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Guidance of Alternative Methods for Animal Experiment
for Approval of Quasi-Drug Additives
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Abstract

Animal tests of cosmetic ingredients and products have been banned in the EU since 2013. However, in Japan, the ap-
plication of new quasi-drugs requires the animal data regarding several toxicity tests.

To resolve this concern, we have been coordinating guidance on the use of alternative test methods for the safety as-
sessment of cosmetics and quasi-drugs since 2012. Dermatologists and representatives of cosmetic companies as well as
specialists from both the Pharmaceuticals and Medical Devices Agency (PMDA) and the National Institute of Health Sci-
ences (NIHS) have drafted guidance documents for a number of alternative test methods based on the OECD (Organisation
for Economic Co-operation and Development) test guidelines and Japanese Center for the Validation of Alternative Methods
(JaCVAM) evaluation documents. The development of new ones without animal testing are progressing the step-by-step pro-
cess in Japan.

By next year, it is promising to gain approval of guidance document for additives to quasi-drug products and cosmetic
ingredients without data from animal testing for regulatory acceptance.
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