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Introduction – History of 
Define.xml 

• February 2005: CRT-DDS Final Version 1.0 released for implementation (Define.xml v1.0)  
 
• March 2013: Define.xml v2.0 posted on CDISC website 

– http://www.cdisc.org/define-xml 
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Define.xml 

• Accompanies FDA submissions 
 

• Contains structured metadata on different levels 
– Dataset 
– Variable 
– Value Level Metadata 
– Controlled Terminology 
– Computational Algorithms 
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Define.xml 

• Define.xml has greater potential than to be used for 
submissions only 
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Changes - Overview 

• Major changes 
 

– Documentation 
• SDTM and ADaM are covered with examples 

 
– The way in which we handle Value Level Metadata 

• Value Level Metatdata can be attached to any variable 
 

– XML Namespace 
• Now aligned with ODM 1.3.1 

 
– Comments 

• can be added on dataset level 
• are referenced 
• can be re-used 

 
– Better support for split domains 

 
• Minor changes 

 
– Deprecated Components 

 
– Origins 
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Documentation - SDTM Example 

• Example of SDTM define.xml and associated stylesheet 
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Documentation - ADaM Example 

• Example of ADaM define.xml and associated 
stylesheet 
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XML namespace 

• Any XML included in a Define-XML document not described in the 
Define.xml V2.0 specification is considered an extension 
 

• Vendor Extensions  
– Have no meaning with regards to the Define.xml standard 
– Can be ignored unless explicitly agreed upon their use 
– Vendors should be able to produce valid Define.xml files without extensions 

 
• FDA submissions: Follow the standards 
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Split Datasets 

• Guidance on how to describe metadata for split domains 
– ItemGroupDef 

• Name = Split dataset name = « QSCG » 
• Domain = Parent domain  = « QS » 
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Value Level Metadata – Define.xml 
V1.0 
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Value Level Metadata – Define.xml 
V1.0 

• Define.xml V1.0 provided limited accomodation 
for representing VLM 
 

• Nesting was introduced to allow for additional 
structuring 
 

• No electronic link between the VLM and the 
actual variable being described in it 
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Value Level Metadata – Define.xml 
V2.0 
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Value Level Metadata – Define.xml 
V2.0 

• Representation of VLM has changed 
 

• VLM for a variable is now explicitly defined on the particular variable it 
applies to.  

– E.g., VLM on VSORRES to describe VSORRES 
 

• VLM can unambiguously be defined on any variable 
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Value Level Metadata - 
Visualisation 

• The use of « Where clauses » allows for rendering VLM as 
– ValueLists: Listing of distinct values of one variable 
– Slices: View of a dataset for a specific condition (defined by Where-clause) 

 
 
 
 



Restricted © Business & Decision Life Sciences 2014 All rights reserved. 

INSERT COMPANY 
LOGO IN MASTER 

SLIDE HERE 
(center in this box) 

Comments 

• Definition of comments now at: 
 

– dataset level 
– variable level 
– value level 

 
• Referenced and re-usable 
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Minor Changes 

• Deprecated components 
– Renamed to match with existing ODM components 

• Computational Algorithms 
• Labels 
• … 

 

• Origins 
– ADaM predecessors 
– Range of pages 
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Example: Generating a Define.xml 

WORKLOAD 
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Impact 

•  Define.xml V2.0 is the new improved standard 
for submitting metadata 
 

• Define.xml V2.0 is well documented 
 

• Upgrade from Define.xml V1.0 to Define.xml 
V2.0 can be tricky 
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Thank you 
 
Brussels, Belgium, 22 May 2014 
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Business & Decision Life Sciences 
Sint-Lambertusstraat - 141 rue Saint-Lambert 

B-1200 Brussels 
T: +32 2 774 11 00  
F: +32 2 774 11 99 

lifesciences@businessdecision.com 
http://www.businessdecision-lifesciences.com/  

Anne-Sophie Bekx | Line Manager Data Standards | anne-sophie.bekx@businessdecision.com 
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