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Discussion of common problems in nonclinical study reports in the registration of
traditional Chinese medicine

ZHOU Zhi-xing, HUANG Fang-hua
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Abstract: In recent years, China has successively introduced policies to support the traditional Chinese medicine (TCM) industry,
which has brought new development opportunities for research and development (R&D) of new TCMs. In September 2020, the
National Medical Products Administration released the Registration Classification and Declaration Requirements for Traditional
Chinese Medicine, which put forward new requirements for the registration declarations of TCMs. As an essential part of information
in the registration of TCMs, the nonclinical study reports are one of the most important of evidences for efficacy and safety of
investigational new drug or new drug application of TCM. By combining the Registration Classification and Declaration
Requirements for Traditional Chinese Medicine, this article analyzed and discussed the common problems that were found in TCMs
application, so as to provide a reference for the R&D and registration of TCM.
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