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I. EU measures affecting animal testing 
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EU measures affecting animal testing 

 Testing and marketing bans “for the purpose of the Cosmetics 
Regulation” successively entering into force between 2004 

and 2013 
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Ban on animal testing 

All human health “endpoints” 
irrespective of 
availability of ATTs 

Ingredients 
where AATs are  
a) ECVAM validated and  
b) adopted in EU legislation 

Marketing ban 
Cosmetic products  
and their ingredients 

2005 2006 2007 2009 2008 2013 

Derogation until-13 
■ repeated dose tox. 
■ reproductive tox. 
■ carcinogenicity 
■ toxicokinetics 

most tox. endpoints 

Complete testing ban 

EU measures affecting animal testing 

2004 

Cosmetic products  
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European Commission Interpretation 

 In 2013, the European Commission clarified its own 
interpretation of the scope of the ban explaining that it is not 
a blanket ban:  

  
 «The Commission considers that animal testing that has clearly been motivated by 

compliance with non-cosmetics related legislative frameworks should not be 
considered to have been carried out ‘in order to meet the requirements of this 
Directive/Regulation’ » 

 
 «The Commission considers that the marketing ban is triggered by the reliance on 

the animal data for the safety assessment under the Cosmetics 
Directive/Regulation, not by the testing as such . In case animal testing was carried 
out for compliance with cosmetics requirements in third countries, this data cannot 
be relied on in the Union for the safety assessment of cosmetics. »  
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European Commission Interpretation 

– Products are banned only if ingredients or products tested 
for cosmetics purposes (in or outside of the EU) 

– Possibility to market products if ingredients tested for 
multiple purposes (in and outside of the EU) 

– The marketing ban is only triggered by the use of data 
– In exceptional circumstances: derogation for existing, non-

replacable ingredient of which the use raises a specific 
human health problem (substantiation required) 
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II. State-of-the-art of science 
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Timetables for phasing out Animal tests   

• A first technical report on timetables for 
the phasing out of animal testing was 
prepared by nominated independent 
experts in 2003 and published in 2005 
 

• Covered all toxicological endpoints 
relevant for cosmetics (ingredients) 
testing 
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Current status and Outlook beyond the 
ban 

Alternative (non-animal) methods 
for cosmetics testing: 
current status and future prospects 2010 

•Adler, S. et al. (2011) Arch. Toxicol., 85: 
367-485. 
 

•Review considered the toxicological 
endpoints important for the 2013 
marketing ban deadline 
 
•Revealed that the scientific basis to fully 
replace animal testing for the five 
toxicological key areas is still not 
established (additional time beyond 2013 
needed) 
 
•Confirmed that it could take at least 
another 7 – 9 years for the  replacement 
of some of the current in vivo animal 
tests necessary for the safety assessment 
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OECD Guidelines for Toxicology studies 

 

 OECD Guidelines: Collection of internationally agreed 
test methods used by government, industry and 
independent laboratories.  

 Mutual Acceptance of Data (MAD): test data 
generated in any member country in accordance with 
OECD Test Guidelines and Principles of Good 
Laboratory Practice (GLP) shall be accepted in other 
member countries 

 Ability for non-OECD countries to take part as full 
members in this system. 
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OECD Guidelines for Toxicology studies 

 

 OECD Guidelines: Collection of internationally agreed 
test methods used by government, industry and 
independent laboratories.  

 Mutual Acceptance of Data (MAD): test data 
generated in any member country in accordance with 
OECD Test Guidelines and Principles of Good 
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The OECD tool box still mainly contains in 
vivo studies. These concern studies on 
rodents.   
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R&D Test Submission  
& Review 

Optimisation GLP 

Prevalidation 

Full Validation 

Project proposal 

Regulatory 
acceptance 

ECVAM Review/Validation 
Minimum 4-5 years 

OECD TG Acceptance 
Minimum 2-3 years 

Peer  
review 

Traditional Regulatory Acceptance 
Process at ECVAM and OECD  

R&D > 5 years 
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Status of Science 

GENOTOXICITY 
EYE  IRRITATION 
ACUTE TOXICITY 

SKIN IRRITATION 
PHOTOTOXICITY 
PERCUTANEOUS 

ABSORPTION 
SKIN CORROSION 

SUBACUTE 
SUBCHRONIC 

TOXICITY 

CARCINO-
GENICITY 

SKIN 
SENSITISATION 

 + PHOTO-
SENSITISATION 

TOXICOKINETICS 

 
 
REPRO-
TOXICITY 
(including 
TERATO-
GENICITY) 

Fine tuning 2016 

ADVANCED 

Regulatory 
Acceptance 

COMPLETED 

Test Strategy 
> 2020 

Research 

Test Strategy 
> 2020 

Research 

Tests 
> 2020 

Qualification 

Test Strategy 
< 2020 

Qualification 

Test Strategy 
> 2020 

Research 
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Available validated Alternative Methods for Human 
Health Safety Assessments in the SCCS Notes of 

Guidance 
Endpoints 

Acute toxicity 

Skin corrosivity 

Skin irritation 

Eye irritation 

Skin sensitisation 

Phototoxicity 

Toxicokinetics 

Repeated dose toxicity 

Reproduction toxicity 

Mutagenicity/Genotoxicity 

Carcinogenicity 

3Rs 

Reduction/refinement (oral/inhalation) 

Full replacement (TG 430, 431) 

Full replacement (TG 439) 

Partial replacement1 (TG 437, 438, 460) 

No replacement 

Full replacement (TG 432) 

No replacement 

No replacement 

No replacement 

Partial replacement2 

No replacement 

1 Only for compounds causing "serious eye 
damage" (category 1 of the GHS), or not 
requiring classification for eye irritation or 
serious eye damage according to the GHS. 
2 Only for negative results, not possible to 
follow-up positive/false positive results 
since animal data would be required. 

15 



Science Symposium, 26 May 2014, New Delhi, India 

 
- Only for a limited number of toxicological endpoints, 

replacement methods are available and validated 
(Report by the  European Commission Joint Research Centre (JRC)1) 

- Replacement methods for skin allergy testing 
potentially available within 2-4 years but for the more 
complex endpoints a timeline is difficult to anticipate 

- State-of-the-art of regulatory accepted test methods 
(OECD Test Guidelines2) 

 
1 http://ihcp.jrc.ec.europa.eu/our_labs/eurl-ecvam/eurl-ecvam-releases-2013-

progress-report-development-validation-regulatory-acceptance-alternative-
methods  

2 http://www.oecd-ilibrary.org/environment/oecd-guidelines-for-the-testing-of-
chemicals-section-4-health-effects_20745788 
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More time and efforts are needed to develop  the 

complete set of alternative methods: 
 
- New internationally agreed tools and testing 

approaches required for successful development of 
replacements 

- New streamlined validation criteria required for 
mechanistic tests; not realistic that a single screening 
test should take 6-8 years to reach regulatory 
acceptance 

Science - Concluding remarks 
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