Clin Eval 47 (3) 2020
SdE o

<RFAREU A EBRASEZF—>
IRBZEDURY - X7« v MHEDG EREBELGROEE
_ EE@—E (-U--L\ZJ) y'j”/ BJ'E (AAHRPPWL\HIH%EEQ) l %lS\ —*1

F18 WHRNFI—VICKDURD - XRT v ~H
%28 IRBZEDSHIBEGROFERERE !
G, FREIEER, (RBZESERIDHD

(2017F11H2BN R : HXEHA UV F—URTHIR"’ &t 10ERHE, ®R)

< 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 *?, Tokyo)

Hyunin Cho
=2 (oA v) vombe s R E =

Office of Research Subject Protection, Samsung Medical Center

38R (Interpreter) : Younjin Rhee, Chul yong Kim
SE (AR Y) VUYLt gRE R E

Office of Research Subject Protection, Samsung Medical Center

#73 (Cooperation) : Ju sang Yun
ZR (ALY ULkt PR R

Office of Research Subject Protection, Samsung Medical Center

H - 18 - BEFHA - RETRT
I : IRARAR YU R O EIEHRS
g | ZHERBENSKIRIRFN G4
7 : BRRETETITS

Organizes and cooperators : Chieko Kurihara;
Clinical Research Risk Management Study Group;
Mitsui Sumitomo Insurance; Rinsho Hyoka Kankokai, Inc.

RN, BEOY IS —ORENIED 2 IR L TV 5.
2B MS & AD A ¥ & — ) Z U Rk St (MS&MD InterRrisk Research & Consulting)

—411—



ERPREFM 47%3%5 2020

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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