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D dig ezl elsl. a1 dsl(RB) 24 3 &9 A3, 2003. 2. 10.

2) Institute of medicine of the National Academy. Responsible Research: A systems approach to
protecting research participants. Washington, D.C.: The National Academies Press, 2003.
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2002; 5: 69-96= #H=x3 A,

4) “Judgment and aftermath," George J. Annas, and M.A. Grodin ed. Nazi Doctors and the Nuremberg
Code, 102-103.

5) World Medical Association, Declaration of Helsinki: Ethical Principles for Research Involving Human
Subjects. Adopted by the 18th World Medical Assembly, Helsinki, Finland, June 1964. Amended by
the 29th World Medical Assembly, Tokyo, Japan, October 1975; the 35th World Medical Assembly,
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General Assembly, Edinburgh, Scotland, October 2000; World Medical Association. Declaration of
Helsinke: Note of Clarification on Placebo—Controlled Trials. October 2002.

6) International Conference on Harmonization of Technical Requirements for the Registration of
Pharmaceuticals for Human Use (ICH). Note for Guidance on Good Clinical Practice 1 May 1996.
Brody BA. The Ethics of Biomedical Research : An International Perspective. New York, Oxford :
Oxford University Press, 1998 : 219-224.
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7) Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the
approximation of the laws, regulations and administrative Provisions of the Member States relating to
the implementation of good clinical practice in the conduct of clinical trials on medicinal products for
human use. Official Journal L121-34-44, 1 May 2001, p.36.
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8) Office of the Inspector General, Department of Health and Human Services. The Globalization of Clinical
Trials: A Growing Challenge in Protecting Human Subjects. September 2001. OEI-01-00-00190.

9) Wood A, Grady C, Ezekiel J. The Crisis in Human Participants Research: Identifying the Problems
and Proposing Solutions. This paper was first presented and discussed at the meeting of U.S.A.
President's Council on Bioethics September 12, 2002. http://www.bioethics.gov/emanuelpaper.html

10) Cohen C. Leaps and boundaries:: Expanding oversight of human stem cell research. Holland S.,
Lebacqz K., and Zoloth L. ed., The Human Embryonic Stem Cell Debate. Cambridge; MIT Press:
209-222.

11) Holland S., Lebacqz K., and Zoloth L. ed., The Human Embryonic Stem Cell Debate. Cambridge;
MIT Press.

12) American Association for the Advancement of Science and Institute for Civil Society. Stem Cell
Research and Applications Monitoring the Frontiers of Biomedical Research. Washington, DC. 1999.

13) National Bioethics Advisory Committee, Ethical Issues in Human Stem Cell Research. Rockville, MA.
1999.
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14) NIH Guidelines for Research Using Human Pluripotent Stem Cells that is Eligible for NIH Funding
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16) Notice of withdrawal of NIH Guidelines for Research Using Human Pluripotent Stem Cells. Release
Date:  November 7, 2001. NOTICE: NOT-0D-02-007. Office of the Director, NIH; Notice of
Criteria for Federal Funding of Research on Existing Human Embryonic Stem Cells and Establishment
of NIH Human Embryonic Stem Cell Registry. Release Date:  November 7, 2001. NOTICE:
NOT-0D-02-005. Office of the Director, NIH.
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=ABSTRACT=

The Role of Institutional Review Boards and Stem Cell Research

Ock-Joo Kim=*

This paper examines the role of the institutional review (IRB) board with special
reference to stem cell research. The main question raised in this paper is whether
ethics review by local IRBs is sufficient for human embryonic stem cell research. In
spite of growing dissatisfaction with current IRB operation, most countries recognize
the importance of function of IRBs for guarding social and ethical values in human
embryonic research. While a few countries completely banned all kinds of research
which derives stem cell from human embryo, other countries like Japan and UK
allow human embryonic stem cell research. In UK all embryo research including
stemcell research are regulated by a statutory body, Human Fertilization and
Embryology Authority (HFEA), founded based upon Human Fertilization and
Embryology Act in 1990. With strict and transparent review, inspection, and audit
process, HFEA gives a license to a specific research project that was already
reviewed by a Research Ethics Committee. In Japan, research protocols for deriving
stem cell from embryo or those for using embryonic stem cell should be double
checked by local IRBs and a committee under the Ministry of Culture and Science.
In Korea, guidelines recommend that stem cell researches be reviewed by local
IRBs and an Ethics Committee. In spite of a short history of IRB system, local IRBs

and ethics committees are now establishing ethics review of stem cell research.

Key Words : human embryo research, stem cell research, research ethics,
institutional review board (IRB)
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