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Problem Statement: For a fast track virtual bio-therapeutic company’s late phase II product,

o How do we deliver a Process Validation in most expeditious manner that gets us approved (Fast Track)?
o Where, when and how do we get started?
o How much will our process validation cost?

What Attendees will Learn:
o How to apply a Hybrid QBD approach to Pre and clinical data to develop a robust Process Characterization
o How to set up for an efficient and effective Process Validation to drive best possible market introduction timelines
o How to develop a process development “roadmap” for use in subsequent product developments
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