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This report provides an overview of global and national initiatives aimed to replace and
reduce animal use forresearch, testing and education. It focuses onlegally binding or regulatory-
driven actions, categorising efforts by type (cosmetics testing, chemical safety, biomedical
research, etc.) and by initiators (governments, international bodies, or private actors). The
emphasisis oninitiatives with directinfluence onlegislation, regulatory frameworks, or official
policy, rather than general advocacy for alternative methods. A forthcoming complementary
report will examine funding mechanisms, research programme and institutional support
systems facilitating alternative method development and implementation.

Over the past decade, there has been increasing momentum toward the adoption
of non-animal methods across multiple domains. Notable legislative and regulatory
developments have occurredin the European Union, the United States, Chinaand several other
jurisdictions. These include binding bans on animal testing for cosmetics, progressive
policy roadmaps inregulatory toxicology, and strategic investment in alternative methods to
animal models in research and education.

While the pace and ambition of implementation vary between regions, acommon trend is
the move toward system-level change-whereby the development, validation and regulatory
acceptance of emerging alternative technologies replacing animal models is becoming a policy
goal. Across sectors, citizen engagement, scientific leadership and industry commitment
have also played a growing role in driving change.



« The only effective legislative ban on animal use is for
. In the EU the complete phase-out of cosmetics animal testing and a marketing
(sale/import) ban (finished products & ingredients) is fully in force since .
Interaction with chemicals law can still require some animal tests for non-cosmetics
safety endpoints.
. , lceland, Liechtenstein
and Norway implement an approach where
, in practice the same as a ban.
« Other initiatives to ban or restrict animal use has mainly targeted use for
but emphasis on replacement is gradually extending into broader safety
assessment and biomedical research.
« Fewer initiatives take a broader grasp and include ban on animal use in research and
education.
» Legislation for animal protection increasingly incorporates the 3Rs.
« Interagency cooperation, long-term national strategies and stakeholder engagement
are key enablers of systemic progress.

Swiss law mandates that animals may only be used if no alternative methods are available.
Switzerland currently has no national legislative ban on animal testing for specific product
categories, however, as alternatives exist, animal use is no longer permitted for cosmetics
testing. However, there is currently no overarching national roadmap to phase out animal use
in science. Switzerland aligns with the EU in terms of regulatory standards and requirements
and the Swiss legal framework - under the Animal Welfare Act and the Animal Welfare
Ordinance - reflects a strong commitment to the 3Rs.

Public and political engagement on this issue has increased, including citizen initiatives
calling for stricter limitations on and banning of animal use for research and testing purposes.
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INTRODUCTION

The use of animals in scientific research
and requlatory testing has long been subject
to ethical scrutiny, leading to a range of global
initiatives seeking to phase out, ban, or restrict
these practices. Thisreport offers a structured
overview of such initiatives — whether
legislative, regulatory, or policy-driven —
launched by national governments, international
organisations and private actors.

Rather than covering general advocacy for

alternative methods or broad promotion of the
3Rs (Replacement, Reduction, Refinement),

SUMMARY TABLE

thisdocument focuses specifically oninitiatives
with actual or potentiallegal, regulatory, or policy
implications. The scopeincludes both the use of
animalsin safety assessments(suchas chemical,
cosmetic, or pharmaceutical testing) and in
scientific research.

The report is organised by thematic areas
- first outlining efforts targeting cosmetics
testing, then broader animal testing bans, and
finally initiatives focused on reducing animal
use in scientific research. The report focuses
onregions of particular relevance to Switzerland.

INITIATIVES TO BAN ANIMAL USE FOR TESTING OF COSMETICS

YEARINITIATED J INITIATIVE BY WHOM? TYPE OF OTHER (EXPECTED)
TITLE INITIATIVE INFORMATION YEAR OF
IMPLEMENTA-
TION
2009 EU cosmetics EU Parliament& Legislative Banstestingand Inforcesince
regulation Council sale of animal- 2013
tested cosmetics.
2021 Save cruelty- EU citizens Citizens’ Rejected by the 2021
free cosmetics initiative EU commis-
sion; proposed
roadmap under
discussion.
Originally Humane U.S. Congress Legislative Would ban testing Not yet passed
introduced in cosmetics act and sale of animal-
2014 tested cosmetics
inthe U.S.
2020 Cosmetics China Regulatory Import of some
regulationreform government change cosmetics
without animal
testing allowed
since 2021
2007 International Multi-country Harmonization Informal, inter- Ongoing

cooperation forum
on cosmetics

regulation (ICCR)

' Reintroducedin2017,2019, 2021, 2023 and 2025.

initiative governmental fo-
rum led by regula-
tory authorities.
Aims toreduce
globalreliance on
animal testing for
cosmetics.
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BANS OR RESTRICTIONS ON ANIMAL TESTING IN OTHER AREAS

YEAR
INITIATED

INITIATIVE
TITLE

BY WHOM?

TYPE OF
INITIATIVE

OTHER
INFORMATION

(EXPECTED)
YEAR OF

IMPLEMENTA-
TION

2020 (initiation) REACH European Regulatory Ongoingrevisions  Roadmap
2021(impact amendments & commission reform to chemical safety expected 2026
assessment) roadmap testingrules.

2023: commit-

ment to develop

roadmap

2021 Pyrogen test European Regulatory Rabbit pyrogen 2025
replacement pharmacopoeia change testing (RPT)

replaced within
vitro tests (MAT).

2021 EU Parliament EU Parliament Political Calls foran Action plan
Resolutionona resolution EU-wide action expected 2026;
planto phase out planto phase resolutionitself
animal testing outanimalusein not binding
(2021/2784(RSP)) research, testing,

and education;
urges coordination
across DGsand
agencies.

2022 FDA moderniza- U.S.Congress Legalreform  Allowsdrugtesting 2022
tionact(2022) using alternatives

toanimals.

2025 SPARE Act U.S.Congress Legislative Ends federal Not passed

(2025) proposal animal testing and
reallocates funds
to alternatives.
Applies to
researchas well as
testing; includes
animal rehoming
mandate.

2019 United States U.S.EPA Regulatory Zero mammal Abandonedin
Environmen- initiative testing by 2035. 2024, reinstated
tal Protection in20261t
Agency (EPA)
elimination plan

2000 ICCVAM/ U.S. Federal Coordination/ Facilitates non- Application
NICEATM agencies validation animal methods occursincremen-

developments tally as specific

across US. non-animal meth-

Government. ods are endorsed
and adopted by
U.S. requlatory
agencies

2022 WHO guidelines  World Health Guidelines Promotes 3Rs Published in
onthereplace- Organization in biologics November 2025
ment or removal (medicines made
of animal tests from biological
for the quality products,i.e.,
control of biolog- living organisms or
ical products their components)

quality control.

2022 Merck strategy & Merck KGaA, Private sector/ Phased 2024 adopted by

EFPIA baskets EFPIA industry categorisation EFPIA

of tests for
replacement
prioritisation.
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INITIATIVES TO RESTRICT OR BAN ANIMAL USE IN RESEARCH AND EDUCATION

YEAR
INITIATED

INITIATIVE
TITLE

BY WHOM?

TYPE OF
INITIATIVE

OTHER
INFORMATION

(EXPECTED)
YEAR OF

IMPLEMENTA-
TION

2024 UK government UK Government Policy statement Long-term 2024
3Rs pledge Depts. The Home strategy with
Office Animals investmentin
in Science Regu- nc3r; not legally
lation binding.
Unit (ASRU), the
Department for
Business, Inno-
vation and Skills
(BIS)and Govern-
ment Office for
Science.

2015 A non-animal Innovate UK Strategic Identifies key Not specified -
technologies roadmap technology ongoing
roadmap for areas, outlines implementation
the UK: UK vision for
Advancing leadershipin
predictive non-animal
biology methods.

Provides along-
terminnovation
strategy

across sectors
including safety
testing, disease
modelling & drug
development.

2016 Dutch transition Netherlands Policy evaluation Shift to non- 2025 deadline
policy advice NCad animalresearch hasbeenlifted

ongoing.

2024 National German Federal  Policy Participatory Process dropped
Reduction Ministry of Food development process in April 2025
Strategy on and Agriculture launchedin Sept

Animal Testing

(BMEL)

2024 to develop a
national
strategy tore-
duce animal test-
ingin biomedical
research, regula-
tory science and
education.




OVERVIEW OF INITIATIVES TO REPLACE AND REDUCE ANIMAL USE FOR RESEARCH,
TESTING AND EDUCATION

INITIATIVES TO BAN OR
REDUCE ANIMAL USE FOR
TESTING OF COSMETICS

2.1EUROPEAN UNION
2.11 EU COSMETICS REGULATION

The EU fully banned animal testing for
cosmetics, including both finished products
and ingredients. It also prohibits the sale of
cosmeticstested onanimalsoutside the EU. This
comprehensive ban came into effect in March
2013, following a phased approach that began
in 20042. The legal basis is Regulation (EC) No
1223/2009 on cosmetic products, specifically
Articles 18(1)(a-c), which outline the prohibitions
related to animal testing and marketing.®
The ban on animal testing for cosmetics was
first introduced in Directive 76/768/EEC* (the
former Cosmetics Directive), and later fully
incorporatedinto Regulation(EC)No 1223/2009,
which repealed and replaced the directive in
order to harmonise cosmeticslegislationacross
the EU. Some derogations stillapply in practice:
1. Multi-use substances: Ingredients also usedin
non-cosmetic products(e.qg. industrial chemicals)
may be tested under other, less strict regulatory
frameworks; 2. REACH requirements: Under the
EU’s chemicalslegislation(REACH), substances
produced or imported at volumes >100 tonnes/
year may still require animal testing if no validated
alternatives exist (e.qg. ethyl acetate); 3. Risk-

based testing: Certain substances may be
tested due to potential health or environmental
hazards(e.qg., zinc oxide); Endocrine disruptors:
Ingredients suspected of endocrine-disrupting
properties (e.qg., benzyl salicylate) may also be
subject to specific safety assessmentsinvolving
animal data. These exceptions reflect the
complexity of requlating substances used across
multiple sectorsand highlight ongoing challenges
in achieving a full transition to non-animal
methods. As the ban is part of EU requlation®,
itis directly applicable in all EU member states.
However, itisimportant to note that enforcement
and interpretation vary. For example, Germany,
France and the Netherlands have relatively
robust enforcement mechanisms, including
active monitoring and national databases. But
some countries (e.g., Poland, Hungary) have
faced challenges related to oversight capacity
and consistencyinenforcing bans, particularly
concerning imports and labeling. This shows
a gap in the regulation as while the regulation
itself is binding, national-level enforcement
mechanisms (such as inspection frequency,
penalties and public transparency) differ
significantly.

https://single-market-economy.ec.europa.eu/sectors/cosmetics/ban-animal-testing_en

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R1223

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31976L.0768

[ SN N

An EU directive sets out a goal all EU countries must achieve but allows them to decide how to do so through national

legislation. Aregulation, by contrast, is directly applicable and legally binding inits entirety across all EU member

states, without requiring national transposition.


https://single-market-economy.ec.europa.eu/sectors/cosmetics/ban-animal-testing_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R1223
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31976L0768
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2.1.2 EU CITIZENS"INITIATIVE:
SAVE CRUELTY-FREE COSMETICS
(2023)

This was a public campaign calling for
faster phasing out of all animal testing and
modernisation of science to eliminate animal
use. The EU citizens’ initiative “Save Cruelty-
Free Cosmetics - Commit to a Europe Without
Animal Testing”® makes three key demands: a
faster EU-wide phase-out of animal testing,
a modernisation of science, and a roadmap
to end all animal testing by the end of 2024. It
also calls for stricter bans on animal testing
for cosmetics and revisions to the EU’s REACH
regulation. Finally, it urges changes to chemical
regulations to protect humans, health and the
environment without relying on animal testing.
The EU Commission has rejected the initiative
and proposed aroadmap for phasing out animal
testing for the purpose of chemical safety
testing’s.

2.2 UNITED STATES
2.2.1 THE HUMANE COSMETICS ACT

The Humane Cosmetics Act of 2025
(H.R.1657) was introduced in the U.S. House
of Representatives on February 27, 2025. The
proposed legislation seekstobananimaltesting
for cosmeticsinthe U.S.andaimsto prevent the
sale of products tested on animals®. A timeline
for a final decision on the bill depends on its
progression through the legislative stages.

2.2.2 FDAREGULATION OF COSMETICS

The Federal Food, Drug and Cosmetic Act
does not specifically require the use of animals
in testing cosmetics for safety, nor does it
subject cosmetics to FDA premarket approval™.
However, the FDA consistently advises cosmetic
manufacturers to employ whatever testing is
appropriate and effective for substantiating the
safety of their products.

2.3 CHINA'S COSMETICS
REGULATIONS REFORM

In 2021, China began allowing the import of
some cosmetics without requiringanimal testing,
a significant shift from its previous mandatory
testing policies. This change requires
companies to provide certifications from their
home countries, proving compliance with safety
standards (CBBC", Unilever™). However, animal
testing is still required for some product types.

2.4 INTERNATIONAL COOPER-
ATION ON COSMETICS
REGULATIONS(ICCS)

The ICCS is a global forum that involves
regulatory authorities from many countries,
including the EU, US, Canada, Japan and Brazil,
aiming to harmonise standards and reduce
animal testing for cosmetics by advancing the
adoption of animal-free science for human and
environmental safety assessments of cosmetics
and their ingredients®.

8 European Citizens'Initiative. Save Cruelty-Free Cosmetics - Commit to a Europe Without Animal Testing. Available:
https://citizens-initiative.europa.eu/initiatives/details/2021/000006_en

7 European Commission. Communication from the Commission on the European Citizens’ Initiative (ECI) Save Cruelty-
Free Cosmetics - Commit to a Europe Without Animal Testing. Available:
https://single-market-economy.ec.europa.eu/publications/communication-commission-european-citizens-

initiative-eci-save-cruelty-free-cosmetics-commit-europe_en

8 https://www.re-place.be/news/second-workshop-roadmap-phasing-out-animal-testing-chemical-safety-

assessments

¢ H.R.1657-Humane Cosmetics Act of 2025 https://www.congress.gov/bill/118th-congress/house-bill/5399

0 https://www.fda.gov/cosmetics/product-testing-cosmetics/animal-testing-cosmetics

" CBBC. 2023. Guide to New Animal Testing and Cosmetics Laws in China. China-Britain Business Council. Available:
https://www.cbbc.org/news-insights/guide-new-animal-testing-and-cosmetics-laws-china

2 Unilever. 2023. Ending Animal Testing for Cosmetics: Ten Years of Progress. Unilever.
https://www.unilever.com/news/news-search/2023/ending-animal-testing-for-cosmetics-ten-years-of-progress

B https://www.iccs-cosmetics.org
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https://www.fda.gov/cosmetics/product-testing-cosmetics/animal-testing-cosmetics
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3
INITIATIVES TO BAN OR

RESTRICT ANIMAL TESTING
IN OTHER AREAS

3.1 EUROPEAN UNION

3.1.1 REACH REGULATION (1907/20086)

The European Union's Registration,
Evaluation, Authorisation and Restriction of
Chemicals (REACH) regulation aims to ensure
a high level of protection for human health and
the environment. A key aspect of REACH is the
minimisation of animal testing, mandating that
such tests be conducted only as a last resort.
There are ongoing efforts to amend it to reduce
reliance on animal testing.

Regulatory Updates™: In early 2022, the
European Commission revised certain
information  requirements for chemical
registration under REACH. These changes aim
to enhance the use of alternative methods and
reduce reliance on animal testing.

Introduction of New Test Methods'™:
The European Commission has introduced
seven new test methods and revised several
others to minimise animal use, aligning with
Directive 2010/63/EU. This initiative reflects
the EU’'s commitment to advancing testing
methodologies that respect animal welfare
while maintaining rigorous safety standards.

Reports from the European Commission’s
stakeholder workshops (Brussels, Dec. 2023;
Jun. and Oct. 2024) to advance on the “The
Roadmap Towards Phasing Out Animal Testing
for Chemical Safety Assessments” aimed to
identify the major challengesin moving towards
animal-free chemical safety assessment
and to inform the roadmap to achieve this
goal®”. The outcome of the working groups
outlines a strategic vision for developing a
comprehensive roadmap to phase out animal
testing in chemical safety assessments, with
emphasis on a robust Change Management
Framework, stakeholder engagement,
legislative reform alongside global regulatory
alignment, scientific advancement, funding
and education, transparency and monitoring of
progress. The final roadmap is expected to be
published in 2026.

3.1.2 CHANGES TO EUROPEAN
PHARMACOPOEIA GUIDANCE

In 2021, the European Pharmacopoeia
Commission decided to completely replace
the Rabbit Pyrogen Test (RPT) within five
years. The RPT is a method used to detect
pyrogens, fever-inducing substances, in
pharmaceutical products, especially those

https://echa.europa.eu/-/upcoming-changes-to-reach-information-requirements

https://ec.europa.eu/info/law/better-requlation/have-your-say/initiatives/13966-Chemicals-requlation-up-

date-of-EU-rules-for-test-methods_en

https://op.europa.eu/en/publication-detail/-/publication/e350d987-3820-11ef-b441-01aa75ed71al/language-en

https://altex.org/index.php/altex/article/view/2954

10



https://echa.europa.eu/-/upcoming-changes-to-reach-information-requirements
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13966-Chemicals-regulation-update-of-EU-rules-for-test-methods_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13966-Chemicals-regulation-update-of-EU-rules-for-test-methods_en
https://op.europa.eu/en/publication-detail/-/publication/e350d987-3820-11ef-b441-01aa75ed71a1/language-en
https://altex.org/index.php/altex/article/view/2954

intended for intravenous use. It involves
administering the product to be tested to
rabbitsintravenouslyandobservingtheirbody
temperature to detect any increase, which
indicates the presence of pyrogens. It has
been replaced with advanced in vitro testing,
such as the Monocyte Activation Test (MAT),
which uses human immune cells to detect
pyrogens. In June 2024, the Commission
approved the removal of the RPT from the
European Pharmacopoeia, the reference
work for quality control of medicines by the
Council of Europe, whichisalsorecognized by
the EU and widely used by national regulators.
The removal of the RTP came into effect in
July 2025. As a result, medicine developers
now have to use in vitro tests to control the
pyrogenicity of their products. This marks
an important step towards replacing animal
testingwithnon-animalmethodsinregulatory
quality control™®,

3.2 UNITED KINGDOM

3.21 PETITION TOBAN TESTING OF
CONSUMER PRODUCTS

The e-petition 581641 called for a complete
ban on animal testing in the UK, including for
cosmetics, household products and medicines.
It emphasised the need for increased funding
for alternative methods, noting that many
products tested on animals ultimately prove
unsuitable for human use.

In response, the UK Government reaffirmed
its commitment to the 3Rs principles™®?® and
highlighted the role of the National Centre for
the Replacement, Refinement & Reduction of
Animals in Research (NC3Rs). The government
alsoreiteratedthatanimaltestingforcosmetics
has been banned in the UK since 1998, while
acknowledging that it remains legally required

OVER:LVIEW OF INITIATIVES TO REPLACE AND REDUCE ANIMAL USE FOR RESEARCH,
TESTING AND EDUCATION

in certain cases for ensuring the safety of
specific chemicals and medical products.

3.5 UNITED STATES

3.3.1 THE SAFEGUARD PETS, ANIMALS,
AND RESEARCH ETHICS (SPARE)
ACT (2025)

The Safequard Pets, Animals and Research
Ethics (SPARE) Act?"??, introduced in 2025,
seeks to end federal animal testing by phasing
it out over three years, redirecting funds to
humane research alternatives and ensuring
lab animals are rehabilitated and rehomed.
The bill prohibits taxpayer-funded biomedical,
cosmetic, toxicity and psychological testing
on animals in federal labs and institutions.
If passed in 2025, the SPARE Act outlines
a three-year phase-out period: Year 1
Establishment of oversight mechanisms,
inventory of ongoing animal-based studies,
and funding reallocations to alternatives.
Year 2: Progressive reduction of animal
studies and mandatory justification reports
for any continued use. Year 3: Full cessation
of federal animal testing, with enforcement
and rehabilitation provisions in effect. The
bill is currently under committee review in the
U.S. House of Representatives. For this bill to
pass it would need to clear the commissions
and a plenary vote in both the House of
Representatives and in the Senate before the
end of 2026. Given the strong opposition from
scientific organisations this seems unlikely to
happen.

3.3.2FDA MODERNIZATION ACT (2022)

The FDA is working towards phasing out
animal testing by promoting alternative testing
methods, though they are still in the early
stages. The FDA Modernization Act 2.0, passed

®  https://www.edgm.eu/en/-/ph.-eur.-bids-adieu-to-rabbit-pyrogen-test-in-its-monograph

S https://commonslibrary.parliament.uk/research-briefings/cdp-2021-0161

20 https://researchbriefings.files.parliament.uk/documents/CDP-2021-0161/CDP-2021-0161.pdf

2 https://malliotakis.house.gov/media/press-releases/malliotakis-introduces-legislation-end-federal-animal-

testing

22 https://acrobat.adobe.com/id/urn:aaid:sc:us:1761c8al-c303-4726-9734-b7218a05c0e8



https://www.edqm.eu/en/-/ph.-eur.-bids-adieu-to-rabbit-pyrogen-test-in-its-monographs
https://commonslibrary.parliament.uk/research-briefings/cdp-2021-0161
https://researchbriefings.files.parliament.uk/documents/CDP-2021-0161/CDP-2021-0161.pdf
https://malliotakis.house.gov/media/press-releases/malliotakis-introduces-legislation-end-federal-animal-testing
https://malliotakis.house.gov/media/press-releases/malliotakis-introduces-legislation-end-federal-animal-testing
https://acrobat.adobe.com/id/urn:aaid:sc:us:1761c8a1-c303-4726-9734-b7218a05c0e8
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in 2022, allows drug testing without animal
trials, using non-animal models like cell-based
assays or computer models?. Under the new
legislation, the term “nonclinical test”is defined
toinclude: “...a test conducted in vitro, in silico,
or in chemico, or a non-human in vivo test that
occursbeforeorduringtheclinical trial phase of
theinvestigationof thesafetyandeffectiveness
of adrug, and may include animal tests, or non-
animal or human biology-based test methods,
such as cell-based assays, microphysiological
systems, or bioprinted or computer models?:.”
This change permits drug developers to utilise
alternative  methods-such as cell-based
assays, organ-on-chip technologies and
computational models-instead of traditional
animal testing to demonstrate a drug’s safety
and efficacy prior to initiating human clinical
trials. Prior to this Act, the FDA required animal
testing as a standard component of preclinical
drug development, a mandate in place since the
Federal Food, Drug, and Cosmetic Act of 1938.

Since then, in April 2025 the FDA announced
aplanto phase out animal testing requirements
for monoclonal antibodies and other drugs®,
aimingtoreduce, refine, orreplace such testing
with new approach methods (NAMs). From the
start, the agency will encourage the inclusion
of NAMs data in Investigational New Drug (IND)
applications, allowing developers to submit
non-animal safety data for human trials?.
Between 2025 and 2026, a pilot program will
allow selected developers of monoclonal

antibodies to rely on non-animal testing
strategies. The insights gained from this
program will inform future regulatory changes.
Looking ahead to 2026 and 2027, the FDA plans
to update its regulatory guidance and policies
based onthe pilot results, with the possibility of
broadening the acceptance of NAMs for a wider
range of drug categories.

3.3.3ENVIRONMENTAL PROTECTION
AGENCY (EPA)

The amendments to the Toxic Substances
Control Act (TSCA) in 2016 requires EPA
to abandon animal testing but without
specifying an exact deadline?. In 2019, the
U.S. Environmental Protection Agency (EPA)
announced its aim to eliminate all animal
testing by 2035, making the EPA the first
federal agency to put a deadline on eliminating
animal use for safety testing of chemicals®. In
2024 the elimination plan was abandoned, and
the EPA emphasised that the transition to non-
animal testing does not rely on fixing a specific
time for phasing out but rather a permanent
commitment in advancing NAMs?%39, |n 2026
the EPA recommitted again to the goals of their
2019 announcement .

3.3.4NATIONAL INSTITUTES OF HEALTH
(NIH)INITIATIVES

In 2018 the National Toxicology Program
(NTP) released a strategic roadmap®' aimed at
establishing new methods for evaluating the

25 Nature. 2022. Scientists Urge Shift Away from Animal Testing in Drug Development. Nature.

https://www.nature.com/articles/d41586-022-03569-9

% https://www.congress.gov/bill/117th-congress/senate-bill/5002/text

requirement-monoclonal-antibodies-and-other-drugs

25 https://www.fda.gov/news-events/press-announcements/fda-announces-plan-phase-out-animal-testing-

% https://www.reuters.com/world/us/us-fda-phase-out-animal-testing-drug-development-2025-04-10

27 Science. 2023. EPA Scraps Plan to End Mammal Testing by 2035. Science. https://www.science.org/content/article/

epa-scraps-plan-end-mammal-testing-2035

% U.S. Environmental Protection Agency (EPA). 2019. Administrator Wheeler Signs Memo to Reduce Animal Testing,
Awards $4.25 Million to Advance Research. EPA. https://www.epa.gov/newsreleases/administrator-wheeler-signs-

memo-reduce-animal-testing-awards-425-million-advance

29 U.S. Environmental Protection Agency (EPA). 2023. EPA New Approach Methods Efforts to Reduce the Use of
Vertebrate Animals in Chemical Testing. EPA. https://www.epa.gov/chemical-research/epa-new-approach-

methods-efforts-reduce-use-vertebrate-animals-chemical-testing

%0 https://www.epa.gov/chemical-research/new-approach-methods-work-plan

51 ICCVAM (Interagency Coordinating Committee on the Validation of Alternative Methods). 2018. A Strategic Roadmap
for Establishing New Approaches to Evaluate the Safety of Chemicals and Medical Products in the United States.

—+

Updated March 2026 to reflect the reinstated EPA commitment. https://www.epa.gov/newsreleases/administrator-

zeldin-gets-epa-back-track-eliminate-animal-testing-after-biden-admin
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safety of chemicals and medical products in
the U.S. Sixteen federal agencies collaborated
on this framework to provide more human-
relevant toxicology data while reducing animal
use. The roadmap was developed through input
from these agencies, inter-agency workgroups,
and public feedback, representing a consensus
view. However, it does not necessarily reflect
the policies or opinions of individual agencies
and does not constitute a binding commitment
by any federal agency.

3.3.5CROSS-AUTHORITIES INITIATIVES
SUPPORTING THE PHASE-QUT
ROADMAPS

Thirteen other Federal agencies formed
the Interagency Coordinating Committee on
the Validation of Alternative Methods (ICCVAM).
ICCVAM and its supporting centre, the National
Toxicology Program Interagency Centre for the
Evaluation of Alternative Toxicological Methods
(NICEATM), coordinate the development,
validation, acceptance and harmonisation
of alternative toxicological test methods
throughout the U.S. Federal Government®233,

3.4 OTHER INTERNATIONAL
INITIATIVES TO REDUCE
ANIMAL TESTING

There are several international initiatives
focusing on legislative and regulatory reforms,
to reduce and eventually eliminate animal
testing while ensuring product safety without
the need for animal use. In a first line these are
focused on cosmetics, but in a wider context of
sustainable development, also on general use

—ofanimals

52 https://ntp.niehs.nih.gov/go/iccvam-rdmp

33

https://ntp.niehs.nih.gov/whatwestudy/niceatm/iccvam

34

3.4.1 WORLD HEALTH ORGANIZATION'S
NEW GUIDELINES ON ANIMAL TESTS
AND QUALITY CONTROL

These new guidelines provide guidance
for developers, manufacturers and regulators
on the phasing out of animal tests used in the
quality control of biological products. They
also emphasise that where animal methods
cannot be replaced in routine quality control
testing, every effort should be made to reduce
or refine methods as far as scientifically
feasible. The new guidelines were adopted
following the recommendation of the World
Health Organization Expert Committee on
Biological Standardization, issued in October
2025%,

3.4.2PRIVATE SECTOR INITIATIVES TO
PHASE OUT ANIMAL TESTING

There are several global companies with
public strategies to phase out animal testing.
For example, Merck KGaA, announced its
commitment to phasing out animal testing in
20223%,

The strategy involves categorising all
animal testing into three distinct baskets,
which draw up plans and investment decisions
on the way to increase animal-free research.
This approach was also given as an example
for a transitional initiative as proposed by
the European Federation of Pharmaceutical
Industries and Associations (EFPIA) to phase
in NAMs in the pharmaceutical industry in the
secondworkshop on theroadmap for phasing out
animal testing in chemical safety assessments
organised by the European Commission. This
approach sorts animal testsin three categories
referred to as baskets: basket 1 comprises all
animal tests for which alternative methods

https://cdn.who.int/media/docs/default-source/biologicals/call-for-comments/who-guideline-on-3rs—-draft-1-

version-29-nov-2024-pc_clean.pdf?sfvrsn=7809e18d_

1

35

https://www.who.int/publications/m/item/quidelines-on-replacement-of-animal-tests-for-quality-control

36

The Merck approach for aroadmap to phase out animal testing. https://www.merckgroup.com/en/sustainability/

business-ethics/animal-ethics/our-approach-for-a-roadmap-to-phase-out-animal-testing.html
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already exist; basket 2 includes animals tests
for which there are no technologically mature
or validated alternatives, but for which there
are already concrete ideas and hypotheses that
could be developed to replace them; basket 3
concerns animal tests for which there is still
no hypothesis how they could be replaced.
Categorising animal tests this way will help to
have a better overview of the current situation
and to prioritise the replacement and/or
refinement of animal tests. This categorisation

helps to provide a clearer picture of the current
landscape and to identify which test should be
prioritised for replacement or refinement.

Further to this, the European Federation of
Pharmaceutical Industries Association (EFPIA)
published a document titled “Putting animal
welfare and 3Rs principle into action, by phasing
in new approach methodologies (NAMs)™’ in
2022, as guidance to its members.

57 https://www.efpia.eu/media/637068/putting-animal-welfare-principles-and-3rs-into-action.pdf
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A
INITIATIVES TO REDUCE

ANIMAL USE IN
RESEARCH AND EDUCATION

4.1 EUROPEAN PARLIAMENT
RESOLUTION

In 2021, the European Parliament adopted
a resolution titled “Plans and actions to
accelerate a transition to innovation without
the use of animals in research, regulatory
testing and education” (2021/2784(RSP))®.
This resolution, passed with overwhelming
support (667 votes in favor, 4 against, and
16 abstentions), calls for a coordinated EU-
wide action plan to phase out animal testing
across various sectors. The resolution
recognises that despite existing regulations,
approximately 12 million animals are bred
and killed annually in the EU for scientific
purposes without being used in actual
experiments. It highlights issues such as lack
of transparency, inadequate enforcement
of existing tools and insufficient funding for
non-animal testing methods. Parliament
urges the European Commission to develop
a comprehensive action plan involving all
relevant Directorates-General and agencies.
The plan should aim to: 1. Actively phase out

procedures on live animals for scientific
and requlatory purposes by reducing,
refining and replacing them. 2. Accelerate
the development and implementation of
alternative, animal-free methods and
technologies. The resolution notes that a
significant majority of EU citizens support
ending animal experiments, with72% agreeing
on setting binding targets and deadlines to
phase them out®®. The resolution emphasises
the need to align this action plan with existing
EU legislation, such as Directive 2010/63/EU
on the protection of animals used for scientific
purposes, and to ensure that the objectives of
replacing animal testing are observed across
all sector-specific laws requiring testing“°.
This resolution represents a significant step
towards reducing and eventually eliminating
animal testing in the EU. It underscores the
importance of developing and validating
alternative methods, increasing transparency
and ensuring consistent enforcement across
member states. The resolution also reflects
the growing public demand for ethical and
sustainable scientific practices.

% https://www.europarl.europa.eu/doceo/document/TA-9-2021-0387_EN.html

3 https://www.obelis.net/news/european-parliament-calls-for-action-plan-to-phase-out-animal-testing

40 https://www.fens.org/wp-content/uploads/2022/03/SP2021787-0-1.doc.pdf
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4.2 UNITED KINGDOM

4.2.1 GOVERNMENT PLEDGE TO REDUCE
THE USE OF ANIMALS IN SCIENTIFIC
RESEARCH

The UK Government Pledge to work towards
reducing the use of animals in scientific
research was published in 2014 and authored by
the Home Office Animals in Science Requlation
Unit (ASRU), the Department for Business,
Innovation and Skills (BIS) and Government
Office for Science®. The pledge is not focused
on influencing the baseline numbers which
are influenced by a range of extraneous
factors. Instead, it encompasses replacement,
reduction and refinement (the 3Rs) more
broadly, putting them at the heart of a science-
led approach. The government investment in
the National Competence Centre for 3R (NC3R)
is a central part of this strategy.

4.2.2 INNOVATE UK ROADMAP

The 2015 Non-Animal Technologies
Roadmap, led by Innovate UKin partnership with
NC3Rs, BBSRC, MRC, EPSRC and others, lays
out a strategic vision to make the UK a global
leader in non-animal technologies (NATs) for
safety and efficacy testing. Aimed at advancing
predictive biology, the roadmap identifies six
core strategic themes-skills, collaboration,
technology development, commercialisation,
regulatory engagement and international
coordination. It promotes a multidisciplinary
approach combining advanced in vitro, in
silico, and systems biology tools to improve
human relevance, reduce reliance on animal
models and enhance industrial innovation.
The roadmap calls for targeted support to
translate promising research into usable
tools, and to scale these technologies for

41

industrial and requlatory use - ensuring they
can be adopted widely enough to improve
product development, reduce animal use and
contribute to economic and health benefits*2.

4.2.3 PETITION TO PHASE OUT ANIMAL
USE IN RESEARCH

In 2021 a petition*® (e-petition 590216)
focused on phasing out animal experiments
entirely was submitted. It urged the
government to publish a clear action plan with
defined timetables and milestones to drive the
transitionto animal-free science. Inresponse,
the UK Government reaffirmed its commitment
to the 3Rs principles“*“® - and highlighted the
role of the National Centre for the Replacement,
Refinement & Reduction of Animalsin Research
(NC3Rs).

4.2.4 UKROADMAP TO PHASE OUT ANIMAL
TESTING

In November 2025, the UK government
published acomprehensive roadmap outlininga
strategy to accelerate the transition away from
animal testing in science“. The plan focuses
on supporting the development, validation
and adoption of alternative methods, while
ensuring that safety and regulatory standards
are maintained.

The roadmap emphasises a phased and
conditional transition, recognising that animal
use can only be replaced where reliable and
effective non-animal methods are available.
It combines targeted funding, regulatory
adaptation and cross-sector collaboration to
enable this shift. The 3RCC will address this in
greater detail in an upcoming report on tools
for transition from animal use and promotion of
new methodologies.

https://assets.publishing.service.gov.uk/media/5a7c79ble5274a559005alee/bis-14-589-working-to-reduce-the-

use-of_animals-in-research.pdf

42

https://www.ukri.org/publications/non-animal-technologies-in-the-uk-a-roadmap-strategy-and-vision

4 https://petition.parliament.uk/archived/petitions/590

216

m

https://commonslibrary.parliament.uk/research-briefings/cdp-2021-0161

45

https://researchbriefings.files.parliament.uk/documents/CDP-2021-0161/CDP-2021-0161.pdf

46

https://www.gov.uk/government/publications/replacing-animals-in-science-strategy

Sectionadded in March 2026 update.
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4.3 THE NETHERLANDS

In 2016, the Dutch government presented an
ambitious vision to become a global leader in
animal-free innovation. One of the central goals
was to phase out animal testing for regulatory
safety assessments of chemicals by 2025.
However, due to the complexity of requlatory
frameworks and scientific challenges, the
fixed deadline was later lifted. The broader
commitment toadvancingalternativestoanimal
testing - particularlyinline with the 3Rs principles
remains.

The Netherlands National Committee for
the protection of animals used for scientific
purposes(NCad)laid the foundation for this vision
in its 2016 Transition to Non-Animal Research
advice (Transition Policy Advice 1.0)¥. This
evaluation report formulates several findings
and conceptsthatinitiate the broad discussion
about the future of scientific researchinvolving
animals. In a more recent evaluation report“?,
NCadreflectsontheimpact of thatinitialadvice
and outlines key findings that contribute to
ongoingdiscussions about the future of scientific
research involving animals. Importantly, the
original transition advice did not call for a
complete ban on all animal research. Instead, it
proposedaphased transition focused on specific
application areas where non-animal methods
are most feasible in the short to medium term-
particularly in requlatory safety testing and
certainappliedresearch domains. Fundamental
biomedical research and areas where validated
non-animal alternatives are not yet available
were explicitly excluded from the immediate
transition targets. The government and
NCad have repeatedly emphasised that animal
use may remain necessary in such contexts
until scientifically sound alternatives become

available. The Netherlands continues to invest
ininnovationand infrastructure to support non-
animal methods, with a focus on international
collaboration and requlatory acceptance. This
measured approachaimsto progressivelyreduce
reliance on animal models while maintaining
scientific and regulatory robustness.

4.4 GERMANY

In 2024, the German Federal Ministry
of Food and Agriculture (BMEL) launched a
participatory process to develop a national
reduction strategy for animal experiments.
The goal was to reduce animal testing to
the absolute minimum necessary and to
actively promote the development and
use of alternative methods. Three working
groups were established - focusing on basic
biomedical research, regulatory pharmacology
and toxicology, and education and training - to
jointly develop proposals for the strategy. A
final concept was expected in the first half
of 2025, however the ministry decided not to
publish any proposal before the instalment of
a new cabinet in May.“® The new government
did not move forward either?®®.

4.5 FRANCE, ITALY AND
AUSTRIA

While these countries are subject to EU
laws and regulations, they have no overarching
national initiative or strategy to tackle animal
use in science. Some regional or regulatory
bodies have made pledges to promote the
3Rs. Most countries provide various funding
and promotion tools for advancing 3Rs or
replacement technologies (see forthcoming
report).

47 NCad Transition Policy Advice 2.0, https://english.ncadierproevenbeleid.nl/advice/transition-advice/transition-ad-

—, vice-2.0

P VILE LU

e "H't'ftiérz/fe'n:qlish‘ncadieroroevenbeleid.nI/advice/transition—advice/evaluation—transition—advice

4 https://www.riffreporter.de/de/wissen/tierversuche-wissenschaft-kampagne-reduktionsstrategie-bmel-for-

schung-tierschutz

50 https://www.bundestag.de/presse/hib/kurzmeldungen-1128544
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Corrections & updates(March 2026)

EPA policy update: revised to reflect reinstatement of commitment in January 2026.
UK roadmap: referenced.
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