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The Framework of the IRB System in the United
States and its Problems:

Towards Establishing a System of Research Participant
Protections in the Japanese Social Sciences

Kayo Fujimoto*

M Abstract

This paper examines key features of the Institutional Review Board (IRB)
system in the United States as well as problems in applying an IRB system to so-
cial science research. This examination will point out the caveats in the US system
and propose essential elements necessary to establishing a research subject protec-
tion system in social science research in Japan. This paper divides the IRB system
into two frameworks: conceptual and practical. The Conceptual framework is a
framework that is associated with the goals of the IRB system. The Practical
framework is a framework that serves as the process to follow in order to achieve
those goals. For the Conceptual framework, I will address the two major concepts
of “minimum risk” and “informed consent”. For the Practical, I will examine the
procedures known as “institutional assurances” and “IRB review”, both of which
are based on a social contract that is characteristic of American society. I will also
consider several issues with the introduction of such an IRB system to the Japa-
nese counterparts through a discussion of the culturally and socially influenced
definition of “harm” that may be caused by social science research. Finally, I will
argue the necessity of championing the concept of informed consent as a process
of obtaining voluntary participation from subjects, and institutionalizing the ethical

training of researchers before actually conducting such research.

Key words: IRB system, institutional assurances, IRB review, minimum risk,

informed consent
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