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[ Abstract] Since "the implementation of good clinical practice”" (GCP) , especially after 2015, the overall quality of new drug cli-

nical trials in China has made significant progress, but compared with developed countries, there are still some obvious quality prob-
lems in clinical trials in China. Clinical trials of new drugs of traditional Chinese medicine are an important part of clinical trials of new
drugs in China. In addition to some common problems in all clinical trials, there are also some special quality problems. In terms of se-
curity data, such as the collection of human safety data is not standardized, the management and judgment of unexpected serious ad-
verse reactions (SUSAR) were not professional and timely, the relationship between adverse events and trial drug was not fully judged
by investigator, In terms of effective data, such as primary efficacy outcome of the scale cannot be traced, TCM syndrome data cannot
meet the requirements of " source data" in the revised GCP and the quality of traditional Chinese medicine placebo is not high, in terms
of overall quality system construction, the sponsors and research institutions have not established a quality assurance system that conforms
to the characteristics of new drug research of traditional Chinese medicine, etc. The quality of clinical trials of new drugs of traditional
Chinese medicine is based on the current GCP and ICH-GCP in China, we should also consider the characteristics of clinical trials of new
traditional Chinese medicine drugs, and formulate targeted quality control measures according to the characteristics of these new drugs of
traditional Chinese medicine, to improve the overall quality of clinical trials of new drugs of traditional Chinese medicine in China, which
has important strategic significance for promoting the research and development of new drugs of traditional Chinese medicine in China.
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