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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC or Novo Nordisk.
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• The authors have no real or apparent conflicts of interest to report.
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• Integrated database for submission

• Safety update database

• Exploratory database

• Etc.
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• Integrated database for submission

• Safety update database

• Exploratory database

• Etc.

• Time consuming and tedious



Introduction

CST document - containing metadata about ADaM datasets and their variables, including CDISC ADaM IG 
information.
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Dataset Label Class

ADAE Adverse Events Analysis Occurence Data Structure … … …

ADSL Subject-Level Analysis Dataset Subject Level Analysis 

Dataset

… … …
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information.
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Dataset Label Class

Dataset Variable Label Core Origin Description

ADAE USUBJID Unique Subject Identif ier Req Predecessor AE.USUBJID …

ADAE APERIOD Period Perm Derived xxx

.

.

.

.

.

.

.

.
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CST Study 0001
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CST Study 0002

CST Study 0001
CST Study 0003
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Overview Add/remove 

study
Early start-up Exception
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differently derived 
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Early start-up
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Studies to be 

included can be 

toggled on/off when 

ever needed

Add/remove 

study
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Specific exception in 

description for a 

study

Exception
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Specific exception in 

description for a 

study

Exception

All studies: ADSL.BMIBL.

Exceptions study 0003: 

ADSL.BMIBL*100*100
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Specific exception in 

description for a 

study

Automatic toggling of 

exceptions

Exception

All studies: ADSL.BMIBL.

Exceptions study 0003: 

ADSL.BMIBL*100*100

All studies: ADSL.BMIBL.



Output
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CST Study 0002

CST Study 0001
CST Study 0003

CST pool



Output

• CST file with the descriptions 
for the pooled database –
input for define.xml
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Output

• CST file with the descriptions 
for the pooled database –
input for define.xml

• Stacked study data – ready for 
data wrangling for final ADaM 
pool
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Future

• Compare variables that are the 
same, but are named differently in 
the studies

• Compare studies across projects

• “Smart” comparison of description 
text
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Comparison

A    =    B

Across 

projects



Learnings

• Only doable due to standardization 
(CDISC & Novo Nordisk)

• Work iteratively

• Starting early > starting later
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Thank You!
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