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< Clinical Research Risk Management Study Group Seminar >
The mission and experience of layperson members of the IRB/EC in Korea and Japan:
Participating in discussion and voting as representatives of the citizenry, society, and patients

Part 1: Mission and experience in an Institutional Review Board in Korea
Seonghwa Yoo Art & Company
IRB Member, Samsung Medical Center
Interpreter: Younjin Rhee Office of Research Subject Protection, Samsung Medical Center

Part 2: Mission and experience in Ethics Committees in Japan
Haruko Saeki Director, My Informed Consent

Part 3: Discussion with layperson members of the IRB/EC
in Korea and Japan
(Monday, October 22, 2018, MS&AD InterRrisk Research & Consulting, Tokyo)
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Abstract

This article is a record of lectures and discussion at the open seminar organized by the Clinical
Research Risk Management Study Group, titled “The mission and experience of layperson members of the
IRB/EC in Korea and Japan: Participating in discussion and voting as a representatives of the citizenry,
society, and patients”, held on October 22, 2018.

Ms. Seonghwa Yoo, Art & Company and IRB member of Samsung Medical Center, talked about her
experience in an educational meeting of 30 participants, during which she voted to “reject” an “unethical”
study protocol offered as a case study, even though all the other participants voted for “approval.” It was
revealed that this protocol was, in fact, defined as unethical in the United States. Through this experience,
she recognized the importance of her participation in the IRB meeting.

Ms. Haruko Saeki, director of My Informed Consent and IRB/EC member of several institutions,
argued that laypersons’ mission was to participate in decision making from the point of view of both
patients and citizens and tax payers. This would contribute to not only steering the progress of medicine in
a just direction but also promoting environmental protection and a peaceful world for future generations.

Subsequent discussions presented the importance of the role and responsibility of layperson members
of the IRB/EC from the point of view of international standards as well as an expanded future framework
for research ethics, with further stimulating strategies for patient and public involvement (PPI).

Key words
institutional review board, ethics committee, patient and public involvement, human subject protection,
citizenship
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