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Representation vs Meaning
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Meaning Does Not Explicitly Flow Across the Data Lifecycle  
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Consequences of Focusing on Representation First

Heavy reliance on expert interpretation at each stage with a 
focus on mapping

• Increases unnecessary variability 

• Increases barriers to adoption

Context and intent are not explicitly linked from protocol 
through analysis 

• Limits automation despite standards at each stage

• Challenges in establishing traceability 

• Limits tool development 



The Role of Therapeutic Area 
User Guides
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How TAUGs Evolved

• Concept Maps (*Cmaps)

• SDTM Examples

• Controlled Terminology
2009-2010

• Addition of CDASH CRF Examples2011-2014

• Addition of ADaM Examples2015-2018

• Full end-to-end standards alignment2019-Present

*https://cmap.ihmc.us



TAUGs Did Not Solve Meaning Flow
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Shifting to Meaning First With 
Biomedical Concepts
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CDISC Machine Readable Biomedical Concepts

• Clinical meaning

• Description of the concept in the real world

• Independent of a study and data standards
Conceptual Layer 

• Representation of the concept in a specific 
a Data Standard (e.g., CDASH, SDTM, FHIR, 
OMOP, etc.)

Implementation 
Layer 



Creating Digital Assets Lays the Groundwork for Digitalization

•Conceptual Layer

• Implementation Layer 

• SDTM Specializations

•CRF Specializations 

•Data Transfer Agreements
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Digitalization uses Digital Assets to Improve How We Work 

• Conceptual Layer

• Implementation Layer 

• SDTM Specializations

• CRF Specializations 

• Data Transfer Agreements
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Using Digital Assets to Enable Digitalization 
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Building Meaning First Digital TAUGs, One Endpoint at a Time
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From One Endpoint to a Therapeutic Area

Prove it

01

One endpoint, specified end to 

end, with a small stage-specific 

expert group.

A published endpoint and a 

method we have run.

Repeat it

02

The next endpoints in the same 

area, reusing the concepts the 

first one established.

Cycle time falls with each pass.
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03

Enough endpoints to assemble 

the therapeutic area’s digital 

TAUG.

The first genuinely digital TAUG.
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04

The shared concepts carry into 

the next therapeutic area.

Each new area starts part-built, 

not from zero.



Art of the Possible:
A PKD Registry Demo



Configuring Analysis-Informed Standards for a PKD Registry

• I am a researcher studying Polycystic Kidney Disease (PKD), 
a genetic disorder affecting kidney function that currently has 
no cure

• My is goal is to set up a disease registry to collect data in an 
observational setting to understand disease characteristics, 
disease progression, treatment patterns, and outcomes over 
time

• My data collection plan is flexible and evolving and while I 
have hypotheses I would like test, my analysis plan is not 
fixed

• I am interested in using CDISC Standards but as an 
academic researcher, I don’t have the same years of 
experience with data standards as someone working in the 
pharmaceutical industry 

Source: https://mcpress.mayoclinic.org/polycystic-kidney-disease
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