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CDISC	Standard	–		
Global	Standard	for	Medical	Research	

(from	Protocol	to	Submission)	
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Agenda提纲	

o CDISC	TA	Standards治疗领域 (TA)	标准	
o Background/ObjecRves/Methodology		
				背景/目标/方法	

o Example	1-Diabets糖尿病TAUG	(CDASH/SDTM)	
o Example	2-Dyslipidemia血脂异常TAUG	(ADaM)	
o Example	3-TCB	CPT	(Protocol)	
o Outlook展望	
o Q&A	
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Background背景	

•  核病	(TB)	-	Duke,	Gates	FoundaRon,	TB	Alliance联盟	
•  心血管	(CVD)	–	ACC,	FDA	
•  阿尔茨海默氏病 (AD)–	CAMD,	CriRcal	Path	Inst.	
•  多囊 病 (PKD)	–	Tu_s		Univ大学,	PKD	FoundaRon基金会	
•  疼痛	–	ACTTION	Alliance联盟	
------------------------		2012	------------------------	
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～60	TAs	by	2017	



Objective	目 	

•  IdenRfy	a	core	set	of	clinical	concepts	and	endpoints	
for	targeted	therapeuRc	Areas	

						确定目标治疗领域的核心 床概念和指 	

•  Translate	them	into	CDISC	standards	to	
						将其 成CDISC 准	

–  improve	semaRc	understanding,		
–  support	data	sharing,	and		
–  Facilitate	global	regulatory	submission	

•  Used	in	efficacy	evaluaRons可用于 效 估等	
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TA	Standard	Dev.	Process		
流程 (~12	months)	
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阶段0： 启动和范围界定 
Project charter项目章程 
Scope assessment 范围
评估 
Proposal 提案 
Project plan 项目计划 

阶段1：确定研究概念 
BRIDG对应概念 
Gap assessment差距评估 
Concept maps概念图 
Defined research 
concepts 定义研究概念 

阶段2：开发草案 
项目计划 
SHARE元数据（草案） 
SDTM 
CDASH 
CT受控术语 
UG用户指南 



Published/Progress 
发布和开发中（>	30	TAs）	

治 域	 布年份	 CDASH	 SDTM	 ADaM	
Tuberculosis	( 核病)	v1	 2012	 		 X	 		
Pain	(疼痛)	v1	 2012	 		 X	 		
Parkinson's	Disease	(帕金森氏病)	v1	 2012	 		 X	 		
Virology	(病毒学)	v1	 2012	 		 X	 		
PolycysRc	Kidney	Disease	(多囊 病)	v1	 2013	 		 X	 		
Asthma	(哮喘)	v1	 2013	 		 X	 		
Alzheimer's	Disease	(阿 茨海默氏病)	v2	 2013	 		 X	 		
MulRple	Sclerosis	(多 性硬化症)	v1	 2014	 		 X	 		
*Diabetes	(糖尿病)	v1	 2014	 X	 X	 v2	X	
Cardiovascular	(心血管)	v1	 2014	 		 X	 		
QT	studies	(QT研究)	v1	 2014	 		 X	 X	
Influenza	(流感)	v1	 2014	 v2?	 X	 v2?	
*Hep	C	(慢性丙型肝炎)	v1	 2014	 X	 X	 v2?	
Schizophrenia	(精神分裂症)	v1	 2015	 X	 X	
*TAUG-Dyslipidemia	(血脂异常)v1	 2015	 X	 X	 X	
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Published/Progress	
发布和开发中（>	30	TAs）-	续	

治 域	 布年份	CDASH	 SDTM	 ADaM	
TraumaRc	Brain	Injury 性  V1	 2015	 X		 X	 		
Virology	(病毒学)	v2	 2015	 		 X	 		
Diabetes	(糖尿病)	ADaM	v1	 2015	 		 X	
*COPD	(慢性肺阻)	v1	 2016	 	X	 X	 X	
Tuberculosis	( 核病)	v2	 2016	 		 X	 		
Breast	Cancer	乳腺癌)	v1	 2016	 X	 X	 X	
Kidney	Transplant	v1	 2016	 		 X	 X		
Tuberculosis	( 核病)	v2	 2016	 		 X	 		
Breast	Cancer	乳腺癌)v1	 2016	 X	 X	 X	
Malaria	v1–	征求意见	 2016	 	X	 X	 		
Ebola	v1–	征求意见	 2016	 	X	 X	 X?	

	
	
>10	under	development	
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Example	1:	TA-Diabetes	UG	
用户指南 (170pp)	
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TA-Diabetes	ADaM	v1.0	
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TAUG-Diabetes	v1	–	ToC目录 	

•  2受试者和疾病
特征 

•  3疾病评估	

•  4常规数据	

•  5统计分析 (v2)	

•  SHARE等
metadata 
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1	Introduction介绍	

•  1.1	Purpose目的	
•  1.2	OrganizaRon	of	this	Document文档组织	
•  1.3	Concept	Maps概念图	
•  1.4	Controlled	Terminology受控术语	
•  1.5	RelaRonships	to	Other	Standards和其它标
准关系	

•  1.6	Known	Issues已知问题	
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Concept	Classification概念 分类	
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•  Based	on	BRIDG	model	(class)	



2	Subject	and	Disease	Characteristics	
受试者和疾病特征	

•  2.1	糖尿病病史  -	MH	(CDASH/SDTM,	下同)	
•  2.2	糖尿病并发症  -	MH	
•  2.3	初次治疗Treatment-Naïveté	-	CM		
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Medical	History	–		
Concept	Map	->	CRF	Design	

糖尿病病史 --	概念图 à	CRF设计	
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Medical	History	–		
CDASH/SDTM	Examples	



3	Disease	Assessments疾病 估	

•  3.1	Lab实验室检测  -	LB	(CDASH/SDTM,	下
同) 

•  3.2	Glucose血糖测量 –	LB,	AG* 

•  3.3	Hypo低血糖 –	CE,	FA,	CM,	ML* 
•  3.4	CV心血管事件/结局 (参见心血管TA标准
TAUG-CV)	
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*dra_	domains	



3.2	Glucose	Measurement血糖测量	

•  3.2.1	血糖自测 (如右)	

•  3.2.2	糖耐受测试	

19	|	CDISC	TA	Data	Standards	Overview	|Zibao	Zhang|	2016-11-04	|	PhUSE	SDE	Shanghai	|	dMed	



4	Routine	Data常规数据	

•  4.1	既往和伴随用药 (CM)	–	胰岛素	
•  4.2	生命体征 (VS)	
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Appendices	附录	

•  Appendix	A:	Project	Proposal	
•  Appendix	B:	CFAST	Diabetes	Team	
•  Appendix	C:	Glossary	and	AbbreviaRons	
•  Appendix	D:	Metadata	
•  Appendix	E:	References	
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Appendix	B:	CFAST	Diabetes	Team	

22	



Supplementary	Material	补充资料	

•  Prototype	SHARE	metadata	
•  CDASH	metadata	and	CRF	
•  Dra_	addiRons	to	SDTM	
•  Dra_	addiRons	to	SDTMIG		
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Concept	Map概念图->CDASH->SDTM…	
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Example	2:	TA-Dyslipidemia	
血脂异常 用户指南 (38pp)	
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5.	Statistical	Analysis统计分析	

•  5.1	Sta,s,cal	Endpoints	统计分析指标	
–  •	Percent	change	from	baseline	
–  •	Change	from	baseline	
–  •	ProporRon	of	subjects	achieving	a	pre-defined	cutoff	level	by	a	

pre-defined	Rme		

•  5.2	Subject	Level	Analysis	Dataset	基线数据	
–  ADSL	and	Baseline	variables		

•  5.3	Efficacy	Analysis	Datasets	疗效分析数据	
–  ADEFF:	CHG	and	%CHG	in	LDL-C	etc	
–  ADRESP:	responder%		

à	table	shells,	dataset	metadata,	analysis	result	metadata,	etc		
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Example演示：参见用户指南第5章节	
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Example	3:	TA->Protocol	
TransCelerate	BioPharma	CPT	

•  Common	Protocol	Template	(CPT)	
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Outlook展望1：CFAST Pipeline/ 
规划项目 
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US	FDA	TA	Standards	Roadmap	
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Outlook展望2：TA	Standards	à		
SDTMIG/CDASH	New	Domains新域	

•  SDTMIG	v3.1.3	
•  SDTMIG	v3.2	

•  SDTMIG	v3.3	(batch#1/#2	dra_	domains)	

•  。。。	
Respiratory  

System  
Findings 

Procedure  
Agents 

Cardiovascular  
Physiology 

Functional  
Tests 

Clinical  
Classifications 

Nervous  
System Findings 

Ophthalmic  
Examinations 

Tumor/Lesion  
Identification 

Tumor/Lesion  
Results 

Disease  
Response 
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Outlook展望3：TA	Standards数据 准 à	Protocol/
SAP/ADaM	Standardization?	

•  Study	Design	and	Analysis设计和分析	
– Study	Design试验设计 ->	OK?	
– Data	CollecRon	Endpoints数据采集指标 ->	OK	
– StaRsRcal	Endpoints	统计分析指标 ->	OK	
– Common	Analysis	Methods	推荐分析方法 ->	OK?	
– Table	shells	->	OK?	

•  TA	Analysis	Datasets	数据分析集 ->	OK?	
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Outlook展望4：Research	Concept		
研究概念准确定义 à	

CDISC	SHARE	
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CDISC	TA	Standards	Download		
TA标准下载	

•  www.cdisc.org	->	
•  STANDARDS	->	TherapeuRc	Areas	->	
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Summary总结	

•  目标： 	
– 确定目标治疗领域的核心临床概念和指标	
– 将其转换成CDISC标准	
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阶段1：确定研究概念 
BRIDG对应概念 
Gap assessment差距评估 
Concept maps概念图 
Defined research 
concepts 定义研究概念 

阶段2：开发草案 
项目计划 
SHARE元数据（草案） 
SDTM 
CDASH 
CT受控术语 
UG用户指南 



QuesRons?	

q Contact:	
q Zibao	Zhang	(张子
豹)	

q zibao.zhang	AT	
dmedglobal.com		
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