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.7 CDISC Status in Japan

. "+ » Became mandatory since April 2020. > Daily life with CDISC
¢..5« With Standards — Unlock the power of the data

..« P21 validation error free = high quality data?

« Think Globally, Act Locally

« End-to-End Data management with CDISC
Clinical electronic Structured Harmonized Protocol (CeSHarP) ICH M11
Clinical Trial Data Sharing / Publication
Metadata management/MDR

Data Data Data
Collection Cleaning Publication

Protocol Design

cdisc
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CDISC team
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Highlights

With Standards — Unlock the power of the data

DDF: Digital Data Flow

DRAGON project (Al)

No Standard No automation

TMF Reference Model

FHIR (transfer) to CDISC (repository)
CORE & COSA

RWE/RWD

Individual patient data sharing & the Privacy
» No absolute date for Data sharing

cdisc
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Attendance by Industry
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Attendance by Industry

.........
.........

Fy T — m Academia = BioTech/BioPharma = CRO = Healthcare = Non-Profit = Technology Service Provider



Contents Access




cContents Access

. :“» * Europe Interchange recordings will be shared with Japan Interchange
attendees after you complete the feedback survey.

A e Japan Interchange recording will be post to the platform withina-few-heurs

of-the-end-of-each-session;-after-a-short-processing-peried. Those will be
$orrnsd available in the platform for at least 6 months. Those will be posted onto the
CDISC website where anyone who is logged in as a CDISC members

should be able to view them.

cdisc



2023 Japan Interchange
Tentative Venue: Tokyo
Tentative Date: July 10th — 11t 2023
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