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Retrospective Analysis of New Compound Drugs of TCM Approved from 2005 to 2021
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[Abstract] The new compound drug of traditional Chinese medicine (TCM) is the main part of the new Chinese
medicine and embodies the achievements of Chinese medicine innovation research. This paper reviewed and analyzed the
new compound drugs of TCM approved from 2005 to 2021. The results showed that the most prescription source of new
drugs was clinical experience. The average humber of drugs in prescriptions was 8, with a minimum of 2 and a maximum of
21. Indications mainly focused on digestion, gynecology, respiration, cardio-cerebrovascular, and so on, accounting for 51%.
Meanwhile, progress was made in the research of some new indications. The dosage forms of new drugs were mainly
capsules, granules, and tablets, and the total percentage of the three was more than 80%. Randomized clinical trial (RCT)
design had been widely used in the clinical tests of new Chinese medicines since 2008. The mean of treatment group cases
were 119 in phase II clinical trials and 332 in phase III clinical trials . About 87% of the clinical trials of new compound
drugs of TCM took less than 6 years. In addition, some problems related to the research and development (R&D) of new
Chinese medicine were discussed. In this paper, the review and analysis of the approved new compound drugs of TCM can
provide useful references for the R&D of relevant new drugs in the future.

[Keywords] new compound drugs of TCM; indications; clinical trials; retrospective analysis
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