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The next steps:

Thoughts, challenges, and occasionally solutions



Our Plan

• Tap into the accessibility, user friendliness, and 
reproducibility of the SDTM standard

• Create a specialist IDDO CDISC Data Dictionary

• Data and disease agnostic

• Focusing on aggregation for secondary and meta analysis

• Encourage data re-use
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Easier Said Than Done

• Building a disease agnostic CDISC data dictionary is a 
challenge!

• Things to think about:
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Does it make 

sense to put it 

there?Where can I 

put this 

data? Will it still tell 

the whole 

story?

How might 

future data 

change our 

interpretations?



What Is On Our Platform?

• Legacy data from external researchers

• Not restricted to trial data – we accept any health data 
people are willing to share

• We are standardizing to encourage re-use of data
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Balancing Standardization With Flexibility
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Creating 

something that is 

comprehensive, 

flexible, and 

dynamic

That is clear, concise, and 

readily accessible for 

everyone



Data Categories

• What are our common types of variables?

• Test data 

• Treatment data

• Signs and symptoms data

• Patient information

• Outcomes
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The Easy Ones!

• Testing data

• Lab

• Hematology

• Biochemistry

• Microbiology

• In the clinic

• Vital signs

• Functional clinical tests

• Not too difficult to identify where some things belong 
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Harder than it seems!

• Treatments

• ‘Trial’ vs ‘no trial’ 

• Atypical treatments

• Cross-dataset comparison

• Consistency is important

• Future proofing for future analysis
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Treatments and Interventions (IN) Domain

• Custom Interventions Observation Class domain

• Generality and flexibility of original Interventions model
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New IN Domain
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More Flexibility

• Develop our own constraints on content

23

IN

Individual 

Patient Data



Slippery Slopes

• How can we avoid them?

• Still utilizing SDTMiG rules as they stand as much as 
possible

• Investigate other ways to incorporate atypical data
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Controlled Terminology
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Inextensible Controlled Terminology

How to code “Life-

Threatening” for 

AESEV??
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Can we assume 'DOSE NOT CHANGED'?

Can we assume 'DRUG WITHDRAWN'?

Can we assume 'DOSE NOT CHANGED'?

Mismatched Controlled Terminology



• Challenges have resulted in some implementation rule 
bending

• SDTM is flexible

• This is a work-in-progress

• SDTM was built by group collaboration so; 

We welcome your thoughts!
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Thank You!


