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Implications 
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Why? 

 

What else can be done? 

 

Is there any experience which can be shared? 

 

Does communication with FDA work?  
- eData mailbox and beyond (SDSP…)? 

 

Submission preparation best practices: checklist? 

 

And what about inspections? 

 



Practical Aspects 
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Points to consider: 

- Define.xml: key issues, origin, link to CRF, derivation rules 

- SDTM, ADaM 

Controlled terminology 

Validator: 
- Version (which version at which timepoint? 
- Handling of findings 
- Various rule sets: 
     - overall 
     - FDA 
     - PMDA 
- (Rejection), Error, Warning 

Transformation of source data to SDTM? 
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Submission failures at initial attempt 

 

 


