
A Funny Thing Happened on 
the way to ADaM… 
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Disclaimer 

Any comments or issues described in 
this presentation do not represent any 
specific client, sponsor, or product. 
Any examples shown are created 
using dummy data and do not use any 
real data from any clinical trial. 
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ADaM is such a simple concept 

3 

Analysis 
Plan 

Results 
Metadata SDTM 

ADaM 

Analysis 
Metadata 

A little  
magic 



4 

So why do we keep stumbling? 
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We can only afford one ADaM dataset 
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Can everything go into ADSL? 
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Because we can only afford 
one dataset. Please! 
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Does Everything in SDTM have to go into ADaM? 

7 

ADDM 

ADDS 

ADEX 

ADLB 

ADVS 

ADPE 

ADSL 

ADAE 

DM 

DS 

EX 

LB 

VS 

PE 

AE 

ADEFF 

ADTTE 

Demo 

AE 

Efficacy 

Lab 



8 

ADSL must be the first dataset created 
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The Efficacy 
Population is based on 
Safety Population and 
a post treatment lab 
panel. 
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Can I use an Excel spreadsheet for ADaM source data? 
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You can’t use ADaM to generate ADaM, right? 
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Every variable in ADSL goes into BDS, right? 
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ADSL ADOHNO 

Just because you can have 32,000 variables in 
a SAS dataset doesn’t mean you should! 
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ADBASE 

It’s easier to add to ADSL than create a new BDS 
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How many Baselines do you need in a single 
BDS? 
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I read it in the IG! 
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IT’S a GUIDELINE. 
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•  Follow the IG, but ASK 

•  Make sure what you are doing makes sense for your study 

•  Work from the Analysis Plan and Table Shells back towards SDTM 

•  If you don’t know, ASK! 

The Best Approach is…. 
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Questions? 
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•  Nancy Brucken 

Nancy.Brucken@inventivhealth.com 

 

•  Paul Slagle 

Paul.Slagle@inventivhealth.com 

Contact Us 
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