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Disclaimer

ØThe views presented are the views of the presenter, not necessarily those 
of Novartis.

ØThese slides are intended for educational purposes only and for the 
personal use of the audience. These slides are not intended for wider 
distribution outside the intended purpose without presenter approval.

ØThe content of this slide deck is accurate to the best of the presenter’s 
knowledge at the time of production.



Agenda
ØeDATA submission to PMDA - overview

ØNovartis strategy for New Drug Application (NDA)
Ø Scope of work and challenges
ØProject/Deliverable management

§ Time
§ Resource
§ Quality
§ Risk

ØKey milestones of actual submission
Ø Learning and recommendation
ØAcknowledgement
ØQ&A



eData Submission to PMDA - overview



Novartis strategy – roadmap to submission



Scope of work – components of a typical package



Scope of work – submission under consideration



Scope of work – submission under consideration



Challenges/concerns



Project/Deliverable management



Time management



Time management – why so important?



Time management – how?



Resource management



Programming and submission team



Resource management - concern



Resource challenge – mitigation



Quality management



Quality management - concern



Quality assurance



Risk management



Associated Risks



Risk mitigation



Actual submission



Learning and experience



Learning and experience - examples



Learning and experience - examples



Recommendation
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