
10 Tips to Make Friends with ADaM 



Agenda 

•  Introduction. 
•  Tips and Tricks. 
•  Questions. 
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Introduction 

 This presentation will provide perspective from a 
statistician at a CRO with years of experience in developing 
full CDISC compliant datasets for studies and submissions. 
Each item on the list is based on actual situations that we 
encountered.  For each item, we will include helpful insight, 
including examples, logic and just plain good sense. 

 See what was done and hear recommendations on how 
to properly implement key aspects of the ADaM to improve 
traceability, quality and flexibility.  
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Tips and Tricks 

1.  Avoid the raw and input from SDTM 
–  Try not to develop any ADaM datasets from raw data. 
–  Skipping SDTM means any raw data used would have to 

be submitted to the regulatory agency (e.g., FDA). 
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2.  Analysis day (ADY) should be re-calculated 
 when you don’t have control of SDTM. 
–  It may be tempting to bring in your --DY variables 

directly from SDTM into ADY, but this can be 
dangerous. 

–  If your reference start date (RFSTDTC) and treatment 
start date (TRTSDTM) are inconsistent, this leads to 
differences between --DY and ADY, which can throw a 
wrench in your analyses. 
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Continued… 

 
•  Inconsistent dates can affect the Visit Windows. 
•  It’s good practice to re-calculate study day based on 

treatment start date and assessment date. 
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3.  The importance of analysis visit (AVISIT)       
 should not be overlooked 
–  Consult your statistician and ensure this is defined 

clearly in the SAP. 
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Continued… 

–  If visit windows are used, ensure they are continuous 
non-overlapping intervals and it is clear what to do if 
multiple visits occur within the same window.  

–  Don’t forget about those unscheduled visits(included 
or not)! 

–  Your visit-based domains and results depend upon 
AVISIT. 
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4.  QC your ADaM specifications against your 
 Finalized SAP 
–  Even though they are in a different format, they should 

“say” the same thing. 
–  Have a statistician perform a consistency check 

between both of these documents because any 
differences will lead to confusion and (possibly) errors. 

–  Start with identifying areas from the SAP/TLG shells 
that should be in ADaM, and start checking. 

–  SAP often updated during a trial and finalized before 
database lock. 
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Continued… 

•  From SAP 

•  From Specs (case where they don’t match) 
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5.  Always triple check the important dates 
–  Items like randomization date and date of last dose in 

double-blind can be very critical. 
–  Treatment-emergent adverse event (TEAE) counts are 

based on these dates, so one incorrect date and your 
TEAE counts change (fingers snapping) “like that.” 

–  Baseline is also dependent on these dates, so an error 
in these dates can lead to a different baseline value. 

–  Review all derived variable calculations (visit windows, 
efficacy calculations, change from baseline). 

11 



6.  Include all randomized subjects in your 
 Basic Data Structure (BDS) domains 
–  It’s tempting to only include subjects who received 

treatment (e.g., safety set) in your BDS domains. But 
the inevitable “oh no” may happen when the FDA 
requests that table that was originally run on the safety 
population to be run on ITT. 

–  If you don’t put all ITT subjects in ADaM, you’ll likely 
have to retrieve some from SDTM and then update 
ADaM to include them, and I suspect you’ll want to 
avoid that. 
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7.  Include ALL levels of MedDRA and WHO 
 Drug in ADAE (adverse events) and ADCM 
 (concomitant medications) 
–  Don’t just include SOC and PT, because you never 

know when your sponsor will want to review all levels 
of MedDRA coding. 

–  Before you know it, Lower Level Term is in your table 
shell and you do not want to have to get it from SDTM 
(SUPPAE, SUPPCM). 
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Continued... 
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8.  Include a row for baseline 
–  Don’t omit that baseline row just because you see the 

BASE variable 
–  The characteristics about the baseline record, such as 

date, are still going to be needed.  
–  Plus, the structure is useful for most PROC steps. 
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9.  Know the contents (populations,  records) 
 that are included in each  ADaM dataset 
–  For example, does ADAE include only TEAEs or non-

TEAEs as well? How about double-blind vs. open-label 
AEs? 
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Continued... 

•  What populations are included in ADVS (vital signs), ADEG 
(ECGs) and ADLB (labs)? All randomized or only those 
receive study drug? 

•  When Integrating, knowing your analysis dataset will help 
clarify potential CRF differences. 

17 



10.  Invest your time here 
–  Let’s face it, ADaM programming takes a long time. 
–  This is where your populations, derivations, imputations 

and calculations reside. 
–  So time spent here is value-added, and can dramatically 

save time for your TLG programming.  
•  Adding a Analysis dataset to make TLG programming easier. 
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Continued... 
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          Questions??? 


