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Abstract: This paper systematically sorted out (investigational new drug, IND) and (new drug application, NDA) date of new Chinese
herbal active ingredient drugs (NCHAIDs) from 2005 to 2021. Results showed that: (1) from 2005 to 2021, there were 19 INDs of
NCHAIDs approved among 39 INDs of NCHAIDs. The approval rate was 48.7%. Sixteen approved new drugs have been registered for
clinical trials. Among five NDAs of NCHAIDs, one had been approved. (2) It has been about seven years since IND was approved for the
16 new drugs that have completed clinical trial registration, of which one has completed phase II clinical trial, and five have completed
phase I clinical trial. (3) The indications of NCHAIDs were relatively concentrated in neurological diseases, cardiovascular, tumor and so
on; For the NCHAID which clinical indication had good correlation with the function and indication of medicinal material, the probability
of obtaining IND approval was relatively high. There were many structural types of NCHAIDs, and the proportion of flavonoids, saponins
and lactones was high. This paper suggested that: The research on druggability should be strengthened to control the risk; The basic research
of NCHAID:s in stages of new drug discovery should be strengthened; Attention should be paid to pharmacokinetic studies and patent
protection of NCHAIDs; In the research of NCHAIDs, the problems of medicinal material resources and manufacturing cost should not

be ignored. This paper might provide a useful reference for research and development of NCHAIDs in future.
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Table 2 Structure types and approval of NCHAIDs from 2005 to 2021
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the data in brackets in the table are the number of drugs or the corresponding approval rate after removing the active ingredient of same structure
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Table 3 Bioavailability of oral solid preparations of IND of
NCHAIDs from 2005 to 2021
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Table 5 Number of valid patents of NCHAIDs from 2005 to
2021
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