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Chinese Medicine Clinical Trial Protocol Design and Report Specifications HAN Mei, YANG Guo-
yan, WANG Yu-yi, and LIU Jian-ping Center for Evidence- Based Chinese Medicine, Beijing Universi
ty of Chinese Medicine, Beijing (100029 ), China

ABSTRACT Clinical trial protocol is the document that illustrates the background of a clinical trial,
theoretic basis, objective, design, methods, and organization, as well as statistical calculating, imple-
ment, and conditions for completion. Clinical trial protocol is the basic measure for ensuring the validity of
scientific results and reducing bias. In order to optimize the design of clinical trial protocol, we generalize
main problems in Chinese medicine clinical trials, key points of clinical trial protocol, as well as report

standards.
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