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Use Case 3 (Workstream 6): Execute
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+ Additional elements needed for automation
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High-level Artifacts (Build to Execute)
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High-level Artifacts (Build to Execute)
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ODM CRF Generated using Biomedical Concepts, Bindings, 
& Standards

8Slide from Sam Hume’s Presentation “CDISC Library: Integrating and Surfacing 360 Content”

ODM-based Vital Signs (VS) CRF Stylesheet rendering of ODM VS CRF



SDTM Specifications Define.xml+
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CRF “Raw” to 
SDTM Mapping ETL Metadata+
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This is NOT Machine-readable Specifications
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This is Machine-readable Specifications

Relationship: Assigned, Direct move, Decode, Transformation, and Derived



Machine-readable Instructions for Transformation & 
Derivation
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Transformation Details:

Derivation Details:



Machine-readable Metadata

• ETL Metadata (mapping inference & 
derivation)

• Can be consumed by any tool

• System agnostic standards, concepts and 
elements

• Organization can build an automation 
engine their own way

• Content is part of the standards (CDISC 
library)
o Machine-readable elements will be part of 

the library
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Work in Progress 

• Python to ingest metadata

• Read in the metadata and generate specifications in XML format (define.xml+)

• Parse define.xml+ to the automation engine

• Build machine-readable rules & instructions

• Transformation & Derivation

• Function (copy, statement, recode, etc.)

• Merge key

• Supplemental

• Rule version

• Advance work using “360 Test Study” data

• 1-2 statistical & MACE endpoints, ~3-4 ADaM, ~7-8 SDTM and ~15 CDASH CRF 
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Challenging the Status Quo

"copy-paste programming” to "meta-programming" 
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Thank You!
Bhavin Busa
VP, Clinical Data Services & Operations
Vita Data Sciences


