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Define.XML serves as the metadata file sent with every 
study in each submission to regulatory authorities, it 
transmits metadata for SDTM, SEND and ADaM and 
tells the reviewers what datasets, variables, controlled 
terms and other specified metadata were used. 
  
It has been noticed for both v1.0 and v2.0 of 
Define.XML the comments are usually collapsed into 
one single paragraph if there is lengthy derivation for 
variables, which significantly reduces the readability of 
the file as the comments are critical information to 
show the traceability of the variable derivation.  
 
Here we share some simple tweaks to the style sheets 
(.CSS and .XLS) and the source code of define file to 
improve the readability of Define.XML by introducing 
the newline and indentation to the comments, which 
will help facilitate easier and faster review.  

Abstract 

Human Readability Issues  
of Define.XML 

Current 

Tweaks 

Step1 
Set a rule in define.CSS:   
<e> will cause the browser to 
display the text enclosed 
within the tag as a block 
 

Step 2  
Define.XML 
• Enclose each list item between start tag <e> and close tag </e>, 

which creates the line break 
• Utilize HTML code &#160; to introduce a non-breaking space, which 

creates the indentation 
• This step could be done programmatically 
 
 

Step 3 
Define.XSL 
Use <xsl:copy-of> element to 
create a copy of the current 
node, including the internal 
structure 
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Conclusion 

Define.XML is meant to be both machine readable and human 
readable. These small tweaks greatly improve the human 
readability of define.XML without altering the schema file, which 
will definitely benefit the reviewers and may reduce the review 
time. 

In addition to serving regulatory submissions, metadata 
in define.XML format has also been widely utilized for 
internal data specs review by project teams within and 
across companies. 
 
It has been brought to project teams attention that for 
complex comments and computational algorithms, the 
human readability is not that ideal in define.XML. 
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