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► Introduction and background

► Examine the various sections of a study’s define.xml

► Get acquainted with our new friend define.xml
� Quick introductions – Study Information/Header 

� Initial conversation – Tabulation Datasets List
� Getting to know study define – Variable and Value Level Metadata

� Learning the lingo – Controlled Terminology
� Revisiting old stories – Computational Algorithms Summary
� Meet friends and family of define – External Linked Files

► Explore information that each section should reveal to reviewer
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What is define.xml?
► Metadata for SDTM or ADaM datasets

� What type of datasets
� Which datasets
� Variables
� Controlled Terminology
� Source or derivation

► Purpose
� Documentation
� Communicate to reviewer

► What define.xml is not
� Programming specification
� Last minute creation
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What Does define.xml Look Like?
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Define.xml Using Stylesheet

| Have You Met Define.xml 2.0? February 25, 20195



Public

Same Define.xml Using Newer Stylesheet
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Study Information/Header Section
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Tabulation Datasets List
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► List and description of all datasets described by the define.xml
� Class

� Structure/Keys
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Variable Level Metadata – Dataset Sections

| Have You Met Define.xml 2.0? February 25, 20199



Public

Value Level Metadata
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Value Level Metadata
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► Used when derivations/source differs on records depending on 
another value

� Where clause – example: xxTESTCD
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Controlled Terminology
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► Types of lists
� Value

� Value to decode

► Terminology types
� CDISC

� User defined

� Extended values

► Codelist content
� As applicable to study

� As applicable to domain
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Computational Algorithms

| Have You Met Define.xml 2.0? February 25, 201913

► Consolidated summary of Derivation/Comment values
� Check for consistencies and differences
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External Linked Files
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► acrf.pdf
� Annotated Case Report Form (referenced by SDTM define.xml)

► csdrg.pdf
� Clinical Study Data Reviewer’s Guide (referenced by SDTM define.xml) 

► adrg.pdf
� Analysis Data Reviewer’s Guide (referenced by ADaM define.xml)
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Summary
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► Achievements
� General familiarity with define.xml

� Understanding of information define.xml shares with reviewer
� Start of a friendly relationship with define.xml

► Up next: define.xml 2.1
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