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The key issues in clinical research of investigational Chinese
medicine in mammary hyperplasia
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[ Abstract] Under the background of big changes in drug regulatory policies, the ideas on research and
development of investigational Chinese medicine are converting into “clinical value-oriented” , “safety and efficacy
evaluation methods in line with the characteristics of TCM” and “highlighting the advantages of TCM in disease
treatment”. Based on the overall research idea of clinical value orienting and the reflecting of characteristics of
TCM, this article mainly discusses the key issues in clinical research of investigational chinese medicine in the
treatment of mammary hyperplasia based on six aspects, including feasibility analysis of project approval, positioning
of clinical research, overall considerations and key issues of clinical trial protocol design, safety assessment of
investigational Chinese medicine, as well as quality control measures.
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