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Identifying the Gap – Gap #1
CDASH is the standard for how data is to be collected, not for raw data output
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Identifying the Gap (#3)
Lack of a deliberate data architecture
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Identifying the Gap (#3)
Lack of a deliberate data architecture
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Identifying the Gap (#3)
Lack of a deliberate data architecture
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Case Study
Linear architecture vs Aggregation Layer architecture
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Case Study
Limiting the impact of errors
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Case Study
Reducing Redundancy To Simplify Maintenance
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Case Study
Reducing Redundancy To Simplify Maintenance
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Case Study
Avoiding Unnecessary Transformations
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Case Study
Keeping Control Of Blinding
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Case Study
SDTM "plug-n-play"
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Conclusion

(1) CDASH ≠ EDC extract

(2) Data managers need 

to use something

(3) Deliberate data 
architecture

CDASH

SDTM ADaM
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Thank you! Questions?
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