
The Good? the Bad? or the Ugly?
CDISC eSubmission packages in practice



What does CDISC eSubmission package consists of?

SDTM ADAM

define.xml (+stylesheet) define.xml (+stylesheet)

CSDRG ADRG

aCRF programs

complexalgorithms programtoc



Annotated crf



aCRF – and how to get it wrong ….



aCRF – and how to do it better



aCRF



define.xml



define.xml



Example variable metadata - define.xml



Example variable metadata - define.pdf



Codelists



Codelists...
In SDTM



... that are not matching
ADAM



What is the truth?



More examples
One data model vs another



More examples
One data model vs another



Study data reviewer’s guide



Inconsistencies



Conformance summary - a horror



Conformance summary - a horror continues...



Conformance summary - what should it be then?



Conformance summary - what should it be then?



Ways of doing Incl/Excl criteria



Ways of doing Incl/Excl criteria



Standards matter



Doing now what patients need next


