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1) Guide to Good Clinical Practice Newsletter(Jan. 2007), 14 No. 4 CLINPRAC-NWL 4,
Who Conducts IRB Review Not A Key Litigation Factor.
2) Pub. L. No. 93-348, § 201, 88 Stat. 342 (1974).
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3) Danielle C. Beasley, "Coupling Responsibility with Liability: Why Institutional Review
Board Liability is Good Public Policy”, 36 N. Ky. L. Rev. 45, 46 (2009); Carla M.
Stalcup, "Reviewing the Review Boards: Why Institutional Review Board Liability Dose
Not Make Good Business Sense”, 82 Wash. U. L. Q. 1593, 1609 (2004); Sharona
Hoffman & Jessica Wilen Berg, "The Suitability of IRB Liability, 67 U. Pitt. L. Rev.
365, 367-68 (2005); David B. Resnik, Liability for Institutional Review Boards", 25 J.
Legal Med. 131, 179-80 (2004).
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4) Guide to Good Clinical Practice Newsletter(Jan. 2007), 14 No. 4 CLINPRAC-NWL 4,
Who Conducts IRB Review Not A Key Litigation Factor.
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9) Beasley, supra note 3, at 48-53.

10) Cynthia Dunn & Gary Chadwick, Protecting Study Volunteers in Research, CenterWatch,
2004, pp. 17-24; Lee O. Jastone, Federal Protection for Human Research Subjects: An
Analysis of the Common Rule and its Interactions with FDA Regulations and the
HIPAA Privacy Rule, Nova Science Publishers, Inc., 2006, pp. 99-100.
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Abstract

A Study on the IRB Suits and the Alternative Remedies
in the USA

Park, Soo-Hun*

The most important thing in the research including human subjects is to protect
the rights, safety, and welfare of the participants in that research. As explored
above, however, both self-regulation by the researchers and government regulation
have turned out to be not so effective safeguards to the human research subjects
in the USA. Thus, the human research subjects began to make protecting their
interests guaranteed by bringing legal suits to the court. Although the number of
legal suits brought to the court is not significant now, | believe, it will be
increasing and be the trend of the day. It is usually said that a legal suit has
a huge influence on the society when the public is made aware of it. IRB suits
have two different flipsides: the one is to ensure IRBs to review the protocols
much more carefully and to enhance accountability; and the other can cause IRBs
to act much more negatively. Although IRB suits are the current trend that can
not be stopped and have much advantages, they have many disadvantages as well.
Therefore, it's necessary to find the ways how to decrease the legal liabilities of
IRBs, yet continue protecting the research subjects without bringing legal suits.
There are several ways to do so: using independent or commercial IRBs, providing
explicit provisions in federal statutes on the roles and responsibilities of IRBs,
providing insurance and compensation fund, increasing supports for protecting
research subjects, mandating statutory administrative exhaustion, applying
accreditation program, and giving qualitative immunity to IRBs. In Korea, the
number of clinical trials is increasing tremendously year by year. In
proportionality, the concern to the methods for protecting research subjects is also
increasing. However, Korea does not confront IRB suits like in the USA. When
we consider that clinical trials may be conducted throughout the whole world and
the results may be published, Korea, also may encounter IRB suits in the near

* Sookmyung Women's University/SJD/Associate Professor.
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future. We also know that the effect of legal suits to the society is huge through
the cases of both the USA and Korea. Thus, American case laws on the IRB
suits and the alternative remedies can be a good model to protect research subjects
without diminishing IRB's activities in our country, Korea.

Key Words : Alternative remedies, Informed Consent, Institutional
Review Board(IRB), IRB suits, Protection for human
research subjects, Research including human subjects
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