cdisc

202

a1 TOKYO
INTERCHANGE

12-13 JUN

Bl

E: CONFERENCE & EXPO | 10-11 JUNE: TRAININGS

Akira Soma

Solution Director

CDISC authorized Instructor for SDTM Theory & Application
Chair of Japan CDISC Coordinating Committee (J3C)
Oracle Life Sciences

June 13th, 2024



Thank you

J3C team
CDISC team




J3C team member 2023 ~2024

[ 4 @ﬁ,_

Ms. Kaoru Matsumi
J3C member, CMIC
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Dr. Mihoko Okada
CDISC BoD, Institute
of Health Data
Infrastructure
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Ms. Akari Kamitani
J3C member, Shionogi
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Mr. Hidetoshi Misawa
J3C member, Pfizer

Ms. Megumi Kitayama
J3C member,
Wakayama Medical univ.

Dr. Hideto Yokoi
J3C member,
Kagawa univ. hospital
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Ms. Hidemi Hasegawa

J3C Vice Chair,
Boehringer Ingelheim I

810 coiscBoD, Daiichi-
Sankyo

Mr. Akira Soma
J3C Chair, Oracle

Dr. Hiroshi Masumoto
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Ms. Yoshiko Kitagawa
J3C member, Ono
Pharmaceutical
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Dr. Toshiki Saito
J3C Vice Chair, NHO
Nagoya

Mr. Akira Mizuo
J3C member, Intage

Ms. Takako Nozaki

J3C member, Gilead
Sciences
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| Mr. Hideaki Kosaka
J3C member, EP S mud

Corporation

Dr. Yuki Ando
(Observer, PMDA)




“." The CDISC Team

Andrea Vadakin Rao
e Sr. Director, Events

Sheila Leaman

* VP, Membership &
Events

® Pearce O’'Neil

« Member Service
. Manager

Bernard Klinke

* Virtual Experience
Manager
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Sponsors & Exhibitors
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Speakers




" Topic Summary

» Dally life with CDISC
 Remove unnecessary variability
.+ End-to-End Data management with CDISC
« USDM v3 with ICH M11, Biomedical Concept (BC)
- - COSA/CORE
i « Healthcare to Clinical Research: HL7 FHIR Vulcan, Dataset-JSON

g + Analysis Results Standards (ARS) & eTLF Portal

Data Exchange :
Protocol Design Data Cleaning (Vulcan, g Data Analysis

USDM/M11/BC CORE Dataset- (ARS,eTLF
( ) { ) JASON) portal)




Person in charge of CDISC should be..

Sushi Chef SF Movie Director
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