
FileSub.AI

Automate dossier review — quickly flagging gaps, omissions, and inconsistencies
— so teams can focus on strategic tasks instead of document checks.

Automate and accelerate your dossier
submissions review process.
Reclaim your valuable time for high impact, high
value tasks.

Context and Problem Solved

During dossier creations prior to submission, large
volumes of  documents need to be reviewed manually
to ensure completeness and reduce the risk of
receiving letters of  deficiencies. Automated dossier
review addresses this lengthy process.

Expected Benefits Who it benefits in your organization

Regulatory Affairs teams

Faster time to market for drugs
Reduce risk during submission process
Increase in scalability of  Regulatory Affairs teams

Value Proposition

Applies language processing techniques to extract and compare submission information

Inside FileSub.AI
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Connect
Connect your dossier
repository to GenAIz

Select
Select a target country
for submission 

Track
Easily track missing dossier
documents to add before
submission
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