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FIH: Planning and Risk I\/Ianagement

Early phase limits are intentionally more permissive andbased on fisk acceptance
» Declare intent..Specification reassessment at stage gates (ex. before Pivotal tr|aI)

— What will be reassessed? i
= Characterization methods moved to release test panel of discontinued not
maintained for perpetuity. (@
m Assess process & method capability: Determlne iS eX|st|ng limits remain
appropriate; or should they evolve

* Criticality navigates g
— CQAs may need tighter Ilmlts or a more robustjust|f|ca't|eﬁ than a non CQA
— Not all attributes require the same level of rigor THE FIRST LEG
“Report Results”? O r l/f

— CQA vs. pCQA/non- CQA

— If you expect that is may: Aratier later, controlnow if broadly: -
ultragenyy.
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Many trials. Lessons learned.

The journey continues h
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Practical Strategies
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Practical Strategies

FIH

Pu rit;yia‘na&
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Wy is evaluated
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