
Computer Systems Valida�on, Part 2: Implementa�on

Approximate study �me: 1 hour

Level: Introductory/Intermediate

Audience: Manufacturing and 
ICT personnel

Region: North America, Europe, other

Who will benefit from this module?

Module outline

Learning objec�ves

Category: Valida�on, GMP, ICT

This module describes the design, development 
and installa�on phase, the valida�on phase, 
and the opera�on and maintenance phase of 
the valida�on of computerised systems in 
medicines and healthcare products 
manufacturing environments. It con�nues to 
follow the progress of a pharmaceu�cal 
company's project to validate a new dispensary 
control system.

Manufacturing personnel in the pharma/bio-
tech, dietary supplement, and medical devices 
industries need to understand the principles 
and prac�ce of computer systems valida�on, 
as set out in this module. In par�cular, the 
module provides essen�al learning for 
engineering, informa�on and communica�on 
technology, produc�on, and quality manage-
ment personnel in the pharmaceu�cal 
industry.

Design, development and installa�on phase
This session specifies the roles of func�onal 
and design specifica�ons. It outlines the 
development tes�ng process, and describes 
the formula�on and use of test plans, cases 
and scripts. It iden�fies characteris�cs of good 
tes�ng prac�ces, and emphasises the 
importance of development change 
management.

Valida�on phase
This session specifies the ac�vi�es to be 
performed in the valida�on phase, and 
outlines their �ming. It states the purposes of 
pla�orm qualifica�on, applica�on installa�on 
qualifica�on, opera�onal qualifica�on, and 
performance qualifica�on. It specifies tests 
typically carried out in opera�onal 
qualifica�on and performance qualifica�on. 
Finally, it describes the roles of valida�on 
change management and the valida�on 
report.

Opera�on and maintenance phase
This session describes the measures that need 
to be in place during the opera�on and 
maintenance phase. It outlines the 
management of the decommissioning of a 
system. It iden�fies changes that need to be 
controlled in the opera�on and maintenance 
phase.

Assessment
The assessment tests the learner’s assimila�on 
of the module’s content.

VAL07

Describe the design, development and 
installa�on phase of projects to validate 
computerised systems

Describe the valida�on phase of such 
projects

Describe the opera�on and maintenance 
phase

Determine which systems to validate

Determine the amount of valida�on 
required, and the strategy to use
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Module outline
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- Opera�on and maintenance phase
- Assessment
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