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Abstract

In South Korea, the Bioethics and Safety Act initially enforced in 2005 was revised and is to be
enforced from February 2013. This Act was legislated to regulate biotechnologies utilizing human embryo,
cells and genes but now its scope is expanded to general research involving human subjects. Clinical trials
of drugs and medical devices are separately regulated by GCP (Good Clinical Practice) Ordinance under
the Pharmaceutical Affairs Law. Covered by these research governance frameworks, research review
committees are to be accredited, inspected, educated and evaluated by the regulatory authority.
Additionally, research review experts are dispatched to the United States (US) for training and then they
introduce US-style Human Research Protection Program into their own institutes. Based on such
improvement and assurance of human subject protection, government and research institutes take some
measures to streamline some administrative procedures.

In this article the author describes the background and actual situation of the revision of the South
Korea’s Bioethics and Safety Act, comparing them with the situation in Japan, where research governance
frameworks are composed of many separate guidelines without sufficient legal bases for them.
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Table 1 Historical background of human research governance framework development
in South Korea comparing world and Japanese trend
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Table 2 Trend of acquiring authorization of US-AAHRPP and WHO-FERCAP/SIDCER in South Korea **
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Table 3 Points of the revision of South Korea’s Bioethics and Safety Act
and related Japanese research regulations
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Fig.1 Organization of research governance designed by the revised
South Korea’s Bioethics and Safety Act
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