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Considerations on converting traditional Chinese medicine preparations in
medical institutions into new traditional Chinese medicines
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Abstract: On the basis of studying the regulatory requirements for traditional Chinese medicine preparations in medical institutions over
the years, the existing problems of transforming traditional Chinese medicine preparations in medical institutions into new Chinese
medicines have been refined. Combined with human experience and the application of real-world evidence, consider the relevant issues
of the transformation of traditional Chinese medicine preparations from medical institutions into new Chinese medicines. It is
recommended to reduce or exempt pharmacodynamic trials, encourage the use of real-world evidence instead of phase II clinical trials,
and decide whether to reduce or exempt single and repeated dose toxicity tests as appropriate. Guide the industry to formulate
quantifiable diagnostic criteria and efficacy evaluation criteria that meet the characteristics of traditional Chinese medicine, thereby
recognizing the advantages of traditional Chinese medicine in treating symptoms. Promote the application of real-world evidence,
especially the application design for the development of children's medicines, and help the development of children's medicines.
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Table 1 Scope of application for traditional Chinese medicine preparations in medical institutions
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Table 2 Requirement of application data for pharmacodynamics, toxicology and clinical research of traditional Chinese

medicine preparations in

medical institutions
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