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= Abstract

= Although Art.7 of the International Covenant on Civil and Political Rights (ICCPR) st1pulates that

fifp one shall be subjected without his free consent to medical or scientific experimentation.”, there is no law in
% Tapan, aimed at protecting human research participants in general. The MBW Ordmance on Good Clinical
Practice (GCP) under the Pharmaceutical Affairs Law regilates only clinical trials for new drug applications.
Natlonal life science policy makers have avoided the discussion on this most essential legal basis for bioethical

! We present a draft proposal bill on the protection of human participants in research and securmg research

; :,%; integrity. :

<43%,  The draft Human Research Participant Protection Bill addresses the followmg issues : 1) It covers not

;s onIy biomedical research involving human subjects, but also those involving any part of the human body or
% information as well as behavioral research ; 2)The bill aims to ensure the protection of human participants

% m.}'and research integrity; 3) Aresearch review board will serve as a public hody that is independent of research
e instltuhons 4) The impertance of protection of vulnerable population in selecting participants, both in research

p_r_otocol design and in unplementatlon is emphasized. Researches are not to be justified by informed consent
doctrine alone.

: %‘ We hope this article will be the starting point of discussions towards the enactment of the bill into a law.

.Key words
leglslatmn for protection of human research participants, research integrity, public independent review board,
'rotectmn of vulnerable population, bicethics
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