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Crohn’s Disease Project Update
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Work Package 1

Crohn’s Disease

Work Package 2

• QRS Instruments

• Prior, Baseline and On-Study 

medications

• Disease Classification

• Endoscopy

• Cross Sectional Imaging

• Histopathology

• Biomarkers

• Analysis
Public Review completed Nov 2020

Public Review completed 

Dec 2020

Focused Public Review – mid Feb



WP1 Targeted Review 2 – Public Review Documents
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Overview of Module
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Prior, Baseline and 
On-study 

Medications and 
Procedures

Prior Crohn's 
Disease 

Procedures 

Prior Crohn's 
Disease 

Medications 

On-study Crohn's 
Disease 

Medications 
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• CDASH to SDTM Data Representation 

• Immunomodulators - Immunosuppressives



CDASH to SDTM Data Representation



Review Part 1
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Added CDASH 

data 

representations 

to aid in 

understanding of 

the magic that 

happens 

between CDASH 

metadata and 

SDTM



Immunomodulators - Immunosuppressives



Review Part 2
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• Change from “primary” and “secondary” non-response to non-response

• Addition of “adequate treatment indicator” to reflect past treatment met 

protocol defined criteria



Thank You!


