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The Korea Human Research Protection Program: Present and Future Direction

Sin Young Park'?, Jin Seok Kim'?
'Human Research Protection Center, Severance Hospital, Seoul, Korea

’Medical Humanities and Social Science, Yonsei University, Seoul, Korea
*Division of Hematology, Department of Internal Medicine, Severance Hospital, Yonsei University College of Medicine, Seoul, Korea

The Human Research Protection Program (HRPP) includes all subject protection activities and entities involved in the process
of planning, reviewing, and conducting clinical research and it ultimately aims that research can be conducted ethically and
scientifically while protecting the rights and welfare of research subjects. At the beginning of its introduction in Korea, it was
settled down by adopting the United States HRPP, especially the form of AAHRPP element and regulations. However, regulations
and operating forms of HRPP have been changed according to the Korean domestic research environment. Actually, all the
Korean institutions are adopted the Korean HRPP guidelines that have been officially announced by the Ministry of Food and
Drug Safety in Korea. Recently, Korean domestic laws such as the “Advanced Regenerative Biology Act” or “In Vitro Diagnostic
Medical Device Act” have been dramatically innovated and our research environment becomes to be more complicated. Therefore,
the development of a suitable Korean HRPP model considering the Korean research environment is strongly demanded. For the
early settle down of the Korean HRPP model, the positive incentive method should be applied, when the HRPP is operated and/
or properly operated. These improvements in the Korean HRPP environment will eventually lead to the appropriate protection of
subjects who are participating in human clinical research and the quality improvement of clinical research.
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Table 1. Current status of HRPP recognition by Ministry of Food and Drug Safety or AAHRPP accreditation (As of June 2022)

Korea MFDS HRPP*

AAHRPP Accreditation

Seoul National University (2016.06.28.)

Chungnam National University Hospital (2016.08.31.)
Inha University Hospital (2016.09.30.)

Jeonbuk National University Hospital (2016.10.05.)
Korea University Hospital (2016.10.20.)

Inje University Busan Paik Hospital (2016.11.15.)
Catholic University of Korea Soul St. Mary’s Hospital (2016.11.17.)
Kyungpook National University Hospital (2016.12.02.)
Gachon University Gil Medical Center (2017.07.06.)
Pusan National University Hospital (2017.07.20.)

Ajou University Hospital (2017.11.02.)

National Cancer Center (2018.07.04.)

Gangnam Severance Hospital (2018.11.02.)

Hallym University Medical Center (2018.12.27.)

Cha University Bundang Medical Center (2019.07.05.)
Korea University Guro Hospital (2019.12.10.)

Kosin University Gospel Hospital (2020.02.14.)
Kangbuk Samsung Hospital (2020.09.08.)

Yeungnam University Medical Center (2020.09.09.)
Jaseng Hospital Korean Medicine (2020.12.29))
Chonnam National University Hospital (2021.03.15.)
Dong-A University Hospital (2021.06.17.)

Samsung Medical Center (2006.06.16.)

Severance Hospital (2010.06.11.)

Catholic Medical Center (2010.06.11.)

Seoul National University (2012.12.07.)"

Kyung Hee University Medical Center (2013.09.13.) *
Asan Medical Center (2013.12.13.)

Daegu Catholic University Medical Center (2017.09.18.)
Korea University Medicine (2017.12.1 8)"

HRPP, Human Research Protection Program; AAHRPP, Association for the Accreditation of Human Research Protection Program.

*Based on the data of the Ministry of Food and Drug Safety's approval status of clinical trial training institutions, other than Chonnam National University
Hospital and Dong-A University Hospital, if the date of certlﬁcatlon of the HRPP operating institution by the Ministry of Food and Drug Safety is not listed,
the date of approval of the educational institution is listed. 'Institutions that have obtained both AAHRPP accreditation and domestic HRPP recognition

from the Ministry of Food and Drug Safety.
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Table 2. Major history of human subjects protection in the United States™

History Year Details

Nuremberg Codes 1947 First Code of Research Ethics after the Nuremberg Trials against Nazi Doctors
and Researchers

Declaration of Helsinki 1964  Formal statement of ethical principles published by the World Medical
Association

Belmont Report 1979 Ethical principles for the conduct of biomedical and behavioral research

involving human subjects developed by the National Commission
including the principles of respect of persons, beneficence and justice

Strengthen IRB member training 1980-1983 Establishment of presidential commission on ethical issues in medicine,
biomedical, and behavioral research

Investigator training becomes mandatory 1989 Mandatory education related to research conduct for all investigators
receiving National Institutes of Health grants

Strengthening education plans for all clinical research personnel 2000 Make plan for mandatory researcher education including informed consent,
research monitoring, and conflicts of interest, etc

Table 3. AAHRPP accreditation criteria'”
Domain I: Organization

Standard |-1: The Organization has a systematic and comprehensive Human Research Protection Program that affords protections for all research
participants. Individuals within the Organization are knowledgeable about and follow the policies and procedures of the Human Research Protection
Program.

Standard |-2: The Organization ensures that the Human Research Protection Program has resources sufficient to protect the rights and welfare of research
participants for the research activities that the Organization conducts or oversees.

Standard |-3: The Organization’s transnational research activities are consistent with the ethical principles set forth in its Human Research Protection
Program and meet equivalent levels of participant protection as research conducted in the Organization’s principal location while complying with local
laws and taking into account cultural context.

Standard |-4: The Organization responds to the concerns of research participants.

Standard I-5: The Organization measures and improves, when necessary, compliance with organizational policies and procedures and applicable laws,
requlations, codes, and guidance. The Organization also measures and improves, when necessary, the quality, effectiveness, and efficiency of the
Human Research Protection Program.

Standard I-6: The Organization has and follows written policies and procedures to ensure that research is conducted so that financial conflicts of interest
are identified, managed, and minimized or eliminated.

Standard I-7: The Organization has and follows written policies and procedures to ensure that the use of any investigational or unlicensed test article
complies with all applicable legal and requlatory requirements.

Standard |-8: The Organization works with public, industry, and private sponsors to apply the requirements of the Human Research Protection Program to
all participants.

Standard |-9: The organization has written policies and procedures to ensure that, when sharing oversight of research with another organization, the
rights and welfare of research participants are protected.

Domain II: Institutional Review Board (IRB) or Ethics Committee (EC)

Standard II-1: The structure and composition of the IRB or EC are appropriate to the amount and nature of the research reviewed and in accordance with
requirements of applicable laws, regulations, codes, and guidance.

Standard II-2: The IRB or EC evaluates each research protocol or plan to ensure the protection of participants.

Standard II-3: The IRB or EC approves each research protocol or plan according to criteria based on applicable laws, requlations, codes, and guidance.
Standard [I-4: The IRB or EC provides additional protections for individuals who are vulnerable to coercion or undue influence and participate in research.
Standard II-5: The IRB or EC maintains documentation of its activities.

Domain Ill: Researcher and Research Staff

Standard IlIl-1: In addition to following applicable laws and regulations, Researchers and Research Staff adhere to ethical principles and standards
appropriate for their discipline. In designing and conducting research studies, Researchers and Staff have the protection of the rights and welfare of
research participants as a primary concern.

Standard IlI-2: Researchers and Research Staff meet requirements for conducting research with participants and comply with all applicable laws,
regulations, codes, and guidance; the Organization’s policies and procedures for protecting research participants; and the IRB's or EC's determinations.

AAHRPP, Association for the Accreditation of Human Research Protection Program.
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