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PMDA’s View on Evaluation of Ethnic Differences
of Drug Safety and Efficacy**

Tsutomu URANO*

Summary

We already have the results of ICHES on utilizing foreign clinical data. In PMDA’s consulta-
tion for anticancer drug development in Japan, discussions about utilizing data from multinatio-
nal clinical trials or foreign clinical data have increased. In applications for new anticancer drug
approval in Japan,many of the clinical data packages have included foreign clinical data. In
evaluating the foreign data, an important consideration is that ethnic differences may affect the
safety and efficacy of drugs. ‘

Regarding the consideration of ethnic differences in the review of clinical data, many applicahts
emphasize the similarity of drug safety and efficacy between Japanese patients and patients from
other countries. However, the analysis of potential differences is more important than that of the
similarities. In applications that include only a few data for Japanese patients in the clinical data
package, therefore, we have difficulty in evaluating potential ethnic differences. It is important
to enroll more Japanese patients in multinational clinical trials to help us overcome this problem.
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