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ARTICLE INFOD ABSTRACT

Hardlivy Editor: Dr. Lo Aylwerd REACH (Reglstration, Evaluation, Amhorisation and Restriction of Chemicals) is a Eurcpean Union regulation
- that aksms 12 peatect human health and the envirnmens from the risks posed by chemicals. Amicle 25 cleadly
Keywards: stabes that= “{1}n order t avoid animaf resring, nesting o vernebrose animals for the purpases of this Regularon shal he
ARACH undemaken anly & o kT rean " In practice, however, the standard indommarion seyuirements undsr REACH are
Chuiisksals ebialicy still primarily filled using animal sudies.

Lt sesoct nqeisvemt This paper presents cxamples llustatiog that asimal iesting i oot always undertaken oaly s a last resort., Six
oves-apching lesaes have been identified which contsibuse 10 thiss (1) non-acceptance of existng animal o pon-
animal data, (2) son-sstep (3 preesses, (4) sedundaney of testing,
[5) testing despite animal welfare concerms and (6) besting for cosmetieonly igredients.

We, members of the Animal-Free Safery Assessment (AFSA) Collaberation, who work ingether 1o aceelerate
the globsl adepeion of non-animal sppecaches for chemical safery amessment, hereln propose severml recom-
mendations intended 10 aid the European Commission, the European Chemicals AZency s pegistrants 1o proteet
human heshth snd the environment while mveiding nmecessary animal tests - truly upholding the List resse
raguirement in REACH.

[AFSA, 2018). The APSA Collabaration brings together leading industry

1. Introduction and not-for profit arganisstians with a shared goal o beiter prabect

people and cur planet, by replacing animal testing with meore predictive

1.1. The Animai-Free Safety Assessmens collaboration and relevant appraaches. It has several key areas of activity, including:
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Protection of Animal Welfare & Avoidance of Animal Testing Under EU Law

* Animal welfare enshrined as an objective at very highest level of EU law - Article 13 of
the Treaty on the Functioning of the European Union

* Prominent position in the Treaty, compels the EU institutions and Member States, since animal are sentient beings, to
pay full regard to the welfare requirements of animals, when drafting and implementing EU legislation

e 2010 EU Directive on the protection of animals used for scientific purposes (2010/63)

* Key secondary legislation which calls out TFEU objective and governs all use of animals for testing

* Clearly provides that wherever possible, a scientifically satisfactory testing strategy, not entailing the use of live
animals is required
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EU REACH and Animal Testing

Article 25 of EU REACH is clear, and consistent with the animal protection EU objective:

“IN ORDER TO AVOID ANIMAL TESTING, TESTING ON VERTEBRATE ANIMALS
FOR THE PURPOSES OF THIS REGULATION SHALL BE UNDERTAKEN ONLY AS A
LAST RESORT”

Various EU and Member States’ case law confirms that animal testing for REACH purposes must be as a last resort

Esso Raffinage (2020 ECJ): “... [the registrant has].. not simply the possibility but the obligation to generate information obtained by means other
than animal testing ‘whenever possible’ and to undertake such testing ‘only as a last resort’”
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COLLABORATION

Exploring examples where animal testing was not
always a last resort within REACH

Non-acceptances of existing animal or non-animal data
Non-acceptance of read-across

Inflexible administrative processes

Redundancy of testing

Testing despite animal welfare concerns

Testing for cosmetic-only ingredients
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