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Validation and regulatory acceptance of aternative
methods for toxicity evaluation.

Yasuo Ohno

Division of Pharmacology, Center for Biological Safety and Research,
National Institute of Health Sciences

For regulatory acceptance of alternative methods (AMs) to animal toxicity tests, their reproducibility and rel-
evance should be determined by intra- and inter-laboratory validation. Appropriate procedures of the validation
and regulatory acceptance of AMs were recommended by OECD in 1996. According to those principles, several in
vitro methods like skin corrosivity tests and phototoxicity tests were evaluated and accepted by ECVAM (Euro-
pean Center for the Validation of Alternative Methods), ICCVAM (The Interagency Coordinating Committee on
the Validation of Alternative Methods), and OECD. Because of the difficulties in conducting inter-laboratory
validation and relatively short period remained until EU's ban of animal experiments for safety evaluation of
cosmetics, ECVAM and ICCVAM have recently started cooperation in validation and evaluation of AMs. Itis
also necessary to establish JaCVAM (Japanese Center for the Validation of AM) to contribute the issue and for the

evaluation of new toxicity tests originated in Japan.
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