
2727

User requirement 
specification
customer

Preliminary engineering

Basic engineering

Functional specification 
OQ inspection plan

Detail engineering
Technical detail 

specification

IQ inspection plan

Orders / Assembly / 
Supplies

Programming
Software tests

Installation 
Qualification

IQ

Operation 
Qualification

OQ

Performance
Qualification

PQ

Based on

Based on

Based on

FDA / GAMP4

CFR21 Part 11
•Audit trail

•User administration

•Data storage




