
Automating  the    
specification  and  validation  

process  

Getting  the  most    
out  of    

CDASH  and  SDTM  
Jean-­Marc  Ferran  
Consultant  &  Owner  
Mobile  +45  60  16  04  56  
Email:  JMF@qualiance.dk  
  
Qualiance  ApS  
Guldbergsgade 25, st th 
2200 Copenhagen N 
www.qualiance.dk 
 
 
 
 
Peter  Van  Reusel  
Business  Unit  Director  
Tel  +32  2  774  11  00    
Fax  +32  2  774  11  99  
Mobile  +32  476  54  59  17  
peter.vanreusel@businessdecision.com 
  

Contract Research Organisation 
Business & Decision Life Sciences 
Sint-Lambertusstraat 141 Rue Saint-Lambert 
1200 Brussels 
www.businessdecision-lifesciences.com 

mailto:JMF@qualiance.dk
http://www.qualiance.dk/
mailto:peter.vanreusel@businessdecision.com
http://www.businessdecision-lifesciences.com/
http://www.businessdecision-lifesciences.com/
http://www.businessdecision-lifesciences.com/


Process  Overview  
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Process  Overview  
The  Data  Standards  Library  contains  :  
Data  Collection  Modules  (CDASH)  
Metadata  definitions  (SDTM,  Therapeutic  area)  

used  to  
create  study  
metadata  
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Data  Standards  Library  

DATA STANDARDS 
LIBRARY

DATA COLLECTION 
MODULES
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The  Data  Standards  Library  
contains  :  
Data  Collection  Modules:  
using  CDASH  metadata  
with  clustered  SDTM  metadata  
annotated  for  CDASH  
annotated  for  SDTM  

Metadata  Definitions  :  
SDTM  Standards  
Therapeutic  Area  Standards  



Metadata  Definitions  
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5  levels  of  metadata  
SDTM  IG  3.1.3  and  TA  metadata  
stored  in  the  same  physical  tables  
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Metadata  Definitions  
Table  Metadata  
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Metadata  Definitions  

  



Data  Collection  Modules  
Data  Collection  Modules  Library  :  
using  CDASH  metadata  
with  clustered  SDTM  metadata  
annotated  for  CDASH  
annotated  for  SDTM  
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Data  Collection  Modules  -­  CDASH  
DATA COLLECTION 
MODULES LIBRARY
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CRF  template  using  CDASH  annotations  



Data  Collection  Modules  -­  SDTM  
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Process  Overview  
Generating  study  metadata  by  selecting  Data  Collection  
Modules  from  the  Data  Standards  Library  
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Process  Overview  
Study  Metadata  Repository  is  used  to  measure  the  
consistency  of  metadata  
Study  metadata  is  sent  to  external  or  internal  partners  
for  database  build  

DATA COLLECTION 
AREA

STUDY 
SPECIFICATION

DATA MANAGEMENT 
AREA

DATA 
STANDARDS 

LIBRARY

COMPARISON

STUDY SDTM 
DATA & 

METADATA

VALIDATION

ISSUE 
REPORTS

DM

ISSUE 
REPORTS

STUDY 
METADATA 

SPECIFICATION

DBA

EDC

CRO

STUDY 
METADATA 

REPOSITORY

DEFINE.XML



Process  Overview  
After  study  build,  data  and  metadata  will  be:  
compared  against  the  Study  Metadata  Repository  
validated  against  the  Data  Standards  Model  
  

Verification  
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Conclusion  (Process)  
Data  standards  library  (CDASH,  SDTM  &  ADaM)  facilitates  
building  the  study  metadata  
  
Reduce  study  specification  cycle  times  
  
Generate  define.xml  upfront  
  
Increase  consistencies  across  compounds  
  
Automatically  compare  collected  data  against  specifications  
  

therapeutic  data  standards  library      
  
Similar  process  can  be  designed  for  ADaM  
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Process  Overview  -­  Extension  

 

 

 

 

 

 

 

 

 




