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Customer 
contacts QA with 

complaint

GBI personnel 
identifies 

Nonconformance 
(NC) or potential 
NC/Preventive 

Action

Notify Manager

Segregate 
potentially 

nonconforming
Material

Notify QA

Area Manager 
assigns 

Investigator

Investigator 
conducts 

investigation

Investigator 
completes 

Sections 1-4 of 
CAPA Report

Investigator 
determines 

Root Causes

Investigator 
defines 

Corrective and/or 
Preventive 

Actions (CAPAs)
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Is Material 
involved?

Yes

Yes/No

QA assigns 
CAPA Report 
Number and 
enters in log

QA determines 
Disposition of Material 

and completes 
Section 5 of CAPA 

Report

Product 
Safety or 
Efficacy 
Impact ?

High Priority 
Designation (Fast 

Track), Notify 
Customer

Yes

No

Customer 
Notification
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