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Outline

● Background (Questions #1 and #2)

● E-Sub: current (Question #3)

● What’s the e-Sub future? (Question #4)

● Opportunities and challenges? (Question #5)
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Background - CSR

● Clinical Study Report: required as part of NDA 
submission

● ICH E3 Guideline (adopted by listed agencies)
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Background – CRT/eCRT

● Case Report Tabulations used in US FDA
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Background – History of US FDA Submission

● Presented at C3C 2015 Q3 Seminar by Henry 
Wu 

● The Paper Process (1962 –1992)
● The CANDA* Age (Roughly 1992-1999)
● E-Sub Era (Roughly 1999-2016?)
● E-Sub Era -Enhanced (Roughly 2016-?)

● Slides available at www.cdiscchina.org

● *CANDA – Computer Assisted New Drug Application 
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http://www.cdiscchina.org/


Background – CRT/eCRT (2) 

● Case Report Tabulations used in US FDA
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CDISC Standard (1): End to End

www.cdisc.org
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http://www.cdisc.org/


CDISC Standard (2): Integrated
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http://www.cdisc.org/technical-plan

http://www.cdisc.org/technical-plan


CDISC Standard (3): Interoperability
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http://www.cdisc.org/cdisc-brochure

http://www.cdisc.org/cdisc-brochure


BINDING DOCUMENTS

E-Sub in US FDA: Regulatory Documents 

http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
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http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm


FDA Data Standards Catalogue v4.4                                       
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm

Requirement of Study Data Standards

CDISC standards included are SDTM, ADaM, SEND, define.xml, TA and terminology
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http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm


Fiscal Year
# of 

Submissions
% with

CDISC SDTM
2013 223 55 %
2014 233 64 %

2015 (Q1-Q2) 112 71 %

FY2013, FY2014, FY2015(Q1-Q2)
Number (%) of NDAs with

Study Data Submissions in CDISC STDM*

*Source: Office of Business Informatics, CDER – One or more explicitly stated
SDTM studies (or study data structure that resembled SDTM). 

FDA Submissions using CDISC Standard
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Benefits of JumpStart
http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm397921.htm
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http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm397921.htm


E-Submission in EU EMA

● Publication and access to clinical-trial data, 24 June 
2013
− CDISC standard to be used for IPD (individual patient data)

● Publication of clinical data for medicinal products for 
human use, 2 October 2014
− first phase, the publication of clinical data will relate to 

clinical reports only
− second phase, the Agency will review various aspects in 

relation to IPD, including finding the most appropriate way to 
make IPD available the latter in compliance with privacy and 
data protection laws.

● Sharing clinical trial data/ data protection /de-
identification/Transparency/Independent Analysis
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Presenter
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http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/06/WC500144730.pdf 
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/10/WC500174796.pdf 





Legal framework and available standards

EU data protection legislation 
Article 29 Data Protection Working Party opinion of anonymization 
techniques (Opinion 05/2014)
Information Commissioner’s Office (ICO) Code of Practice. Anonymization: 
managing data protection risk
Sharing clinical trial data: Maximizing benefits, minimizing risk. Institute of 
Medicine (IOM)
Pharmaceutical Users Software Exchange (PhUSE) de-identification 
standards for CDISC SDTM 3.2
Transcelerate BioPharma Inc., Clinical Study Reports Approach to Protection 
of Personal Data and Data De-identification and Anonymization of Individual 
Patient Data in Clinical Studies – A Model Approach
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Japan PMDA: Method of Submission

● Data standards for submission: CDISC
standards

● Format of electronic data required for 
submission
− Individual study data
● Using SDTM with define.xml
● Using ADaM with define.xml and programs for creating the 

ADaM datasets
− Electronic data on ISS and ISE
● Using ADaM with define.xml and programs for creating the 

ADaM datasets
● Recommended that the applicants individually consult with 

PMDA regarding what to submit

Source: CDISC Interchange Japan – Yasunori Yoshida (PMDA)
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Japan PMDA Implementation Plan

Source: C3C 2015 Q3 seminar - Dehong Cao
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China CFDA 
中国临床试验数据注册要求 – 历史回顾 (1)*

● 1999年之前: 
− 没有明确的注册规范（没有GCP）

● 1999-2003
− 中国GCP颁布，要求临床试验

● 2003-2005
− 中国GCP修订

● 2005-2007
− 颁布多个技术指南，如统计指导原则，临床研究报告（CSR）

● 2007- ?：
− 新药申请（NDA）要求递交数据库，但没有公布要求细节

● 2010年
− 颁布《临床试验数据管理指南（草案）》
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*参考黄钦博士幻灯片 2013



中国临床试验数据注册要求 – 历史回顾 (2)

● 2011年
− 药审中心成立生物统计部

● 2012年
− 1月: 召开数据管理和数据标准专家研讨会
− 5月: 发布《临床试验数据管理指南》 (关于数据标准有10页)

● 2013年
− 6月: 成立中国临床试验数据标准指导组*

− 7月: 发布《规范药物临床试验数据管理工作的实施方案》*

− 8月: 成立5个中国临床试验数据标准专题工作组（SDTM等）*

− 10月: 召开中医药临床试验数据标准研讨会
● 2014年
− 召开4次季度专题工作组研讨会
● 专题工作组目标：发布数据递交技术推荐
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*www.cde.org.cn

http://www.cde.org.cn/


中国临床试验数据注册要求 - 现状和未来

● 遵照计划，C3C/工作组继续标准中文化

● 发布数据递交草案

● 发布征求意见稿

● 期待大家的参与！

● 时间表：1+2+3
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Question #4: e-Sub Future - Globalized??
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Question #5: Opportunities and Challenges

● Challenges
− Chinese 中文

− Traditional Chinese Medicine (TCM)
− Talents
− Standard Eco including Tools
欢迎和使用数据标准的生态包括工具

● Opportunities
− Late-development advantage 后发优势
− From e-Source to e-Submission??
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C3C/CDISC TCM Project Started

● Value Added
− CDISC Gap Analysis in 

TCM trials
− Herb/Chinese patent 

drugs/Acupuncture
− CDASH/SDTM
− TCM CT

● 2015-2017

● C3C/CDISC Fellow 
Program
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Thank You!
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● Backup slides
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C3C 2015/16《临床试验数据流端到端系列研讨会》

● 互联互通及电子源数据应用 Q2  DONE
● 数据递交标准 CDASH to e-Sub Q3 DONE
● 语义标准 Semantics* Q4 Dec 11, 2015
● 临床研究方案标准 Protocol* 2016 Q1
● 。。。

● 敬请关注和支持（赞助、演讲等）cdiscchina@cdisc.org
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CDISC中国官网、微信和微博平台

● CDISC中国官网
www.cdiscchina.org
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● 微信平台：
− 微信号: CDISC-China
− 二维码：

● 腾讯微博：
− t.qq.com/cdiscchina

● 敬请关注和支持！

http://www.cdiscchina.org/
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