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Trend of research ethics and conflict of 
interest management in Korea and Taiwan:

─ Common sense in the world 
but uncommon in Japan  ─

Chieko Kurihara
Editorial Staff, Clinical Evaluation

Abstract
　　In Korea the Bioethics and Safety Act was expanded in 2012 and in Taiwan the Human Subjects 
Research Act of 2011 and the Human Biobank Management Act of 2010 were established. In these 
countries a wide range of research involving human subjects and biobank projects have come to be 
regulated by legally-binding regulations, which cover research activities outside of pharmaceutical laws to 
regulate clinical trials aiming at new drug or new indication applications. In both countries leading research 
institutes are getting accreditation of AAHRPP (The Association for the Accreditation of Human Research 
Protection Programs, Inc.), the organization of the United States. Additionally in Korea, rebate taking of 
medical professionals became strictly prohibited.
　　These developments are prerequisite lessons for the Japanese research community where recently 
many cases of scientific misconduct in clinical research have been uncovered and where people are 
discussing about establishment of laws to regulate a wider range of clinical research.
　　This article introduces the actual situations of both countries based on the author’s visits to Korea in 
2013, Taiwan in 2012; and based on academic meetings where experts of these 2 countries provided 
lectures, held in Tokyo at the end of 2013.
　　We should avoid such a situation in which the Japanese research community is laughed at by the 
international research community for such lack of common sense about the regulations of clinical trials and 
conflict of interest management.
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1．Introduction

(1)  Drug clinical trials are covered by GCP 
(Good Clinical Practice) regulations under 
the pharmaceutical law (not limited to the 
ones aiming at new drug application).

(2)  Other research involving human subjects is 
covered by other laws, aiming at human 
subject protection and/or bioethics.

(3)  Clinical trials using an approved drug is 
regulated by GCP if there is an intention of 
application for a new indication.

(4)  Leading research institutes are getting 
accreditations of AAHRPP (The Association 
for the Accreditation of Human Research 
Protection Programs, Inc.), the organization 
of the United States.

(5)  In Korea, rebate taking of medical profes-
sionals became strictly prohibited.

2．Implementation of Bioethics 
and Safety Act and AAHRPP 
accreditations in Korea

2.1　The momentum of my visit to Korea

Prof. Bomoon Choi, Department of Psychiatry, School 
of Medicine, The Catholic University of Korea, lecture 
at the Expert Conference on the Revision of the 
Declaration of Helsinki, held in Tokyo, March 1, 2013
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 Seoul National University Hospital (December 
2012)
Severance Hospital, Yonsei University (June 
2010)
The Catholic University of Korea (June 2010)
Asan Medical Center (December 2013)

2.2　Seoul National University 

(1) Interview with Prof. Jun-Soo Kwon

Seoul National University Hospital, August 2013

Prof. Jun-Soo Kwon, Department of Psychiatry, Seoul 
National University Hospital, August 2013
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(2)  Interview with Prof. Ock-Joo Kim and 
visit to CHRP and MRCC

Entrance of the building with the plague of “Center 
for Human Research Protection”, August 2013

Left: Prof. Ock-Joo Kim, right: author, August 2013
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2.3　Asan Medical Center 

Medical Research Collaborating Center, August 2013

Asan Medical Center, copyright: AMC
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(1) Application for AAHRPP accreditation

From the right: Dr. Seung-Jun Oh, Associate professor, Department of Nuclear 
Medicine, author, Dr. Ki-Eun Choi, Unit Manager, Institutional Review Board 
Administrative Support Unit, Ms. Min Jeong Cho, research nurse specialist, Dr. 
Sang-Ju Lee, Department of Nuclear Medicine, Asan Medical Center, August 2013
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(2) IRB review system

(3) Post-marketing study

2.4　 Severance Hospital, Yonsei 
University 
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2.5　Catholic University of Korea 

Severance Hospital, Yonsei University, September 2013
Monument of the accreditation 
of JCI (Joint Commission 
International), Severance 
Hospital, Yonsei University, 
September 2013

The two IRB analysts of the Severance Hospital, 
left: Dr. Yang-Hee Noh; right Dr. Sin-Young Park; 
and center: author, Severance Hospital, Yonsei 
University, September 2013

The certification of AAHRPP accreditation, Severance 
Hospital, Yonsei University, September 2013
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(1) Management of HRPP

From the left: Prof. Hyeon-Woo Yim, Department of 
Preventive Medicine, Medical College, and IRB 
Chairman, and Dr. Ryang-Soon, Manager of the 
Office of Human Research Protection, The Catholic 
University of Korea, September 2013

JCI accreditation, St. Mary’s Hospital, 
Catholic University of Korea, September 2013

St. Mary’s Hospital, Catholic University 
of Korea, September 2013
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(2)  Central IRB and primary reviewer 
system

(3) Momentum of application to AAHRPP
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3．Symposium on rebate issue in 
Korea

Lecture by Dr. Matthew K. Wynia, American Medical 
Association, at the symposium “Physician 
Professionalism Crisis: Beyond Dual Punishment 
System in Korea”, the 4th Medical Ethics Symposium 
of the Medical Ethics Academy, under the auspices 
of the Korean Society for Medical Ethics, at the 
Yonsei University, on September 27, 2013

“Physician Professionalism Crisis: Beyond Dual Punishment System in Korea”, held as the 4th 
Medical Ethics Symposium of the Medical Ethics Academy, under the auspices of the Korean 
Society for Medical Ethics, at the Yonsei University, on September 27, 2013
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Question and answer session after the lecture of Dr. Seong-Soo Hong, Korean 
physician, Trinity E.N.T Surgical Center, at the symposium “Physician 
Professionalism Crisis: Beyond Dual Punishment System in Korea”, the 4th Medical 
Ethics Symposium of the Medical Ethics Academy, under the auspices of the 
Korean Society for Medical Ethics, at the Yonsei University, on September 27, 2013
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4．Discussion at academic meetings 
in Japan: Laws on research and 
AAHRPP accreditations in 
Korea and Taiwan

4.1　 Expansion of the Bioethics and Safety 
Act and AAHRPP-accredited HRPP 
in Seoul National University Hospital

(1)  Expansion of the Bioethics and 
Safety Act responding to the 
Hwang scandal

Lecture by Prof. Ock-Joo Kim on the Korean 
Bioethics and Safety Act, at the seminar of the 
Association of Pharmaceutical Medicine (JAPhMed), 
Tokyo, December 6, 2013
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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.

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.

  Box
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(2)  Research governance system of the 
Seoul National University

Lecture by Prof. Ock-Joo Kim on AAHRPP-
accredited system of the Seoul National University 
Hospital, at the meeting of the Japanese Society of 
Clinical Pharmacology, Tokyo, December 6, 2013
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4.2　 Human Research Act and Biobank 
Act in Taiwan and AAHRPP-
accredited HRPP in National Taiwan 
University

(1)  Social debate concerning anthropology 
research led the new Acts

National Taiwan University Hospital, New building, August, 2012

Lecture by Prof. Ian Chen on the Human Subject 
Research Act and Human Biobank Management Act, 
at the seminar of the Association of Pharmaceutical 
Medicine (JAPhMed), Tokyo, December 6, 2013
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(2)  Research governance system of the 
National Taiwan University

Lecture by Prof. Ian Chen on AAHRPP-accredited 
system of the National Taiwan University Hospital, 
at the meeting of the Japanese Society of Clinical 
Pharmacology, Tokyo, December 6, 2013

Table 1　Number of committee members of NTUH Research Ethics Committees (2012)

Committee A Committee B Committee C Committee D

Jurisdiction Sponsored
trials

Investigator
initiated trial

Expedited
review

Investigator
initiated trial

5．Conclusions and issues for Japan
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Fig. 2　Number of active protocols of Phase I clinical trials in National 
Taiwan University Hospital from 2006 to 2013

Table 2　Number of active protocols of each phase and category of clinical trials 
in National Taiwan University Hospital in 2013

Fig. 1　Number of active protocols of clinical trials in National 
Taiwan University Hospital from 2006 to 2013
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Table 3　Institution rankings in clinical medicine research of NTU (Asia-Pacific, 2007-2011)

Rank Institution Country Total Papers Total Citations Citations per Paper

Acknowledgement
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