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Overview

Background of PV

Stage 1 ïProcess Design

Stage 2 ïProcess Qualification

Stage 3 ïCont. Process Verif.

Summary



Background

Process Validation as a legal requirement

ÅEnforceable for finished drug products (21CFR211)

Å100(a) ïñwritten proceduresé designed to assureéò

Å110(a) ïñproceduresé monitor the output & validate the 

performanceò

Å113 ïñvalidation of all aseptic & sterilization processesò

Å160 ïñscientifically sound & appropriateò specs, plans, tests 

ñdesigned to assureéò



Background

Process Validation as a legal requirement

ÅEnforceable for APIs (the Statute)

Å501(a)(2)(b) of FD&C Act ïñcGMP to 

assureéò

ÅcGMP guidance ïICH Q7



Background

Experience and inspectional review

ÅMinimal design & development foundation

Åfocus is on óevent of qualificationô

ÅEmphasizes replication at commercial scale

Ådoesnôt promote process understanding

Åbiased batches



Background

Process Validation 2011 revision

ÅPV is a lifecycle (dynamic, not a static event)

ÅEmphasize process understanding

Åidentify / mitigate variability

ÅRisk management & objective analysis

ÅKnowledge gained during commercial distribution



Background

Relevant guidance & standards

ÅICH: Q8/9/10 (Pharma Dev, QRM, Quality Systems)

ÅASTM: E2500 (Standard for Specs, Design, & Verif.)

ÅFDA: Qual. Systems Approach to Pharma cGMP Regs

ÅISPE: GAMP 5 (Automation & Comp. Systems) & 

Baseline Guide Volumes 5 &12 (C&Q, Verification)


