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Victor Wu
Title: EVP, Data Science
Organization: !"#$%&'()*

Victor WU(吴崇胜)，Ph.D.，CDISC中国协调委
员会(C3C)主席，CDISC官方认证SDTM及ADaM
讲师；北京迪时咨询有限公司共同创立者；临床
数据标准化顾问组主席、北京生物医学统计与数
据管理研究会(BBA)常务理事。在数据标准化翻译

与推广、流程规范化、自动化工具开发方面有丰
富的经验，为行业贡献良多。



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• {Please disclose any financial relationship or conflict of interest relevant to 
this presentation here OR}

• The author(s) have no real or apparent conflicts of interest to report.
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1. CDISC in China Update



CDISC in China (2007-2021) 
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CDISC 

introduce to 
China

2007

Jun: Half day Training
（Becky Kush and Sandy Lei）

Jun: C3C established

Dec: CDISC UG

2008

Since 2009, Every year: CDISC public training-BJ/SH

Sep:2nd

interchange

2010 2011

CDISC 
Standards
Translation

2014

Jun：Data Standardization Committee
Aug: Data Standardization WG

CDISC Interchange 2017 ~ 

2016 2020

NMPA Clinical Trial Data 
Submission Guidance

CDISC Standards 
CN released

Nov: 1st

interchange

Since 2008: CDISC UG Activities / Seminar: Quarterly

CDISC 
suggested in 

CFDA Guidance

2017

Since 2011: CDISC Standards Translation and update

2023
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• 2007!Provisions for Drug Registration
"#$%&'()*+
• database submission was required in 
NDA

• 2016!Technical Guidance on Data 
Management",-./01'(23
4567+
• …Suggested to adopt CDISC standards 
to submit raw database and analysis 
database.

¡2020 Guideline on the Submission of 
Clinical Trial Data"#8,-./01
9:6;<=(.>)+
• encouraged to submit clinical trial 
data following CDISC standards



!"#$%&'()*+,-./0&123 (NMPA 2020)
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http://www.cde.org.cn/news.do?method=viewInfoCommon&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.
!"#$%&'()'*+,-./0123456789:/0;<=>?,@A'BCD

EFGHIJK=LMNOPIQ69RSTUVWX)NYZ;<[\X=]^_`[a

bcd

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.
!efghi=/01234jklmno="#Npq,)r34stuvwxyMzA=

DE{|cd

Sponsor is encouraged to submit clinical trial data and the associated materials according to
CDISC standards
!}~efg�CDISC��hi/01234u��=e�{�cd

《药物临床试验数据递交指导原则（试行）》 (NMPA 2020)



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.
!efghi=/01234jklmno="#Npq,)r34stuvwxyMzA=

DE{|cd

!�����Nefg[\X�t���K�5��|=/01234Z���*+N34�

I"#�N(�QM������.cd

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.



NMPA%&'(Tips
• �����S' ¡¢£

• 01?@
• xml: define.xml(AB)
• pdf: define.pdf (CAB)

• aCRF: pdf
• !"EDC#$%&aCRF
• '"()&xpt*+#$%,-&aCRF

• 01DE?@: pdf (*+#$.//0#$.)

• 34��
• FGHI!XPT V5!"#$%

• XPT v5: SAS (proc copy)
• XPT v8 (&'): http://support.sas.com/kb/46/944.html
• ()*SAS CPORT+,xpt-./012,

• Encoding: JKL"01DE?@+M?@
• UTF8*&'
• EUC-CN
• …

• +,-./
• <N01O!PQR01S – dm.xpt

• 345dm; 6789:;
• <=>?*STUDYID/USUBJID/SUBJID

• TU01O!V.WXYTU01S –
adsl.xpt

• 345adsl; 6789:;
• 包括：人口学、重要的基线特征/分层因素、治疗组、

预后因素、重要日期、分析人群划分等信息

• 01-./2
• Z[\]!STUDYID/USUBJID
• <N01O

• VISITNUM@VISIT一一AB
• CDE34FGCDISC*ae, cm, ds, lb, vs, qs…

• TU01O
• HIJKadxxxxxx”命名
• 分析数据集的命名应尽量与原始数据集保持对应，如：
adcm、adae、adlb等

123-45#$6789:;89<=>?@Encoding, Autf-8Beuc-cnCDEFGH<()&#$%IJK?&LM

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


外文数据库 Foreign language database

•What to translate !"#$
ü 01O!CSR^_M`abcd Values referred in CSR:

• AE/MH/CM 34: coded values 
• NOPQ

• …
ü 01?@FGmeta: 01Sefg\]efhijkl?@h`amn6ebopqrst
_

ü 01DE?@

ü aCRF!uvwxh`amn6euvbopqrs

C3C!": #$%&'()*/+,-.'CSR/01/234()5678/%.



CDISC Standards Translation
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目前可以参考的CDISC中文翻译文件有：
• SDTM metadata (IG V3.2/3.3), 待发布
• ADaM metadata (IG V1.2/1.3) , 待发布
• 常用受控术语文件，已发布（更新版准备中, call for volunteers）
• SDTMIG v3.2，已发布
• ADaMIG v1.1、ADaM OCCDS v1.0, 待发布
• 中医针刺治疗领域标准用户指南 (版本1.0) ，已发布
• 中医冠心病心绞痛治疗领域数据标准用户指南1.0版，已发布

可以在CDISC官网，https://www.cdisc.org/translations/chinese下载到以上翻
译文档。

https://www.cdisc.org/standards/therapeutic-areas/traditional-chinese-medicine-coronary-artery-disease-angina/traditional
https://www.cdisc.org/translations/chinese


)*#$+',-./

• Volunteers/Representatives from CRO/Pharma/Institution

• 9/:CDISC;<=>?@ABC draft 2023-08
• 9NMPA()DEFGHIC draft 2023-08
• JK()LMSOP/Templates
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CDISC China Activities 2023

• CDISC Public Training, NO22-24Aug2023
• CDISC China Interchange, NO25-26Aug2023
• CDISC User Group PQR Oct ~ Dec 2023 planning

• CDISC webinar

https://www.cdisc.org

https://www.cdisc.org/


2. Metadata Driven Automation



!"#

内容：标准化

过程文档

交付物

流程：规范化

一致性

CDISC



Standards-based/Metadata-driven Automation

Protocol CRF SDTM ADaM

Analysis Results 
StandardARM

Standardized 
Contents Automation

Standardized 
Process

Tools Metadata

Flexibility

AI 
Assisted

SDTM-
ADaM?

CDASH-
SDTMDDF

CSR

?

TFL



Automation from protocol to eCRF?

SDTM
Trial Design 

Model Trial Schedule?
Visit/Timepoint 

vs Domains

TV

Draft (e)CRF?CRF spec

eCRF library
(Fields in 

each Domain)

Computer Assisted
CRF Designer

TS =  Trial Summary; TV: Trial Visits;

CDASH

Structured 
Protocol info

AUTO AUTO



How about data clean/review?

eCRF library
CDASH

Develop Standard 
Edit-check

Tabulated Data
SDTM

Conformance 
Validation Rules 

(data issue related)

Standard Data 
Clean Rules

Computer Assisted
EC Designer

Computer Assisted
Data Review

Data review, to base on 
standardized or original data?



Protocol

Tabulated 
Data

Analysis 
Data

TLF

CSR

Computer/AI Assisted Data Flow

SAP Shell

Result 
Data

TLF metadata - Layout

TLF metadata -
Analysis

Structured 
Protocol info

eCRF Spec

Mapping Spec Analysis Data Spec(e)CRF

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

(e)CRF Data
External Data



What to do with programing?

Requirements CodeMetadata Output

Requirements ToolsMachine readable 
Metadata Output

Computer/AI 
Assistant Code

old

new



3. How to Study CDISC



Path of CDISC Study
• 1.1 RSTU&TV –WXYZ@Q[\D

• 1.2 ],^_&TV -WXYZ@`aQ[D
ü Abcd&Overview Webinar/efg
ü IGhi

• 2.1 ^_&jklmn
ü CDISCo3pqg
ü IG&mn

• 2.2 rsIGtuEvdw7

• 2.3 )xBfyBPaperB/z –{|}~
ü CDISC interchangebo3��E��
ü CDISC=���b�B�B�…��������
ü cd��&advanced webinarBefg: ����
ü ���bCDISC=��B#$��ef�…

• 3.0 ��E����yBYZ –�l�
ü Abcd&Overview Webinar/pqg
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CDISC resources

• https://www.cdisc.org

• FDA 

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

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


Thank You!
victor.wu@datascie.com
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