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Design Method of Master Protocol of Clinical Study on Diseases of Same Syndrome Type in Chinese Medicine
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Zhaoxiang' SHANG Hongcai’
(1. School of Chinese Medicine Hong Kong Baptist University Hong Kong 999077; 2. Dongzhimen Hospital Beijing University of
Chinese Medicine; 3. Zhongnan Hospital Wuhan University; 4. Tianjin University of Traditional Chinese Medicine)
ABSTRACT The combination of disease and syndrome is the main way to reflect the characteristics of Chinese med-
icine in the design of clinical trials in Chinese medicine. Under the current cognition system of research subjects
based on the disease-based syndromes the thought and scale of Chinese medicine clinical research are limited to some
extent and it is difficult to reflect the diagnosis and treatment of diseases and the evolution of diseases in the real
world which has affected the effective application of clinical evidence in Chinese medicine. Based on the connection
of the pathogeneses of the diseases of the same syndrome the introduction of the new design method for master proto—
col of clinical research could evaluate the potential evolution of the diseases during the study of a variety of interven—
tions in treating diseases of the same syndrome which is expected to retain the real-world characteristics of diagnosis
and treatment in Chinese medicine and provide feasible ideas for the evaluation of syndromes.
Keywords combination of disease and syndrome; treating syndrome according to disease; treating disease according
to syndrome; of the same syndrome type; master program; cognition system; clinical research in Chinese medicine
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