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Disclaimer and Disclosures

i S The views and opinions expressed in this presentation are those of the
author(s) and do not necessatrily reflect the official policy or position of

CDISC.
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1. CDISC in China Update




CDISC in China (2007-2021)

CDISC

introduce to Sep: 2nd

China . t. h Jun: Data Standardization Committee
NOZ3 1: rnterchanse Aug: Data Standardization WG
interchange

CDISC Interchange 2017 ~

Jun: Half day Training CDISC CDISC Standards CDISC NMPA.CI%nical-Trial Data
(Becky Kush and Sandy Lei) Standards CN released suggested in Submission Guidance
Jun: C3C established Translation CFDA Guidance

Dec: CDISC UG




1999

2007

2016

e 2007: Provisions for Drug Registration

(AmEMERE)
* database submission was required in
NDA

e 2016: Technical Guidance on Data

Management {IEAIRIEEIBEIRT1E

BoRIEE)

*...Suggested to adopt CDISC standards
to submit raw database and analysis
database.

02020 Guideline on the Submission of
Clinical Trial Data {Z44/IiE A&z 58 ¥
BRI S EMETT)D
*encouraged to submit clinical trial

data following CDISC standards
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o %47 E#: 20200720
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http://www.cde.org.cn/news.do?method=viewlnfoCommon&id=7a43c3abfde95950
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Why Standardization from Regulatory Reviewer’s View?

Standardized collection, organization, analysis, and presentation of clinical trial data play an
important role in improving the efficiency and quality of clinical researches and development,
shortening review timelines.

[HISEHbICEE . 238, SRS TGRS MR TS IR L R R, s
FHESAEENER, #AAATERLLARNEE, REMLRMENEETERH

.1

If the clinical trial data submitted by sponsor does not follow certain specifications, it will take
significant resources for reviewers to get familiarized with and understand the data structure
and content.

[HAFERZMIERRIEEEE LI ER—ENE, REMERRRESUEASKRERAXERN
HITEIR. ]

Sponsor is encouraged to submit clinical trial data and the associated materials according to
CDISC standards

[ S R 73 75 LACDISCARIEIE 32 Ik AR IR 3G B 18 K AR K B R IR 58t ]
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: " If the clinical trial data submitted by sponsor does not follow certain specifications, it will take
-+, i significant resources for reviewers to get familiarized with and understand the data structure
¢ and content.

L AR NIERRIRE T E— RS, BENEREGRER N SRR RN

e HITEIR. ]

[RLFRAT, BOAFNEEVMAIERZSH X ZRIENIRKREHFEHITLESH, HiER
BAEK, BEEFAB/LFHEUSKI. ]

In some cases, sponsor or regulatory agency may need to conduct pooled analyses using
multi-sources of clinical trial data. Non-standardized data will make this task almost
impossible.
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NMPAE3Z & Tips

HxXHFTE. 1&XIEMH

- ¥¥EAA

 xml: define.xml(}7F)

« pdf: define.pdf (F#E#)
« aCRF: pdf

Q) TREDCHEEHaCRF

« MRIEBZHIXpt /R A HiE S X R i9aCRF

 BOREIRRAA: pdf (RISBUREE/SHTIRRE)

IR
o TR XPT Vs ESIA
« XPT v5: SAS (proc copy)
«  XPT v8 (3%F): http://support.sas.com/kb/46/944.html

® JEE: SAS CPORT #iHIxpt Z 175K
* Encoding: EEE (HESRAA) iR
« UTF8: ##
« EUC-CN

BRhAN [ERIERRGAF ] AR AYAS (Encoding, ZAutf-8.

HEHIESE
o JRIREGERE: AOFEIEE — dm.xpt
o @EAdM; FA—FKIEE
- WAErE: STUDYID/USUBJID/SUBJID
o DIEIBE: FIXEBKFEDIHHIESE -
adsl.xpt
- & Radsl; BA—FKILFE
- 8 . AO%, EENESEISERR, aT4E.
eEZE. EEHE. 2T AREISEER
Hih#iEeE:
o YT E: STUDYID/USUBJID
o [RIGBUREE
« VISITNUM, VISIT——3XtRz
- BUREHZSHECDISC: ae, cm,ds, Ib, vs, gs...
o DIEIEE
o BELL “adxxxxxx”fpt%
« SRS BN RESRISSUBSERIFIN |, 10|

adcm, adae, adlb

euc-cng) , LUE G Frid 3z FIEIESE BN ELAS Y 1B 72



http://support.sas.com/kb/46/944.html

S SCEHEFE Foreign language database

.+ +\What to translate FiFHZE

v BiERE: CSRIRFTHFMAIAZA Values referred in CSR:

i .« AE/MH/CM %&#5: coded values

e AT

v ?Emaﬁjdfrmeta WIREARE ., TEBIRE; (THEEIENRE; BRI FaBE S R 5

v BIEEIRIA
v' aCRF: [Bl@##A; 5 K7 dEtrio] @AY EUE S SRS

C3CHEEL: HFEX I, HIEE/ T Elr7 CSRALZFZRIIHEAEN X
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. CDISC Standards Translation

F T DS fICDISCH SR S A1
SDTM metadata (IG V3.2/3.3), {3 K Af

e ADaM metadata (IG V1.2/1.3), 7 K Af

ot o WHEEAREXH, KA (Eﬁfﬁﬁ\fﬁ%qﬂ call for volunteers)
e SDTMIG V3.2, T KA

e ADaMIG v1.1. ADaM OCCDS v1.0, f & A
&k o FEEE IR AR AE ] PR R (FAs1.0) , EkAT
i o HPPR OV O B VR T AU R e AR v P P FE R 1.00R, B kAT

Al LAZECDISCE ’, https://www.cdisc.org/translations/chinese | %21 UL |- &H
PECHY
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https://www.cdisc.org/standards/therapeutic-areas/traditional-chinese-medicine-coronary-artery-disease-angina/traditional
https://www.cdisc.org/translations/chinese

s PR B4 ¥ o AL B 2] 22

 Volunteers/Representatives from CRO/Pharma/lnstitution

« (HECDISCEtERKILINIELE ) draft 2023-08
o {NMPAHUIEIEAZ#ZIGAN]) draft 2023-08
. IEAREIERIZFSOP/Templates

cdisc
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CDISC China Activities 2023

« CDISC Public Training, 1t 522-24Aug2023
« CDISC China Interchange, 1t 5225-26Aug2023
« CDISC User Group j&zf1: Oct ~ Dec 2023 planning

 CDISC webinar

https://www.cdisc.org

Greatel Clarity Starts Here

CDISC Education
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;
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Upcoming Webinars
Public Webinars Archive

Members Only Webinar Archive

All Events
Calendar


https://www.cdisc.org/

2. Metadata Driven Automation
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Standards-based/Metadata-driven Automation

Analysis Results
Standard '

CDASH- SDTM-

Standardized N
' Fl I
L Contents ) [ Automation } exibility
( Standardized | [ /\
. Process )
[ Tools } [ Metadata J Al
Assisted
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i Automation from protocol to eCRF?

S | Computer Assisted
Pt Structured :
;=i | Protocolinfo

AUTO

Trial Design

( Trial Schedule? \l
Visit/Timepoint
vs Domains |

Model

CRF spec >

eCREF library
(Fields in
each Domain)

Cdi.SC TS = Trial Summary; TV: Trial Visits;




§ " Data review, to base on

standardized or original data? :
Computer Assisted
EC Designer
. o
A anfqrmance
Validation Rules Computer Assisted
Tabulated Data (data issue related) Data Review

Standard Data
Clean Rules




Protocol
i c \/A/— ___________
... i E \_/_I Shell :
: D I /// e
........ ; Structured - 2
. Protocol info | :

SAP=Statistical Analysis Plan; TLF = Table, Listing and Figure; CSR= Clinical Study report



What to do with programing?

[ Requirements Metadata

L Reauirements Machine readable Tools
@ | q Metadata

Computer/Al
Assistant

cdisc [

Code

H Output J

o

[ Code

—

[ Output ]




3. How to Study CDISC




. Path of CDISC Study

8. - 11 SEEEOBLE - MNRER FREN)

Ve 1.2 KIRTAETSEOEA - SNRAER (RLARAE)
g v tA: @AtAYOverview Webinar/Aff i BE
Lot Y IGEZ
R 21 @RS IR
v CDISCE AN
Al v IGHIEIE
T e 221BEIGEE, BERENA
Lot e 2.3 %K. TR, Paper. £ - 2WRFAR
v CDISC interchange: BEJ5¢HE, ST
i v CDISCRAER: dt. £, 1. & Taangne

v JERT2A 40 fJadvanced webinar, i EE: RESE
v #{58%: CDISCRHRFEE. BUBERIZMITEE. ..

e 3.0 A4E, EVIFIEL, 1EZR - B51E
v o JERTAYOverview Webinar/tZ3)I13F
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CDISC resources

. —
.
* httpS.//WWW.CdISC.Orq 0o
-~ ISC New to CDISC Education  Resources  Events  Membership  Members Only
4
(] ;[ Foundational Data Exchange Therapeutic Areas Standards CDISC Library
. BRIDG CTRXML Alphabetical Publications CDISC Library
i PRM Dataset-JSON By Disease A
: ateee v Disessefrea In Development Real World Data
i SEND Dataset- XML Published User Guides bl evions R CDISC
: CDASH Define XML Standards in Development Vaccine Administration
o SDT™ a8
s CDISC 360
. SDTMIG ODMXML
° CORE
ADaM RDF )
CDISC Biomedical Concepts
QRS SDMXML
Digital Data Flow
Medical Devices -
Terminology
Genomics
Glossary

Controlled Terminology

NSV Registry

[ ]
FDA 1. FDA Data Standards Catalog

Study Data Standards Resources 2. FDA Guidances

3. Technical Guides

4. FDA Business and Validator Rules



https://www.cdisc.org/
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources

@cccrens

Thank You!

victor.wu@datascie.com
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