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Standard Operating Procedure

Validation of Commercial Off-the-Shelf (COTS)
Computer Systems
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This is an example of a3 Standard Operating Procsdure. |t is a proposal and starbing
point anly. The type and extent of documentation depends on the process environment.
The proposed documentstion should be adapted accordingly and should be based on
individua' risk assessments. There is no guarantee that this docurment wil pass a
regulaiory inspeciion.
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www.labcompliance.com
Flobal on-line resource for validation and compliance

Comyright by Labcompliance. This document may only be saved and viewed or prinfed
for personal use. Users may not fransmit or duplicsfe this document in whole or in pard,
in any medivm. Addifional copies and licenses for deparfment, sile or corporais wse can
he ardered from www labsompliance. comisoiuiions.
While svery effort has besn made fo ensure the sccwrscy of information conizined in
this document, [abcompliance accepls no responsibiify for errors or omissions. Na
Yiahiiity can be accepled in any way.

Labcompliance offers books, master plans, complete Guality Packages with validation
procedures, scripts and examples, SOPs, publications, training and presentation
rnaterial, user cfub membershig with mare than 200 downloads and audicfweb
seminars. For miore information and ordering, visit weaw_[abcompiance comfsolutions
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FURPOSE
Sofiware and computer systems should be validated for cornpliance and business

reasons. Waldation helps o gensrate accurate, refable and consistent analytical
resulis. This S0P gwes guidelines on how to validate computer systems.

SCOPE

Validation of computer systems that have an impact on preduct quality. Valdation

includes zll ffe cycle phases from system planning fo et & focus is on
walidation of commercial off-the-shelf systems. pigpign .o cedure ars
possibie but should be based o sl as e =i cumented and
approved by operation’ggm ﬁ ta &
GLDSEAHVS‘IH!“-DHS

Iterm Explanation

Walidation “E=tablishing documented evidence, which provides a high

degree of assurance that a specfic process will consistenty
produce a product meeting ds predetermined specificaton”.
{Sowrce: "FDA Guidelines on Genersl Prncipies of Validation®,
March 195E]

BLA) Design Quaffication

L&, Installation Qualificaton

] Operational Gualificaticn

P Performance Jualificaton

RS User Reguiremeni Specification

FS Functional Specification

GAMP Good Automated Manufacturing Practice (Form).

The GAMP Forum exists to promote the understanding of the
regulation and use of computer and control systems within the
pharmaceutical manufaciuring indusiny.
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