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Survey and Consensus Among Institutional
Review Board Members Regarding
Traditional Chinese Medicine, medicine
and medical devices.

Ing-Tiau Kuo, MD, DrPH

Medical Research Ethic Foundation

ABSTRACT

The protection of human subjects in clinical trials is achieved by the review
process of institutional review board (IRB). Unfortunately, the traditional Chinese
medicine is treated as new chemical entity in most IRB review process. This project
iIs try to resolve the gap between applicants of traditional Chinese medicine clinical
trial and IRB members regarding the requirements in clinical trial protocols.

Questionnaires regarding the requirement altitude of medicine, traditional
Chinese medicine, medical device and medical procedures were distributed into IRB
members. This questionnaires were developed based on the WHO Operational
Guidelines for Ethics Committees That Review Biomedical Research. Geneva:
WHO, 2000.

There are thirty responders among fifty-one copies. More than half (53.33%)
responder consider the same requirements are necessary regarding clinical trials of
medicine, traditional Chinese medicine, medical device and medical procedures.
This requirements is the same as the current trend. Eighty percent of responder
consider the same requirement for clinical trials of medicine, traditional Chinese
medicine, The difference between medicine and traditional Chinese medicine is not
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well recognized. Most of dispute are in IRB members of non-medical background.
Education or training of IRB members is necessary. The survey results and
consensus meeting was hold in December 17 in Taipei Veterans General Hospital.

Keywords: Clinical trial, Research Ethics, Clinical Research, traditional Chinese
medicine
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