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Article 4a of the 7th amendment to the Cosmetics Directive (76/768/EEC) requires the establish-
ment of timetables for the implementation of the marketing and testing bans including deadlines 
for the phasing-out of animal testing. The 2013 marketing ban concerns the endpoints repeated 
dose toxicity, skin sensitization, carcinogenicity, toxicokinetics and reproductive toxicity. Stake-
holders including experts from EFfCI were invited by the European Commission to estimate the 
time required to have scientifically sound alternative approaches to fully replace animal based test 
for the a.m. endpoints. The time frames did not include formal validation & acceptance proce-
dures, a multi-year process. The outcome, which has been endorsed by others worldwide, reveals 
that the scientific basis to fully replace animal testing by 2013 is still not fully established.

Since reasons for testing in the chemical industry are occupational safety, C&L as well as transport 
regulations and/or REACH etc. driven, EFfCI member companies still have the need to conduct 
tests for the a.m. 2013 endpoints as they are prescribed by regulatory authorities and not con-
ducted for cosmetic purposes. 
Applying the most stringent assumption, that no data generated in animal based methods will be 
allowed to be used for safety assessments of cosmetic ingredients, regardless of the reason/ loca-
tion, the European market will be at a great economic disadvantage.  
Therefore, EFfCI supports the setting of deadlines based on scientific evidence on the availability 
and likely future availability of alternatives.
Existing validated in vitro methods are being used as part of an integrated testing strategy as long 
as their sensitivity and selectivity are ensured.
 
EFfCI is involved in CEFIC-LRI activities and in ECVAM‘s (Non-Regulatory) Stakeholder Forum 
(ESTAF) to give input on upcoming test methods relevance and to comment on prioritisation, ap-
plicability domain and technical feasibility. 


