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Abstract

The Empowerment of Instutional Review Board in the

Public Sector : A comparative review

Lee, Gyoung Hoon
Dept. of Bioethics and Health Law

The Graduate School

Yonsei University

The purpose of this study lies in identifying the current status of Institutional
Review Board (hereinafter IRB) in the health care sector and solving the Conflict
of Interest (hereinafter Col) raised in decision-making process as well as the
empowerment of IRB in the public sector. The focus was laid on the
infrastructure necessary for a fair decision of IRB and in implementing strategies
for the system. The findings are as follows:

First, The environment of medical researches have been rapidly changed into a
challenging situation. Although the know-how accumulated by university
hospitals, research management based on skilled research professionals, and
government—funded research in only a single institution may seem to be
mainstream, some researches recently change into the sponsor—initiated ones
focused on private clinics and have a more commercial aspect.

Second, the IRB, first established in 1989, has actively coped to the demand to

secure the safety and protection of the human right by taking the various

evolution. However, the new challenge to expand the scope of research leads to
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the new environment; the situation granted for peer review was out of interest
and the undue risk may expose on the new subjects. The new decision—making
process seems to be called up nowadays.

Third, it seems that non—expert members should be included into IRB members
in order to procure the deliberated decision-making and IRB review. For example,
if the IRB consists of a multi—disciplinary members to consider and approve the
research plan, IRB can easily identify and put away the built-in conflict of
interest. However, if the high-tech research protocols is to be reviewed, an add-on
systems should be implemented for e non—experts to easily solve the problem that
ones can have. To instantly make substantial discussion and mutual
communication, the relevant government agencies should take a step for an
adequate support.

Fourth, considering that the sponsor-initiated research (for example, a
multi-—center multi—national pharmaceutical research) tends to place no room for
the IRB to require the modification of research strategies, the original purpose of
IRB is to make sure that the ethical soundness rather than the scientific validity
1s documented or not. For the relatively small medical centers, IRB may have a
dual function to surveillance some research, as well as to support the study. it is
time to make more financial support for those small institutions to actively secure
the safety and rights of subjects.

Fifth, in order to independently make a decision and free from mother agencies,
th flexible approach according to the size of IRB is needed as to decide the
amount of financial management. Although is it not in the case of large hospital
IRBs which have its own financial operations, a relatively smaller IRB depends on
the mother agency in terms of financial support. This can place a negative effect
on the subjects in the ear of cutting—edge medical research and medical device
research.

Sixth, if there is a government IRB agency, it can be bureaucratic and cause a
reluctance to the public in intervening ethical issues. However, national ethics
committee (local REC) can easily manage the conflict of interest arising in

institutional IRB. Considering that there is scarce expert pool in Korea to serve as
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IRB members for social sciences, observational study, and survey research, this
system may do favor in human research protection.

Finally, admitting that IRB decision using the collective intelligence of IRB
members can vary in the decision according to propensity of members, the efforts
to ensure diversity and independence should be implemented. If such a cultural
diversity is not the premise, IRB decision is likely to result in a liberal judges,

and cannot go beyond the ability of individual.

Institutional Review Board, Conflict of Interest, Public sector.
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