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It took me the whole day to 

get close to the Apple!! Wish 

I could get it sooner.. 

Need to get the 
Apple ASAP !!
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STAG Tool Attempts to serve as that “Elevator” for a 
programmer trying to derive ADaM variables



Highlights of the Utility – STAG (SDTM To ADaM Generation Tool)

• Tool based ADaM Generation

• The commonly used key ADSL and BDS variables

• Front end UI

• SAS Macros/programs at the Backend
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Open STAG

Run the Application –
Click “Generate”

Provide 
inputs in UI

SAS Program Files 
are generated
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Run program in your 
editor 

Any Further 
modifications 

needed?Y N

Add your specific 
derivations to 
the program

Run the 
code

ADaM 
Dataset
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STAG UI Screen ADSL

Specify you want to design ADSL or BDS?

Browse to location of all SDTM Datasets

Browse to location where you want to generate program file 

Specify “Yes” or “No” based on whether you need 
timeparts to be captured in Treatment Start and 

End Dates. If “Yes” specify time format

Specify preferred program file name e.g. ADSL.sas 

Specify the ranges for AGEGROUP Variables you 
need-Based on these variables  AGEGRy(N) will be 

derived
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ADSL Example
Input Data – DM and EX Data

8



ADSL Demo
Inputs entered in STAG UI

ADSL_TEST.SAS Generated 
at specified location
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ADSL Demo
Sample Code Generated By STAG

Run the piece of code generated by STAG to 
assess to what extent ADaM ADSL variables 

are derived
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ADSL Demo
Sample Output Generated by code prepared by STAG

Subject Level 
Info from 

DM/SUPPDM 
gets pulled in

Plus Below Standard ADSL Variables added

Need More 
Study specific 

ADSL Variables 
?

Add Custom code of your 
own below the piece of 
code generated by STAG 11



ADSL Demo

Input Data – DM and EX Data
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ADSL Demo

Output Data – as generated by code from STAG (Showing Only Treatment Variables)
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STAG UI Screen BDS Screen 1

Specify 2 Letter SDTM Domain Abbreviation –
e.g. for ADLB enter “LB”

Enter “Yes” or “No” based on you need 
“Change from Baseline” Derived

Browse to location where the study ADSL is placed

What else you need to add to include in the PARAM(CD) ? 
E.G. For example for ADVS  PARAM May include Units

Specify “Yes” or “No” based on your need 
timeparts to be captured in ADT(M). If “Yes” 

specify time format

Baseline Flag derivations vary from one study to 
another, Use these fields to define them.
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STAG UI Screen BDS Screen 2

Browse to the excel file that defines “Visit Windowing” 
based on ADY Targets, This will be used to derive AVISIT(N). If 

you just simply want to copy SDTM VISIT(NUM) to AVISIT 
then Select “No”

Check if you need to add derived records

You want to add similar Derived Records 
for all the Parameters in the Given BDS ?

Use these fields 
to define how 
you want your 

derived records  -
Current Options 

available are 
LOCF and BLOCF 
for missing value 
imputations and 

Common 
Functions for 

Derived Endpoint 
Records
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Derivation of Baseline related variables may need you to focus on Certain Terminologies 
used in STAG to understand your study’s Baseline Definition better

BDS Demo
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BDS Demo ADLB

Input Data – SDTM LB Data (showing only important SDTM Variables)
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BDS Demo ADLB
Inputs entered in STAG UI
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BDS Demo ADLB
Sample Code Generated By STAG

Run the piece of code generated by STAG to 
assess to what extent ADaM ADLB variables 

are derived
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BDS Demo ADLB
Sample Output Generated by code prepared by STAG

Need More 
Study specific 

ADLB Variables 
?

Add Custom code of your 
own below the piece of 
code generated by STAG 20



Input Data Sample Showing only some of the relevant variables

This Subject 
Has no value 
for “HCT” at 
“Week 32”

BDS Demo ADLB (Derived Records)
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BDS Demo ADLB (Derived Records)

Suppose your SAP tells you to impute missing values using BLOCF Method (Baseline 
Observation Carried Forward).
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BDS Demo ADLB (Derived Records)

SAP DOES NOT tell you to impute missing. But it is stated that  “endpoint” measurement 
for Haematology Lab Parameters is the “Average” of  “last two available post baseline 
measurements”.
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BDS Demo ADLB (Derived Records)

Suppose your SAP tells you derive “endpoint” measurement as the “Average” of  “all 
available post baseline measurements” for HGB and to impute missing values using 
LOCF Method for HCT and BLOCF for HCT
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Work in Progress

ü More flexible options evaluated, cater to wider range of Analysis Requirements

ü Cater to More Complex requirements 
à the challenge: Too Many possibilities and variations across Analysis Requirements!!

ü Simpler “Other ADaMs” like the ADAE will be covered shortly, based on Developer’s 
availability

Scope and Limitations

Ø ADSL - Suitable ideally for common forms of study designs that has Exposure

Ø BDS ADaMs that are derived out of “General Observation Class Findings” SDTM Domains are 
covered so far

ØCannot handle complicated BDS ADaM in a straight forward way. (ADaM BDS sourced from 
multiple SDTM Datasets e.g. ADTTE or complex efficacy)
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