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Influence of placebo on clinical trials of new traditional Chinese medicine and
relevant suggestions
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Abstract: Due to the methodology and clinical characteristics of traditional Chinese medicine (TCM), TCM placebo is widely used
in clinical research. The quality and simulation effect of TCM placebo affect the quality of the whole clinical research of new TCM
and the objectivity and correctness of effectiveness evaluation. This article discusses the main problems of placebo in the clinical
trials of new drug of TCM from the aspects of technical difficulty in the preparation of TCM placebo, similarity with the tested drug,
objective and standardized simulation effect evaluation, medication compliance and so on. On this basis, it is proposed to strengthen
the research on the preparation technology and available raw and auxiliary materials of placebo. Issue guidelines for placebo
simulation effect evaluation to guide research and development enterprises to strengthen relevant research. Increase the setting of
objective evaluation indexes and improve the reliability of clinical research results. Make up for the poor simulation effect of TCM
placebo according to different research stages, dosage forms and administration methods with process design and management.
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