
Heads of State from each MS

Sets the EU’s policy agenda

European Commission
27 Commissioners
30-40 Directorates-General (DG)

Proposes legislation and budget

Council of the EU European
Ministers from each Parliament

Member State (MS) MEPs elected directly

\ 4

Jointly decide legislation and budget




Decentralised Agencies < ISES 22

e Contribute to the implementation of EU policies

* Foster cooperation between EU institutions
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* Located across Europe

* Managed by independent boards =

Source: https://www.eipa.eu
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Agencies involved in assessing the exposure and risks of agents:
European Agency for Safety and Health at Work (EU-OSHA) ‘/)F[E{E??{t"yiﬁﬁ”ﬁianh @ §;C
European Centre for Disease Prevention and Control (ECDC) o B
European Chemicals Agency (ECHA) l E C H A \“
O\
-
European Environment Agency (EEA) EUROPEAN CHEMICALS AGENCY z#
European Food Safety Authority (EFSA) W F EEA
European Maritime Safety Agency (EMSA) L dplel /'
European Medicines Agency (EMA) 0

EUROPEAN MEDICINES AGENCY
SCTEMC 1] I HEALTH




Involvement of Member States < ISES =

* European Council: Represented by heads of state

e European Commission: No direct involvement of member states

* European Parliament: Represented by elected MEPs

. Represented national ministers (10 different configurations)

* European Decentralised Agencies: Each member state typically nominates one member to the
Management Board and designates a competent authority to represent the member state in the

agency’s work.

Additionally, the enforcement of EU law is primarily carried out by the member states.
For each piece of legislation, each member state appoints a dedicated National Inspectorate.



EU Legislation Beyond the EU < |SES:2

* European Economic Area (EEA) Members: Norway, Iceland, and Liechtenstein

* Bilateral Treaties: E.g., Switzerland participating in ECHA’s work on biocides

* Voluntary Adoption of EU Legislation:
* Preparatory step for EU membership

e Reduces bureaucratic burden for local companies

=>» Non-participation in official EU processes: These countries do not engage in
formal EU decision-making processes.
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Types of Legislation in the EU EISES,

EU Regulation EU Directive

Interpretation

ACT Adopted by national
Parliament

National laws

ACT ACT

Citizens, Companies Citizens, Companies Citizens, Companies




Horizontal and Vertical Legislation < |SES:2

Horizontal Legislation

Refers to laws and regulations that apply broadly across multiple sectors or policy
areas. It is designed to establish common rules and principles that can be uniformly
applied across various industries or sectors within the EU.

Vertical Legislation

Refers to laws and regulations specific to a particular sector or policy area within
the EU. It addresses the unique needs, issues, or goals relevant to a specific field or

industry.




Horizontal and Vertical Legislation for
Chemicals

Pharmaceuticals
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Medical devices

Plant Protection Products
Food Contact Materials

Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

Classification, Labelling and Packaging (CLP)
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Legislations Using Exposure Information < [5E5:

30

25

20

General

15 materials and

Water pollution

NUMBER OF IN-FORCE LEGISLATIONS

Cosmetic products

Food and Feed
Materials
(n=133)

Chemicals
(n=69)

(n=22)

(n=7) | ML i Products (n=15) Pesticides and

Medical and... Occupational fortilizers
10 Disaster devices (n=8) Plant health health and safety (n=80)
= Air pollution (n=22)
management (n=11) B
(n=7) Toys (n=15) (n=18)
: \?:‘asst;% Veterinary
medicines (n=23)
0

LEGISLATIVE DOMAINS

EU chemical management legislation
clustered into 16 domains making use
of exposure information

Journal of Exposure Science & Environmental Epidemiology www.nature.com/jes

ARTICLE OPEN ) Check for updates
Enhancing the use of exposure science across EU chemical

policies as part of the European Exposure Science Strategy
2020-2030

Yuri Bruinen de Bruin @"‘“g, Antonio Franco?, Andreas Ahrens?, Alick Morris*, Hans Verhagen®>®, Stylianos Kephalopoulos?,
Valeria Dulio’, Jaroslav Slobodnik®, Dick TH.M. Sijm®'®, Theo Vermeire'', Takaaki Ito'?, Koki Takaki'?, Jonathas De Mello"?,
Jos Bessems'”, Maryam Zare Jeddi'', Celia Tanarro Gozalo®, Kevin Pollard®, Josephine McCourt' and Peter Fantke'®

© The Author(s) 2021




Key European Legislations < ISES

Chemicals

o0

» Registration, Evaluation, Authorisation and Restriction of Chemicals — REACH
(Regulation (EC) No 1907/2006)

Biocidal Products — BPR (Regulation (EU) 528/2012)
Cosmetics (Regulation (EC) No 1223/2009)
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Industrial and Livestock Rearing Emissions Directive (Directive 2010/75/EU)
* Foods
< Plant Protection Products — PPP (Regulation (EC) No 1107/2009)

% Food Contact Materials — FCM (Plastics: Commission Regulation (EU) No
10/2011, Ceramics: Council Directive 84/500/EEC)

< Food Additives (Regulation SEC) No 178/2002, Regulation (EC) No 1331/2008,
Commission Regulation (EU) No 234/2011)

< Medical Devices (Regulation (EU) 2017/745, Regulation (EU) 2017/746)
< Pharmaceuticals (Regulation (EC) No 726/2004)

* Environment
< Air quality standards (Directive 2008/50/EC, Directive 2004/107/EC)

< Water quality standards (Directive 2000/60/EC, Directive (EU) 2020/2184,
Directive 2006/118/EC)

* Occupational Safety and Health

< OSH "Framework Directive" (Directive 89/391)

< Chemical Agents
- Risks related to chemical agents at work (Directive 98/24/EC)
- Indicative occupational exposure limit values (Directive
2000/39/EC, 2006/15/EC, 2009/161/EU, 2017/164/EU,
2019/1831)

. Carcinogens, mutagens or substances toxic to reproduction (CMR)
at work (Directive 2004/37/EC)

- Electromagnetic fields (Directive 2013/35/EU)
- lonising radiation (Directive 2013/59/Euratom)
- Artificial optical radiation (Directive 2006/25/EC)
- Noise (Directive 2003/10/EC)
- Vibration (Directive 2002/44/EC)
< Biological Agents
. Biological agents at work (Directive 2000/54/EC)



When to Conduct an Assessments < ISES 22

\@&‘\\\QNM 50(/[}}’

N / _ \ <4
’A\

LK &
Posype SO

Must be conducted before placing a product on the
market or implementing a new process

» Examples where producers/users must conduct exposure and risk assessments:

Available upon request, e.g., OSH, FCM, cosmetics

Submitted to an appointed body before use, e.g., REACH

Submitted to an appointed agency and authorised before use, e.g., REACH, biocides, or pesticides
Submitted to a notifying body and certified before use, e.g., medical devices

« Examples where authorities must conduct exposure and risk assessments:

Creation of positive/negative lists of substances, e.g., cosmetics, food additives, FCM
Restriction of substances of very high concern (SVHC) under REACH

Establishment of air or water quality standards
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Complexity of EU Legislation ISES;1

EU legislation related to exposure and risk assessment is
often not straightforward

* Overlap between regulations can occur (e.g., REACH and OSH)

 Multiple legislations may apply to a single sector or product group
(e.g., cosmetics)

* Different regulatory requirements may exist within a single sector or
product group (e.g., FCM)



FCM: Complexity Example < DES22
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Some types of FCMs are regulated at the EU level, such as plastics and ceramics:

— On an EU level, some are regulated through a Directive (e.g., ceramics), while others through
a Regulation (e.g., plastics).

— For plastics, there is a positive list of authorised substances:
Migration assessment is required for some of these materials

Migration assessment is also required for impurities

Some types of FCMs are regulated at the national level, such as paper, cardboard,
silicones, and rubber:

- Many EU Member States lack specific regulations for these materials, with some offering
only recommendations




Biocides: Complexity Example < 552
Wosng 50

e Active substances under the BPR are considered registered under REACH

— Biocides used in cosmetics or plant protection products are excluded from BPR and instead fall
under REACH:

Human health assessments are exempt under REACH for cosmetics, but environmental
assessments remain required

* Mutual recognition applies to most biocidal products, but for certain pest control
product types this does not apply

* Until the active substance approval process is completed, national rules continue to
(partially) apply

— The biocidal substance review program began in 2001 and is expected to conclude by 2030
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Summary: Key Takeaways < |SES :2

European Legislation is Complex but Structured

¢ Legislation in Europe is shaped by various institutions and frameworks, ensuring alignment across
member states

Key Institutions Drive Legislation

% The European Commission, European Parliament, European Council and the Council
of the EU are central to the development, approval, and enforcement of legislation

@ Pe Tn ®,

13 0

Understand the Two Types of Legislation

“* Horizontal legislation applies across sectors, while vertical legislation targets
specific industries or sectors

. Designed by Freepik
Exposure Assessments are Legally Required

* Key laws such as the REACH, BPR, and PPP Regulation and OSH Directives mandate
exposure assessments to ensure safety in workplaces and consumer products
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History of the EU

- https://european-union.europa.eu/principles-countries-history/history-eu en

Overview of the EU legislative process

- https://european-union.europa.eu/institutions-law-budget/institutions-and-bodies en

- https://european-union.europa.eu/institutions-law-budget/law/types-legislation en

Safety and health legislation
- https://osha.europa.eu/en/safety-and-health-legislation

EUR-Lex - Access to European Union law

—  https://eur-lex.europa.eu/EN/legal-content/glossary/regulation.html

Partnership for the Assessment of Risks from Chemicals
—  https://www.eu-parc.eu

ISES Europe - Enhancing the use of exposure science across EU chemical policies as part of the
European Exposure Science Strategy 2020-2030

- https://www.nature.com/articles/s41370-021-00388-4
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Consequent Modules < ISES =2
Module 2:

* Legislations under the Remit of EFSA
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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