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Purpose   

Strict Analysis Data Model Implementation 
Guideline (ADaMIG) specifying ADaM standard 

Need for a Programming solution 

Programmatically use the ADaM specification 
document to shape the structure of the final 
ADaM datasets  



Challenges  

Assigning variable attributes  

Implementing changes  

Maintaining standards  

Governing sequence of the variables 

  

 



Process overview diagram 
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Subject level ADaM dataset specification 
It is one of the pre-requisites that the ADS document exists in a Predefined location 
and follows a speific template which is created in accordance with the latest ADaM 
implementation guidelines.  



Mandatory variables section 



Utility 1 (Spec to Skeleton) 

Reads in the ADaM specification document  

Creates 2 types of datasets: 

 
Analysis variable metadata for all domains 
available in the specification 

  
Empty SAS datasets (Skeletons) with same 
structure as Final ADaM dataset for each 
domain 

 

 

 



Analysis variable metadata dataset 



Skeleton dataset ADSL 



Skeleton dataset ADSL properties 



Utility 2 (Skeleton to ADaM) 

Utility 2 is called at the end of each ADaM dataset 
creation program:  

Appends last Work.dataset created in the 
program to the ADaM skeleton dataset (created 
by Utility 1) for the specified domain  

Sorts the data according to sorting key available 
in the Analysis variable metadata (created by 
Utility 1) 

Creates an discrepancy report 



Calling Utility 2 
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Discrepancy report 

Utility 2 creates a HTML report if: 

1. Error in structure  
a) Miss-match in variable type 
b) Length of the variable in the work dataset 

exceeds that of the corresponding variable in 
the skeleton 

 
        Output data will NOT be created 

  



Discrepancy report , continued 

Utility 2 creates a HTML report if: 

2. Variables existing in the skeleton, but not in the 
work dataset  

            Can occur during development, but not                     
for the final data 

 



Discrepancy report 



When to run the Utilities 

Utility 1 is run only when there is a change in the 
ADaM specification document 

Utility 2 is run every time the ADaM dataset 
creation program is run 



Conclusion 

Programmatically using the ADaM specification 
document 

No need to remember which variables to keep or 
drop 

Ease of governing the sequence of variables 

Ease of maintaining the standards  

 



Conclusion, continued 

All the variables and their attributes are listed in 
SAS dataset containing the Analysis variable 
metadata              

Easy to check for inconsistencies and make 
necessary corrections 

 Used by the sponsor for checking the structural 
inconsistencies in the ADaM datasets delivered 
by the CRO   

 
 



Questions? 

Thank you! 


