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There are so many kinds of known and newchemical substances in the environment and immediate safety
evaluation is being required. However it takes time to do the safety evaluation by traditional safety testing
method using animals and also there are other problems such as economical or research resource, and animal
welfare aspect. Hence more efficient and ethical new method is required and many methods are being
developed. In this study, among safety testing methods developed in Japan and Europe or in USA, a safety
testing method for chemical substances which can be selected as official testing method was selected and
international evaluation were performed with US ICCVA and EU ECVAM to establish a method which can
be internationally accepted.

Followings were the problems from the result of the Phase I and II of the study. 1) It is necessary to
decrease possible accidental cell activity and eliminate variability by limiting the cell subculture time from
50 times to 25 times. 2) Criteria using the assay data are indicator for each individual laboratory and it
changes as analysis time increase. Therefore it is necessary to set common criteria for multiple laboratories.
In the Phase III, while evaluating above points we will perform test for 80 substances, 40 agonist and 40
antagonist and hope to report the result in the next occasion.



