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Investigation and considerations about clinical position and effect evaluation

system and criterion suited for traditional Chinese medicine

SONG Cai-mei, LIU Bing-lin, XUE Fei-ran, HAN Ling
( Center for Drug Evaluation ,National Medical Products Administration ,Beijing 100022 , China)

[ Abstract] Clinical position and effect evaluation are the key points of new drug research and development.
Traditional Chinese medicine (TCM) clinical research often have problems such as unclear clinical position, effect
evaluation not targeted, or do not tally with the characteristics of drug and so on. Recently, extensive investigation
has been carried out with questionnaire on the revision of “the general principle of clinical research of new drug of
TCM” on “how to determine the clinical position with characteristics of TCM” and “how to build effect evaluation
system and evaluation standard with characteristics of TCM” , and participate experts give constructive advices.
This article summarizes and analyzes experts’ opinions, and discusses the author’s opinion of TCM clinical position
and effect evaluation system.
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