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ABSTRACT

This project is based on policy of Committee on Chinese and Pharmacy, Depart-
ment of Health to establish Joint Institutional Review Board and Human Ethics Com-
mittee for Chinese Medicine. This committee is used to review application of clinical
trial in Chinese medicine.

After the Amendment of Handbook of New Chinese Medication Registration, the
industries are motivated to develop new drugs. At this time, there are 13 applications
for clinical trials in Chinese medication. IN 1997, the Bureau of Pharmaceutical Af-
fairs set up Joint Institutional Review Board for western medication. Due to lack of ex-
perience, traditional herbal medicine is seem not easy for this committee to evaluate.

It is necessary to establish Joint Institutional Review Board and Human Ethics Com-
mittee for Chinese Medicine to evaluate clinical trial in traditional herbal medicine.

This project will refer to western medicine JIRB mode and also base on Good Cli-
nical Practice for Trials on Pharmaceutical Products to establish JIRB for Chinese

medicine. This project will consider difference between western and traditional medi-
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cine to setup the evaluation procedure. Result of this project will propagate to related
departments to understand the working content of JIRB for Chinese medicine in order

to actualize the best effect.
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