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ABSTRACT

Background: Oversight on the bioethical compliance of national R&D projects or research personnel is currently conducted
exclusively by IRB (Institutional Review Board) within the relevant research institute, Considering current state of affairs in Korea,
there is an imperative to establish a national oversight system for bioethical compliance, conduct comprehensive oversight on
bioethical compliance of national R&D projects, and enhance subject protection system, Methods: We examined opinions from
researchers and IRB personnels regarding ethical oversight system on R&D projects. Additionally, we looked at IRB assessment by
KAIRB (Korea Association of Institutional Review Board) in order to identify status and problems with current IRB system in Korea,
Assessment was also done for four other countries (US, UK, Germany, Singapore) through in—person visits as well as surveys in
writing for a total of 6 months (2012,12,1~2013.5.31). The research comprised of two aspects: system management and R&D project
audit, Based on this, we examined current status and problems of the existing system in Korea and made recommendations for
improvement, Results: Regulatory objectives and backgrounds of biomedical researches are different from each country due to
different characteristics of bioethical oversight system, This shows that each country sets up its own regulations and procedures to
fit each situation, Bioethical compliance oversight system greatly varied between the countries, From this study, it can be seen that
improvement of existing procedures and oversight system or establishment of new ones are essential in Korea, Conclusion: In terms
of system management, a dedicated government organization need to be established for bioethical compliance, subject protection,
IRB inspection, training, evaluation, and certification of systems, and also support for IRB e—system, Regarding R&D project
oversight, it is essential to confirm IRB review results before start of a research, to conduct a review on ethical aspects of research
plans, and to carry out continued oversight on bioethical compliance through interim reports,
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Table 1. Research and methodology.
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Country Methods

Related institutions

Korea Pre-surveys Literature review

-KAIRB (Korea Association of Institutional Review Board)

-Office for Human Research Protections (OHRP)

USA in-person visits or surveys in writing

-National Institutes of Health (NIH)
-University of Rochester

-New York University
-Department of Health (DH)
-Health Research Authority (HRA) 2! National Research Ethics Service (NRES)

UK in-person visits

-Research Ethics Committee (REC)

-Medical Research Council (MRC)
-AstraZeneca

-Deutsche Forschungsgemeinschaft (DFG)

Germany surveys in writing

-Deutschland das Bundesinstitut fur Arzneimittel und Medizinprodukte (BfArM)
-Paul-Ehrlich-Institute (PEI)

-Medizinische Ethikkommission, Medical Ethics Committee (MEC)
-Ministry of Health (MOH) Singapore

Singapore in-person visits

-National Research Foundation (NRF)

-National Healthcare Group (NHG)
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Table 2. Features of regional ethical oversight system.
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Country Features of the ethical oversight system
Based on ‘Bioethics and Safety Act’, the Ministry of Health and Welfare regulate research for derivatives of
Korea human subjects and human. The main objective is to contribute to bioethics and public health, ensure safety
and improve qudlity of life.
Us Based on ‘45 CFR 46 Subpart A’, the Department of Health and Human Services (DHHS) regulates research for

protection of human subjects which is supported or conducted by federal government.

Department of Health (DH) suggests policies, principles, and standards for research so that regulatory authority
UK can conduct consistent regulation and supervision. The main objectives is fo contribute to convenience of
researchers, activation of research and economy through simplification of procedures.

Freedom and independence of research may be guaranteed in the Constitution fo minimize political impact.

Germany

However, exceptionally biological research is regulated by BfArM and audited by Medical Ethics Committee

(MEC) according to the Pharmaceutical Law and Medical Appliances Act to profect human values

Singapore organizations.

If research is properly carried out, the welfare and safety of the subjects are left at the hands of self-regulatory
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Table 3. Status of research ethics committee and regional survey.

Country Research Ethics Committee Inspection of regulatory authority
Based on ‘Bioethics and Safety Act’, inspection regarding operation
Korea IRB is in charge of primary role in research ethics. status of IRB is required to be made every three years, but this is yet
to be enforced.
Us In addition to IRB, Private-profit ethics committee  OHRP conducts inspection on programs for protection of the
(ex.western IRB) is in charge of primary role. institutional subjects.
UK HRA manages NRES. NRES manages each local NRES inspects REC. (REC inspection related fo clinical frials is
REC. conducted every three years)
Germman Based on state law, MEC is in charge of primary State has responsibility in managing MEC, but ability to control such as
Y role in research ethics. inspection is weak.
. - . . . Th t t tantl trict IRB. But if ,
Singapore  IRB is in charge of primary role in research ethics. e govermment does not constantly restic Ut necessary

governmental inspection and regulation for IRB are also possible.

* OHRP : Office for Human Research Protections
*HRA : Health Research Authority

* NRES : National Research Ethics Service

* REC : Research Ethics Committee

* MEC : Medical Ethics Committee
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Table 4. Ethical evaluation status of regional new R&D project organization.

Country Ethical Evaluation Status of supporting agency
Korea E’rhi(?ol evoluo’rior? is con.oluc’red by IRB in the relevant research institute. Supporting agency proceeds only scientific
review at selecting projects.
us NIH evaluates risk of subjects, adequacy of protection, social benefits, importance of research objectives and so on.
UK It provides guidelines for the ethical evaluation at selecting projects and evaluates project according to the guidelines.
But it usually accepts evaluation of REC.
Germany MEC' evaluates ethical aspects of projects. Supporting agency does not additionally assess the ethical aspects of
projects.
Singapore Ethical evaluation is conducted by IRB in the relevant research institute. Supporting agency proceeds only scientific

review at selecting projects.

Table 5. Status of audits and inspections on new R&D project.

Country Audits and Inspections on New R&D project
Korea It does not proceed to inspect ethical aspects of the project.

NIH does not conduct inspection directly. But if the problem in relation to research subject occurs, OHRP or organization
us can conduct inspection. Based on the results of inspection, NIH may request additional reports for protection of subjects.
And if problem is not resolved, supporting agency can stop funding.
Supporting agency does not proceed to inspect ethical aspects of the project. MEC does not have the capacity to
supervise in addition to performing continuous review least once a year. The BfArM plays a maijor role in ethical problems.
UK There is no separate audit program on the project.

Germany

Singapore  There is no separate audit program on the project.
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