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[Abstract] The research and development of new Chinese medicines is a vital way to realize the revitalization and
development of traditional Chinese medicine (TCM). In recent years, a series of policies have been issued in China to reform
the new drug review and approval system to encourage the development and innovation of new drugs. However, the
development of new Chinese medicines is still constrained. Since 2015, the number of applications and approvals has been at
the lowest level in history, which has seriously hindered the development of TCM under new conditions. Based on the
application data of clinical trials of new Chinese medicines in China from 2008 to 2019, the present study employed a binary
Logistic regression model for the empirical analysis of factors affecting approval and the exploration of possible reasons to

provide corresponding suggestions for promoting the research and development of new Chinese medicines in China.
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