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1. Human Research Protection Program and IRB
review in Seoul National University Hospital
Ock-Joo Kim, M.D.,Ph.D.

College of Medicine, Seoul National University
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Symposium in The 34th Annual Meeting of The Japanese Society of Clinical Pharmacology and Therapeutics
Research review and human subject protection in Asian countries:
Efficiency, sound science, and ethics

Some of the IRBs (institutional review boards) in Korea and Taiwan conduct full review of 10 to 30 first
submitted human research protocols in one time committee meeting. Some of Japanese may think it easy way,
however, actually, they are introducing human research protection program in the style originally developed in
United States and review protocols focusing on ethically scientifically critical points, in efficient way. It is obvious
that research review should be conducted from view of “ethics” and “science” . Additionally, efficient and
appropriate distribution of limited financial and human resources is also prerequisite for sustainable assurance
of human subject protection.

In this symposium, we discuss with specialists from South Korea and Taiwan who are engaged in Human
Research Protection Program at their research hospitals, learning from them about “efficiency” , as well as other
ordinal issues of human subject protection. We wish to learn more about research ethics in Asian countries,
considering world trend where reformation in United States of regulation of human subject protection and in
European Union of EU Clinical Trial Directive.

15:30-18:30 at AstraZeneca K.K. Marunouchi TRUST Tower (Main Tower) 8F

Medical research governance framework in Asian countries
Struggles against deviations and comprehensible laws for human subject protection

In Korea, there was a scientific misconduct of the report of cloned embryo-derived embryonic stem
cell, and Bioethics and Safety Act was developed and expanded through the discussion on this issue.
In Taiwan, there was the ethical issue gathering samples of ethnic group without informed consent,
and Human Research Act and Biobank Act had been developed. In Japan, iPS cell researcher won
Nobel Prize, and Regenerative Medicine Act was developed. On the other hand, there has been
several number of deviations: unauthorized cell therapy for Korean medical tourists; deviation of
ethical guidelines; fake presentation of iPS clinical research; scientific misconduct of large size
muliti-center clinical trials funded by pharmaceutical company; fake data gathering in the registered
clinical trials under the Pharmaceutical Affairs Law. We discuss how we should develop research
governance framework learning from Asian countries.
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