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The Role of IRBs in Healthcare Generative AI Research and
Directions for Revising the Bioethics Act,
Based on a Scoping Review*

Junhewk Kim*

ABSTRACT

The rapid growth of healthcare artificial intelligence (Al)—namely, the various ways
of applying Al algorithms in health and medicine—urgently calls for the establishment
of a governance system for such research. However, no concrete alternative has yet been
proposed. This study begins with the premise that since healthcare Al research uses data
obtained from humans or targets humans for application, the Bioethics and Safety Act
should apply as long as it regulates research on humans. First, in a scoping review, this
study analyzed that previous legal and academic discussions on the relationship between
healthcare Al and the Bioethics and Safety Act have been primarily limited to de-identi-
fication issues. De-identification is not the only issue in healthcare Al research; therefore,
the role of the Institutional Review Board (IRB) in reviewing related research must be
examined, which this study assessed based on a variety of literature. Additionally, in the
forthcoming Al Basic Act (scheduled to take effect in 2026), an Al Ethics Committee
is proposed to ensure compliance with ethical principles. However, its functions in the
healthcare domain overlap with IRBs in terms of compliance with ethical principles.
Therefore, this paper raises the need to reorganize the Bioethics and Safety Act to allow

IRBs to fulfill this role instead. In conclusion, this paper proposes specific roles for the
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IRB to establish a governance system for healthcare Al research and urges amendments to

the Bioethics and Safety Act to facilitate this.
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healthcare generative Al, Bioethics and Safety Act, IRB, Al Basic Act, Al ethics

committee
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