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History of Therapeutic Area User Guides
• First one published in 2011 – Alzheimer's Therapeutic Area User Guide v1.0

• CFAST is Launched in 2012

• Original plan: 55 TA Standards in 5 years, today 44 TA Standards in 8 years



Today we are here 

TAUGS



Current Therapeutic Area User Guide Overview

https://www.cdisc.org/standards/therapeutic-areas/disease-area

https://www.cdisc.org/standards/therapeutic-areas/disease-area


CDISC Standards Development Process
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• Provides scope and extent of TA User Guide

• Facilitates communication between 
scientists and data standards experts 

Concept Map (scoping)
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Annotated Case Report Forms and Datasets
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Analysis Datasets and Results (example)



Biomedical Concepts
The CDISC 360 Project: Adding a conceptual layer to standards

• Create and store standards as concepts which create meaning between data

• Electronically publish data standards as linked metadata

• Add derivation and transformation metadata to avoid unnecessary variability

→ CDISC 360 will develop concept-based standard definitions, and test and demonstrate end-
to-end automation of study specification, data processing, and analysis



Biomedical Concept 



Standardize implementation



Linked derivations & transformations



What Follows?
• Create biomedical and analysis concepts

• Establish semantic link between end to end implementation

• Standardize  derivation and transformation metadata

• Evolve Therapeutic Area standards
• Analog documents to electronic metadata

• End to End: from collection through analysis

• CDASH eCRF Library
• Will cover Therapeutic Area content

• Analysis Results Metadata
• Standardize most common analysis


