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“For products developed by 3 quality by
dezign approach, where it has been
solentifically established durirg

deve lopmant that the established control
strategy provides a high degres of
assurance of product quality, then

0ont invous process ver iFication oan be
used 33 an alternative to traditional
process valldation”

NOTE: FOA would most |ikely NOT accest
this sliternative; FOA raquires both PPO
and CPY to support Process validation

op & Scale-up Sup
elopment/Scale-up Data
* Muitiple test batches to support reproducibility
of specffied ranges/kmits
» Actual ranges/limits studied should be beyond

* "In mast cases, PPQ will have ahigher level of
sampling, additional testing, and greater scrutiny
of process performance than would be typical of
routine commaercial praduction *

* “Sampling dunng this stage [PPQ] should be

specified production ranges/imits (safety

margin) more extensive than is typical during routine
production *

- Resuits at the studied ranges/imits mustnot be
borderline '
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