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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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Introduction – Define.xml at BDLS 

•  Since 2007, BDLS has gained extensive experience in 
converting data for FDA submissions 

•  Define.xml is a deliverable for any conversion project: 



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

Introduction - Define.xml at BDLS 
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Metadata Definitions 

Variable Metadata 
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Metadata Definitions 
Define.xml 



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

Define.xml 

•  Define.xml has greater potential than to be used for 
submissions only 
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Define.xml v2.0 

A	
  major	
  revision	
  of	
  
the	
  Define-­‐XML	
  

standard	
  transmission	
  
of	
  metadata	
  for	
  
SDTM,	
  SEND	
  and	
  
ADaM	
  datasets.	
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Major Changes 

•  Documentation 
•  SDTM and ADaM covered by 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 
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FDA announcement 
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Define.xml v2.0 

•  FDA Study Data Standards Catalogue v3.0 effective 
2014-01-17 

THE	
  FDA	
  IS	
  NOW	
  ACCEPTING	
  DEFINE.XML	
  V2.0!	
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Define-it 

•  Translates metadata specifications into Define 1.0 
and Define 2.0 

•  Reads legacy Define.xml files into metadata 
specifications 

•  Main features: 

–  Generates Define.xml v1 and v2 from metadata 
specifications 

–  Converts Define.xml v2 to Define.xml v1 
–  Converts Define.xml v1 and v2 into metadata 

specifications 
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Define-it 
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Define-it 

•  Key features: 

–  Generate Define.xml v1 and v2 from metadata 
specifications 

–  Convert Define.xml v2 to Define.xml v1 

–  Convert Define.xml v1 and v2 into metadata 
specifications 
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Define-it 

•  Benefits: 

–  “Define-it” provides : 

•  Deliverables that are fully CDISC compliant 

•  A proven technology  
–  the Define-It solution is SAS and XML based 

•  A user friendly solution 

•  A highly customizable solution 
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History of Define.xml 

Define-it Software Demo 
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Define-it versions 

•  Stand-alone desktop version: 

–  Presented version is the stand-alone desktop edition; it will run on SAS PC 

–  It will not run on SAS or file servers and is intended for use by a single user 

•  Enterprise version: 

–  Q2-2014: planned release of the Enterprise version; it will run on SAS and file 
servers 

–  Pricing will be based on: 
•  Server license (first year & renewal) 
•  Number of end-users 
•  Number of studies 
•  Implementation & Validation Services required 
•  Customizations required 
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Potential future functionalities 

•  The tool will be enhanced with ADaM metadata 

•  Define file structure validation functionality 

•  Selection of the domains you want to report in define.xml 
 
•  Read metadata specifications v1.0 to pre-populate (where possible) 

metadata specifications 2.0 
 
•  Read dataset structure to pre-fill the metadata specifications 

•  Pre-filling of metadata spreadsheets with published CDISC metadata 
and Controlled Terminology 

•  Reading electronic metadata from SHARE 
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Product features and roadmap 

Desktop Enterprise 

Current Software Features 

Convert SDTM Define.xml (V1.0 or V2.0) into SDTM metadata specifications 

Convert SDTM metadata specifications into SDTM Define.xml (V1.0 or V2.0)  

Potential Future Functionalities 

Convert SDTM metadata specifications into SDTM Define.pdf (V1.0 or V2.0)  

Convert ADaM Define.xml (V1.0 or V2.0) into ADaM metadata specifications 

Convert ADaM metadata specifications into ADaM Define.xml (V1.0 or V2.0)  

Define format validation functionality 

Domain subsetting 

Metadata extraction from SAS datasets to pre-fill specifications 

Specifications pre-filling with published CDISC Controlled Terminology 
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Product features and roadmap 

Desktop Enterprise 

Deployment Options 

Desktop Client/PC SAS 

SAS/File server hosting 

Multi-user 

Quality and Regulatory Compliance 

Testing by worlwide community of users 

Validated software 

GxP and 21 CFR Part 11 compliance 

Support 

Community support forum 

E-mail and telephone support 
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Thank you for your attention. 
Join us for a coffee at the our stand. 
London, United Kingdom, 14 OCT 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/  
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