CDISC O\_/erview ‘

Data Science Express

Victor Wu

CDISC Authorized SDTM Instructor

Vice Chair, China CDISC Coordinating Committee
Chief Consultant

Executive Director, Data Science Department,
Beijing Data Science Express Consulting Co., Itd

M
CDISC i\ iFSDTM I
CDISCH [F #p i 22 71 2= 8l 21
RS
Ay R Rl RN Y 4]
b BT N A A PR A 7]

www.datascie.com
\

B fiEemait SBEEERas victor2050wu@hotmail.com




Table of Contents

» CDISC Organization and Standards Overview

» CDISC in China

B\ dtsemsit Sumemnas :
\&



What CDISC Stands for?
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Clinical Data Interchange Standards Consortium

Non-profit Organization

= The CDISC mission is to develop and support global,
platform-independent data standards that enable
information system interoperability to improve medical
research and related areas of healthcare.

Global Data Standards
 acquisition, exchange, submission and archive
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CDISC History

Initiated as a volunteer organization in 1997

= non-profit organization in February 2000

>385 CDISC member organization

Active CDISC Coordinating Committee in each region
= E3C, J3C, C3C, K3C

www.cdisc.orq
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CDISC map
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Standards & Implementations’

Foundational Standards

PLANMNING DATA COLLECTION DATA TABULATIONS AMALYSIS

SEMD MNon-Clinical

CDASH Products Broducts

Frotocol
Products

ADaM Products
SDTM Clinical
— Products

Define-XML

SDM-XML ODM-XML DataSet XML

Solution Kits
CFAST Therapeutic Area Products

Medical Device Products
Pharmacogenomics/ Genetics
Other Specialty Areas
Questionnaires, Ratings and Scales

CDISC-IHE Healthcare Link Products

CDISC Controlled Terminology (powered by NCI-EVS)

CDISC Glossary

BRIDG Biomedical Research Dumain Analysis Model

CDISC SHARE — Shared Health and Research Electronic Metadata Repository 6




CDSIC in Regulatory Submission

» FDA
« Mandatory from Dec2016.

--FDA Guidance (Dec2014): Provide Submissions in Electronic Format — Standardized
Study Data

» PMDA
+ 10c¢t2016 - 31Mar2020

» China
- TBD
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CDISC History in China

Sandy Lei (JUPRD) introduced CDISC to China in Nov 2007

First CDISC half-day educational event was provided by
Rebecca Kush (CDISC President and CEQO) and Sandy Lei
in Jun 2008 in Shanghai

China CDISC Coordinating Committee (C3C) was initiated

in Jun 2008

The first CDISC Interchange China was held in Oct 2008 in
Shanghai at Fudan University

Shanghai and Beijing CDISC User Groups were organized
and held their first events in the end of 2008

CDISC public trainings in each year

» 2016: Oct Beijing & Shanghai
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Quarterly seminar
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Organizations

e China CDISC Coordinating Committee (C3C)

HECDISCHhAE R~

Focus on event coordination and strategic planning for
CDISC operations

e CDISC China User Groups
o [ P 4

Focus on the experience sharing and problem solving
of CDISC standards between users
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C3C Members

e (C3C is a group of volunteers, who support CDISC global for
regional activities

e The current C3C members include

Zibao Zhang (PPD) — Chair

Victor Wu (it FF} % #jData Science Express) — Vice Chair
John Wang (Johnson & Johnson) — Vice Chair
Stanley Wei (Novartis)

Linda Wang (Novartis)

Pamela Chen (MacroStat)

Simon Wang (Roche)

Yazhong Deng (Covance)

Wejun Bao (SAS JMP)

Ruiling Peng (I £} 1% Improve-Quality)

Lily Zhao (Parexel)

Billy Xin (Johnson & Johnson)

Yanhong Li (MSD)

Zehuai Wen (Guangdong Hospital of TCM)
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CDISC China User Groups .

e Beijing User Group: Chaired by Victor Wu (2008)
e Shanghai User Group: Chaired by Pamela Chen (2008)
e Guangzhou User Group: Chaired by Zehuai Wen (2013)

Beljing

Shanghai

Guangzhou
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China CDISC Coordinating Committee

FECDISCHpiZ R~ (C3CH)" .

» Coordinating CDISC activities in China
» HECDISCTEH EHIE3h

» CDISC standards documents translation and review
» CDISCHrAERN R & 7
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China CDE Specific Work on Clinical Data Standardization
— Steering Committee

» Responsibilities 85520 1 HR 51
o Rk, FER AR E P AR RS B PE R v g — TAE

» Members f5-F 411k 72
« CDE staff, CDISC standards Experts, data management professionals,
statistician, clinical/medical experts

- CDEAR. CDISCHhflE L. B EH LR, SF LR, IKLTH.

» Working Scope T.{E N %
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China CDE Specific Work on Clinical Data Standardization
— Working Group

» CDASH/SDTM/ADaM/CT/TCM/ODM & Define.xml

> Respon&b”ﬂmsigﬁ%
Plan fill & TAETHRIFAR [R] £

Translation and localization, come to industry consensus through discussion

DACFA AL, TT R T e ik sl i
« Feasibility assessment 7] {74 72

» Training and promotion 35 Il Fl1 s F #E)

» Member T/EHK R
« Lead H¥

«  Member/{ 7 :
« Experts, regulatory reviewers, and volunteers 1% 5. & ¥ G Fl &R & 4K

» Welcome to join the working group!
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Strength through collaboration.

www.cdisc.org
www.cdiscChina.org
www.datascie.com
victor2050wu@hotmail.com
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