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il] Introduction of Research Ethical
Review Mechanism in Taiwan
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In Taiwan, regulation of ethical review was firstly stipulated

in Medical Care Act, limiting on high risk human trials
involving new drug, new medical device or new medical
technology. However, because of the popularization of
concept of subject protection, more and more laws and

*B2 Z%  #5 Bj 1 B2 A / 42 Bl (Doctor / Lawyer, Center for Drug
Evaluation )
RAfEEE) ¢ ABEHF3E (human research) ~ A#2:0E2 (human trial) ~ &8
& (ethical review) R E T & F E = (Institutional Review
Board, IRB)
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regulations were promulgated, involving all kinds of
clinical trials and human research. Ethical Committee
(EC) or Institutional Review Board (IRB) is the key to the
proper function of ethical review mechanism. There are
sophisticated regulations stipulated on the organization
and operation of EC / IRB in order to implement the idea
of research subject protection. This article will introduce
the history of ethical review mechanism and regulations on
EC/IRB.
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