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Introduction

The SDTM is mostly variable metadata



Introduction
The SDTM is Mostly Variable Metadata

SDTM v2.0 Pages

Front & End Matter Text Sections Table Sections
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SDTM v2.0

Big Changes to Variable Metadata
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SDTM v2.0 Changes

• Domain-specific variables rolled into General Observation Class tables

• All tables have the same metadata items

• Role: split out Variable(s) Qualified

• C-code and Definition added

• Description replaced by Usage Restrictions, Notes, Examples

• Motivated in part by desire for more usable metadata in CDISC Library



SDTM 2.0 Variable Metadata
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Proposed Changes

To be introduced with SDTMIG v4.0



Proposed Changes

• Reviewers submitted issues suggesting changes to certain variable roles

• Changes were not made in SDTM 2.0, but a team was formed to consider 
these issues further.

• Team Recommendations:

• Remove Qualifier role sub-classes
• Grouping Qualifier, Result Qualifier, Synonym Qualifier, Variable Qualifier, Record Qualifier

• All will have a role of simply “Qualifier”

• Add Variable Groups

• Add Variable Relationships
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Rationale for Proposed Changes

• Role is not submitted, so minimal impact

• Qualifier role subclasses were never well defined

• Qualifier role subclasses were assigned inconsistently

• Assigning qualifier role subclasses was sometimes controversial

• Conclusions:
• Qualifier role subclasses were little used, poorly understood, and not worth trying to reform

• A different classification of variables (Variable Groups) could be more useful for 
understanding how variables are used in the standard

• The small amount of information in “Variable(s) Qualified” would be better represented by 
more explicit representation of relationships between variables.
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Variable Groups

• Intended as informative

• Reflect concepts and wording already being used informally. e.g.
• Visit variables

• Relative timing variables

• Coding variables

• Method variables

• Allow grouping of similar groups not grouped in standard variable order
• For example, several Findings qualifier describe a test’s method, but are scattered in order

• May help users more easily pick out the variables needed in a particular 
case
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Variable Relationships

• “Variable(s) Qualified” provides a small amount of information about 
relationships between variables

• Does not describe the nature of the relationship

• Describes only a few of the relationships between variables

• Since a variable can be part of multiple relationships, variable 
relationships will be in separate tables, something like this:
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Variable Relationships Strategy

• Uses
• Enable users to build knowledge graphs

• Used to construct Biomedical Concepts

• Enhance understanding and correct use of variables

• Development
• There are many more relationships than currently reflected in “Variable(s) Qualified”

• Developing explicit representations of currently implicit relationships will take a lot of work

• First phase will cover relationships currently reflected in “Variable(s) Qualified,”  those 
needed for initial Biomedical Concept development, and very low-hanging fruit
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Thank You!

Diane Wold diane.wold@cdisc.org


