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Non-clinical research concerns for clinical trial applications of compound
preparations of traditional Chinese medicine
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Abstract: The new compound preparations of traditional Chinese medicine (TCM) are innovative TCMs which can best reflect the
theoretical characteristics of TCM and human use experience. In recent years, the new compound preparations of TCM account for the
majority of investigational new drug (IND) applications for innovative TCMs. Nonclinical studies play an important roles in the benefit-
risk assessment of IND applications for innovative TCMs. Therefore, according to specific characteristics and clinical orientation of
product, necessary pharmacodynamic and toxicological studies should be completed before IND application. Based on nonclinical
efficacy and safety results, combined with the characteristics and human experience, the preliminary benefit-risk and potential clinical
value of the product were comprehensively evaluated. Combining with the case analysis, the non-clinical study concerns in the IND
application of the new compound preparations of TCM were discussed, as well as decision-making consideration on whether the
product can enter clinical trials through benefit-risk assessment, so as to provide a reference for the research and development and
registration of TCMs.
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