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WHY DOES IT TAKE SO LONG? 





GETTING CAUGHT IN THE TRAP 







DESIGN WITH 
THE END IN 
MIND!



DESIGN DATASETS 
UPFRONT



METADATA DRIVEN DATA TRANSFORMATIONS

Any EDC
Non eCRF data

Mapping Proprietary 
Datasets

• Proprietary 
define

• Source datasets

Mapping SDTM Datasets

• Target SDTM 
define

• Target specs
• Mapping specs
• Drives 

compliance
• Turns into 

submission 
define



STANDARDIZATION IN TRIALS 



AUTOMATED SDTM DATASET GENERATION



AND THE 
BENEFITS OF 
AUTOMATION?



COVID VACCINES APPROVED TODAY! 



ANY QUESTIONS?

…Or come and chat later
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