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Study on the Sakigake designation system and the enlightenment to China
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[ Abstract] Objective: To provide suggestions for the improvement of China’s drug priority review and
approval system. Methods: Japan’s pioneer designation system was analyzed through literature survey compared
with China’s drug priority review and approval situation. Results; The Japanese pioneer designation system has
facilitated the research and development of new drugs in Japan, accelerated the speed of new drug launches, and
allowed Japan to extensively participate in international multicenter clinical trials. Conclusion; China should
actively participate in international multicenter clinical trials, designate specialized personnel to fully manage the
marketing application process and promote the synergy of multiple priority review and approval mechanisms.
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