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Phase I Drug Trials in Taiwan and Their
Review by Institutional Review Board
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A phase 1 drug trial is a milestone in the development of
medicinal products. In recent decade, global and domestic
drug developers have conducted more and more phase 1
trials in Taiwan. This article is the first to review the current
status of phase 1 drug trials in a major hospital in Taiwan
and how an institutional review board (IRB) reviewed
such trials. The article also proposes a reviewer checklist
to help IRB reviewers to evaluate phase 1 drug trials. The
checklist is based on the guidance and guidelines issued
by regulators and biopharma regarding phase 1 or first in

human drug trials.
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