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Agenda

	Topic
	Time Allotted

	Introductions
	5 minutes

	Discussion of issues for:
	75 minutes

	· Clinical program
	

	· Preclinical program
	

	· Manufacturing and Stability
	

	Wrap-up
	10 minutes


objectives

A specific list of objectives includes:

Confirmation of the regulatory route for approval

Confirmation of the key clinical milestones for demonstrating safety and efficacy

Confirmation of the preclinical program approach

Discussion of key safety issues such as fill in … 
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