
Highlights of Define-XML 2.0 Implementation and FAQs

Chao Wang

April 12, 2019



2019 C3C Webinar Series

Disclaimer

• The purpose of this webinar is to provide examples of 

implementation and should not be considered official 

recommendations by the standards development teams or CDISC 

unless otherwise stated in the presentation.

• This webinar is not considered to be an authorized CDISC course, is 

not developed or delivered under CDISC procedures, and should 

not replace a published CDISC IG or UG. Please refer to the latest 

published standards documents for the most authoritative 

implementation information.
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Agenda

•Define-XML & Analysis Result Metadata

•How to create Define-XML

•Define-XML Inspection

• Implementation in China Studies

•FAQs & Panel Discussion
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Define-XML

• Transmits metadata that describes 

any tabular dataset structure. 

• Define-XML is required by the FDA 

and PMDA for every study in each 

electronic submission to inform the 

regulators which datasets, 

variables, controlled terms, and 

other specified metadata were 

used.
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What is Define-XML?

• Data Definition Tables, accompanies FDA/PMDA submissions

• An XML File, present data with stylesheet

• Extension to the ODM foundation schema

• Structured metadata on different levels

Reviewers

Programmer

Metadata

Machine
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Legacy Define Samples
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Define-XML - Elements

• Study Metadata

• Dataset

• Variable

• Value/Parameter Level Metadata

• Controlled Terminology

• Methods (Computational Algorithms/Comments/Documentations/Derivations)

• External Supporting Documents (csdrg, adrg, acrf, hard coding memo and etc.)

• Analysis Results Metadata
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Define-XML Elements by Examples

• SDTM Define-XML

• ADaM Define-XML

• ADaM Define-XML with Analysis Result Metadata

Demonstration by Files from CDISC
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Define-XML 2.0 Style Sheet

• Human readable when viewed with a stylesheet.

• Original: 2013-04-24

• Revised version with ARM 1.0: 2015-01-16

• Newest Version (published by PhUSE): 2018-11-21

• Download the newest stylesheet through the link below,

https://wiki.cdisc.org/display/PUB/Stylesheet+Library

https://wiki.cdisc.org/display/PUB/Stylesheet+Library
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Key Components

• Class: 

• SDTM and SEND: SPECIAL PURPOSE, FINDINGS, EVENTS, INTERVENTIONS, TRIAL DESIGN, RELATIONSHIP

• ADaM: SUBJECT LEVEL ANALYSIS DATASET, BASIC DATA STRUCTURE, ADAM OTHER

• Keys

• Length: optimization?

• Data Type: integer, float, text, datetime, date, durationDatetime, parialDatetime

• Controlled Terms/ISO Format

• NCI Code/Extension

• External Dictionary

• Origin: CRF, Derived, Assigned, Protocol, eDT, Predecessor
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How to Create Define-XML

• Programming from Scratch

• Tools: 

• SAS Clinical Toolbox

• Pinnacle 21 Community/Enterprise

• XML Editor Tools: 

• WYSIWYG Editors (by Dmitry Kolosov and Sergey Krivtcov)

• http://defineeditor.com/

http://defineeditor.com/
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Define-XML Creation Process

SDTM/ADaM Spec SDTM/ADaM Data
CDISC Controlled 

Terminology

Excel Define Spec

Define.xml 2.0

SAS

Pinnacle21 
Community

Annotated CRF Reviewer’s Guide
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Input Document
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Demonstration
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How to validate Define-XML?

• ODM Schema

• CDISC Standards

• P21
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Checking (1)
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Checking (2)

• Dataset order should in logical grouping order or alphabetic order

• All datasets should have observations

• All datasets should have correct description

• Check all the internal and external links, to ensure the target locations/files are 

correct

• Check the allowance value for Origin column. If multiple origins, should broke out in 

Value Level Metadata

• All the variables mentioned in the method column should have traceability
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Cross Checking

• aCRF Page Number

• Bookmark section has links to external documents

• All the metadata information (MedDRA, WhoDD and etc.) should be consistent 

across all the Define-XML, Data Reviewer’s Guide and other study documents
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Define-XML to Define-PDF

• Converted by Tools

• Output by SAS ODS
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How to Update Define-XML

There are multiple ways:

• Input file – Metadata in Excel Format

• Define.xml directly

• XML Editor Demonstration
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NMPA Requirement

• 2016年7月27日, 药物临床试验数据管理与统计分析的计划和报告指导原则

(P16)

• 以下报告附件作为关键性文件，应视为统计分析报告不可缺少的内容。

（1）原始数据库、分析数据库及相应的变量说明文件（数据库应为SAS XPORT 传输格式，xpt格式）

（2）受试者分布流程图

（3）随机化方案（含随机分配表）

（4）盲态审核决议

（5）补充正文的统计附图和附表

（6）SAS分析代码（必要时）

（7）统计方法的发表文献（必要时）
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China Study Implementation
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Preparation for China Study

• Chinese Version Stylesheet

• Validation Rule

• Balance Between English vs. Chinese

• Compatibility with NMPA eCTD System

• XPT Datasets with UTF-8 encoding 
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Open Discussion

• When to create Define-XML?

• XPT V5, V8 or Dataset-XML?
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Discussion

• Panelist

• John Wang, AD, dMed

• Victor Wu, VP, Data Science Express

• Ruiling Peng, CEO, Improve Quality
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CDISC Public Training in Shanghai, China

Course Date Time Instructor Registration

Link

CDASH Implementation 22 Apr 09:00-17:00 Lily Zhao Register

SDTM Theory and Application 23-24 Apr 09:00-17:00 Zhijun Wei Register

ODM Implementation 25 Apr 09:00-17:00 Ruiling Peng Register

Define-XML 26 Apr 09:00-17:00 Ruiling Peng Register

ADaM Primer 25 Apr 13:00-17:00 Yanli Chang Register

ADaM Theory and Application 26 Apr 09:00-17:00 Yanli Chang Register

For questions, please contact training@cdisc.org.

https://www.cdisc.org/education/course/cdash-implementation
https://www.cdisc.org/education/instructor/lily-zhao
http://www.cvent.com/d/t6q8bw
https://www.cdisc.org/sdtm-course
https://www.cdisc.org/education/instructor/zhijun-stanley-wei-0
http://www.cvent.com/d/t6q8bw
https://www.cdisc.org/education/course/odm-implementation
https://www.cdisc.org/education/instructor/ruiling-peng
http://www.cvent.com/d/t6q8bw
https://www.cdisc.org/education/course/define-xml
https://www.cdisc.org/education/instructor/ruiling-peng
http://www.cvent.com/d/t6q8bw
https://www.cdisc.org/education/course/adam-primer
https://www.cdisc.org/education/instructor/yanli-chang
http://www.cvent.com/d/t6q8bw
https://www.cdisc.org/adam-course
https://www.cdisc.org/education/instructor/yanli-chang
http://www.cvent.com/d/t6q8bw
mailto:training@cdisc.org

