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Some thoughts on human experience to support registration and modification of
specification for children's new drug application of traditional Chinese medicine
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Abstract: In this paper, through systematically reviewing relevant policies and regulations, guidelines and research literature, and
combining with the author's practice of the research and development of traditional Chinese medicine (TCM), we focus on human
experience and its evidence formation, and human experience evidence to support the registration of registration and modification of
specification for children's new drug application of traditional Chinese medicine under the "triple combination" TCM registration
and approval evidence system model of TCM theory, human experience and clinical trials. In this paper, we have put forward some
personal views for the reference of all parties involved in the development of Chinese medicine for children, so as to make full use
of human experience and evidence, save clinical trial resources, and accelerate the development of children's Chinese medicine
varieties.
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