
－411－

＜臨床研究リスク管理研究会セミナー＞

IRB委員のリスク・ベネフィット評価の方法論と審査結果の基準
─ 韓国三星（サムスン）ソウル病院（AAHRPP認証機関）に学ぶ ─

　第1部　研究パターンによるリスク・ベネフィット評価
　第2部　 IRB委員からみる審査結果の選択と基準：

承認，条件付承認，保留をどう選択するか

＜Clinical Research Risk Management Study Group Seminar＞
Methodology of risk–benefit assessment and standardization of voting options in IRBs: 
Learning from AAHRPP-accredited Samsung Medical Center

　Part 1: Risk–benefit assessment according to study phase

　Part 2:  Standardization of voting options in IRBs: 
Approved, minor revision required, and not approved

　　（Thursday, November 2, 2017, InterRrisk Research & Consulting＊2, Tokyo）
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Abstract
　　This article is a record of the lectures at the Open Seminar organized by the Clinical Research Risk 
Management Study Group, titled “Methodology of risk–benefit assessment and standardization of voting 
options in IRBs: Learning from AAHRPP-accredited Samsung Medical Center,” held on November 2, 2017.
　　Mr. Hyunin Cho, Deputy Manager of the Office of Research Subject Protection, Samsung Medical 
Center, provided two lectures, namely, Part 1: Risk–benefit assessment according to study phase, and Part 
2: Standardization of voting options in IRBs: Approved, minor revision required, and not approved.
　　Part 1 provides analytical approaches for members of institutional review boards (IRBs) to assess the 
risks and benefits of each element of a study procedure at each study phase, from phase 1 to phase 4. This 
part also introduces studies with individual identifiable data and/or samples. Part 2 provides a way of logical 
thinking for choosing voting options as well as considerations for the standardization of review results 
among IRBs in the same institute. Both lectures have been developed by Mr. Cho as components of the 
educational program for IRB members at Samsung Medical Center.
　　As IRB members in Japan are not closely familiar with such methodology of risk–benefit analysis and 
voting to define review results under each member’s responsibility, this record of lectures is expected to 
contribute to the improvement of reviews by IRB members in the Japanese research community.
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