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Introduction

Business & Decision Life Sciences’ experiences in ADaM 
conversion projects applying:

• Linear approach for a legacy study
• Parallel approach for Pooled datasets

Objective

Describing the good, bad and ugly experiences gained during the execution of 
these projectsp j
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ADaM Conversions Prequisites: 
TraceabilityTraceability

Good understanding of the relationship between 
– Analysis results
– Analysis datasetsAnalysis datasets
– SDTM domains

The core of any ADaM conversion is the SDTM/ADaM 
traceability, this can be found at two levels:     

– Metadata traceability: finding a relationship between an analysis result 
and analysis dataset(s), or a relationship of the analysis variable to its 
source dataset(s) and variable(s)

– Data point traceability: finding the predecessor record(s)
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ADaM Conversions Prerequisites: 
Traceability

A l i R l

Traceability

• Analysis Results
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ADaM Conversions Prerequisites: 
Traceability

AD M A l i D

Traceability

• ADaM Analysis Dataset
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Traceability

• ADaM define.xml
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ADaM Conversions Prerequisites: 
Traceability

SDTM d fi l d CRF

Traceability

• SDTM define.xml and aCRF
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Case Study 1: ADaM Conversion 
with SAP and TFLs as sole Sourceswith SAP and TFLs as sole Sources
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Case Study 1: ADaM Conversion
with SAP and TFLs as sole Sources

TT

with SAP and TFLs as sole Sources

TT
HH

• Good Traceability between the statistical outputs, the ADaM 
datasets and the SDTM domains

EE

• Since BDLS was responsible for the SDTM Conversion, issues with 
SDTM domains were resolved rapidlyGG

• Having the ADS in ADaM structure facilitated the addition of this 
legacy study as part of an Analysis Pooled Database

OO
OO
DD
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Case Study 1: ADaM Conversion 
with SAP and TFLs as sole Sources

TT

with SAP and TFLs as sole Sources

TT
HH

• Hidden differences with SDTM found during validation:

– Different Coding Dictionary Versions in SDTM database

EE
Different Coding Dictionary Versions in SDTM database 

– For consistency with newer studies, some categorical variables were updated 
with new combination of valuesBB

• Due to SDTM standards restrictions some values used for 
analysis were not available in the SDTM datasets

Key variables in SDTM domains cannot be empty

AA
DD – Key variables in SDTM domains cannot be empty 

 If the initial analysis missing values were summarized in a table, these values 
were not available anymore in the SDTM datasets
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Case Study 1: ADaM Conversion 
with SAP and TFLs as sole Sources

TT

with SAP and TFLs as sole Sources

TT
HH

• ADaM specifications created from SAP and protocol 

– Rules specified in Protocol and  SAP were differently interpreted in the same 

EE
p y p

way as in the original analysis 

 Multiple solutions were tried before having the proper resultUU
• QC: manual comparisons were needed

– ADS not available
Li ti i df f t

GG
LL

– Listings in pdf format

 Resolving all these issues was time consumingYY
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Case Study 2: 
ADaM Conversion of a Pooled DatasetADaM Conversion of a Pooled Dataset

• Parrallel Approach• Parrallel Approach

C ti f l d AD M i• Creation of a pooled ADaM mapping
– From Sponsor’s specifications 

• Creation of pooled ADaM datasets
– From Sponsor’s Analysis datasets

• Extraction of the individual ADaM mapping and datasets
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Case Study 2: 
ADaM Conversion of a Pooled Dataset

TT

ADaM Conversion of a Pooled Dataset

TT
HH

• BDLS was in charge of the SDTM and ADaM conversion, this 
facilitated the communication between the two teams and 
accelerated the problem solving

EE

• With a mature Pooled ADaM conversion process, data extraction 
for each study is fast, and consistency checks across studies are no 
longer needed

GG

• Codelist were re-usable in ADaM due to its consistency across 
studies 

OO
OO

• A comment file with all questions from and to the sponsor, 
facilitates the tracking of all answers and decisionsDD
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Case Study 2: 
ADaM Conversion of a Pooled Dataset

TT

ADaM Conversion of a Pooled Dataset

N t ll d t d D i ti R l d diffi lti t d fi

TT
HH

• Not well documented Derivation Rules caused difficulties to define 
the traceability

St di dd d i t th l d d t b t diff t ti

EE

• Studies were added into the pooled database at different time 
points, while derivations were not properly updated

SDTM li it ti ff t d th AD M i

BB
• SDTM limitations affected the ADaM conversion

– some raw variables were not available in SDTM, but were mentioned in ADS 
specifications

– Specifications had to be redefined in cooperation with the sponsor 

AA
DD Specifications had to be redefined in cooperation with the sponsor 

• Due to traceability between SDTM/ADaM, timelines for ADaM 
datasets were influenced by SDTM timelines
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Case Study 2:
ADaM Conversion of a Pooled Dataset

TT

ADaM Conversion of a Pooled Dataset

St t f th l d i i l ADS d t t h d ith th

TT
HH

• Structure of the pooled original ADS datasets changed with the 
inclusion of new studies 

 Impact on the pooled mapping pooled datasets and extractions

EE
 Impact on the pooled mapping, pooled datasets and extractions 

• Source variables which had some manipulation during the 
conversion (e.g. variable derived, with a format or transposed) were 

UU
( g , p )

sensitive to changes in its content at each transfer 

 New compare tools to check changes in dataset structure between 
the original ADS received

GG
LL the original ADS received 
YY
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Case Study 2:
ADaM Conversion of a Pooled Dataset
• BDLS developed new compare tools to check changes in dataset 

ADaM Conversion of a Pooled Dataset

structure between the original ADS received, like number of records, 
empty, new, and missing variables that were present before

• Specifications were compared: results of a compare were included inSpecifications were compared: results of a compare were included in 
the communication file to the sponsor
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Case Study 2:
ADaM Conversion of a Pooled Dataset

ADS d

ADaM Conversion of a Pooled Dataset

• ADS content was compared:
Results from content compare for variables being “derived”, “with a CL 
applied”, “transposed” during ADaM conversion, were included in the 
communication file to the sponsor
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Case Study 2: 
ADaM Conversion of a Pooled Dataset

T bili i h SDTM d k l d f h

ADaM Conversion of a Pooled Dataset

• To ensure traceability with SDTM, a good knowledge of what was 
mapped from RAW into SDTM and in which study, was essential

• List of RAW variables per study per domain from each SDTM metadata, p y p
specifying if the variable was mapped into SDTM, and if it was empty
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Conclusions

P ll l h• Parallel approach: 
– ensured reproduction of TFLs
– consistency between studies within a pooled database

• Linear approach: 
SDTM/ADaM traceability is demonstrated– SDTM/ADaM traceability is demonstrated

– Bigger risk of not reproducing identical results to the initial analysis

• Source pooled ADS should be stable and specifications should 
be clear 

• SDTM datasets & pooled ADaM datasets should be finalized before 
the individual study extractions can start
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Conclusions

Di i d SDTM d AD M h di i• Dictionary update: SDTM and ADaM uses the same dictionary 
version. Specific ADaM variables are available

• Good communication is needed between SDTM, ADaM team 
members and the sponsor, during the whole process

• Sponsor’s feedback on draft mapping and draft ADaM datasets is 
crucial to address all details upfrontp

• All decisions can be easily tracked if they are properly documented 
i i ti filin a communication file
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Questions?Questions?
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