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Current Status and Future Prospects of
Clinical Trials in Japan

KOHGO Yutaka™

Summary

The clinical trials for the development of new drugs in Japan are divided into two categories, CHIKEN and other clinical
studies. CHIKEN is a nomenclature defined by Japanese government in order to perform the process to make fundamental
issues to obtain the approval from KOSEISHO. Previously, CHIKEN was famous for "slow, expensive and poor" and the
many clinical trials have been escaped to US and EU. Recently, Japanese government founded the general schemes for the
improvement of circumstances of clinical trials in Japan and started several attempts such as the introduction of researcher-
initiated clinical trials, establishment of global network, increase of human resources etc. In this review, a current status and

future prospect of clinical trials in Japan is discussed.

Clinical trial, ICH-GCP, Globarization, tailor-made medicine
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