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Current Situation 

Both, Define-XML v1.0 and v2.0 are accepted by FDA 

Define-XML v2.0 

• First version officially applicable for ADaM 

• Modernized Sample Stylesheet 

• SDS-XML specifications refer to Define-XML v2.0  
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There Are Various Options… 

XSLT transformation of define.xml 1.0 via stylesheet 

Wait for commercial tools 

• e.g., new Version of SAS Clinical Standards Toolkit  

Write a SAS macro 

• Which creates a define.xml file acc. to Define-XML 2.0 
based on specifications in Excel 
( yes, Excel with the well-known pros and cons) 

… 
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One Possible Approach - SAS Macro 
  Familiarize with the Define-XML 2.0 Specifications 

• Including smallprint (business rules) 

Adapt Excel Specifications 

• Dataset templates 

• Input for define.xml  

Program and Validate the Macro 

• Incl. checks for 
Complete & correct contents in Excel specs 

Consistency with the data 
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Specifications Design Considerations 

Options 

• Very granular - near the define.xml structure 
Sheets per Define-XML element 

• Less granular - nearer to the stylesheet rendition 
Less technical and easier to read as "dataset specifications" 

Personal Preference: 

• Bother users only with details they absolutely need to know 

• Let the macro/program/tool do the rest 

In any case, provide instructions and help texts 
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From 1.0 to 2.0 

Add Comment field for datasets 

Add fields for External Document References 

Don't forget CT "General Observation Class" 
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From 1.0 to 2.0 
Distinguish betw. enumerated items and codelists, use CDISC Controlled Terminology Names 

Provide NCI C-Codes of terminology and values (programatically vs. user entry) 
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From 1.0 to 2.0 
Consider Integration of Value Level Metadata into Variable Metadata Sheet  

 

"Where" - Describing a Variable's Metadata after Subsetting the Dataset as Specified 
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Variable 
 metadata 

Parameter 
 value 
 level 

 metadata 

Correct  element for the contents of 
this column will be derived 

based on Origin 

 Break up into 
Variable Reference, 
Operator and Values   

Integration of Value Level Metadata into Variable Metadata Sheet  
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Group Interaction 

Who has implemented/is implementing Define-XML 2.0? 

Plans to move to Define-XML 2.0? 

Mind to share your implementation ideas? 

Specific preferences? 

Specific implementation questions? 
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