Standard Operating Procedure

Validation of Spreadsheet Applications

LabCompliance

ey

This is an example of a Standard Cperating Procsdure. [t is a proposal and starting
point only. The typs and extent of documeniation depends on the process environment.
The proposed documentaton should be adapted accordingly and should be bassd on
indiwidual rsk assessments. There is no guarantee that this document wll pass a
regulaiory inspection.

Publication from

www.labcompliance.com
Flobal on-line resowrce for validation and compliance

Copyright by Labsomplance. This document may only ke saved and viswed or prinfed
for personal wse. Users may not fransmit or duplcafe this documenit in whale or in pard,
in any medivm. Addifional copies and licenses for deparfment, site or corporafe wse can
be grdersd from www labosompliance comysolulions.
Fihile svery effort has been made fo ensure the scouwrscy of information conizined in
this document, Labsompliance accepds no responsibility for errors or omissions. No
Nishilily can be accepled i any way.

Labcompliance offers bocks, master plans, complete Guality Packages with validation
procedures, scripts and examples, SOPs, publications, training and presentation
material, user cfub membership with more than 300 downloads and audicfweb

seminars. For more nformation and ordering, visi www_labcompiance_comdsolutions




STANDARD OPERATING PROCEDURE Papge 3 of 14
Docurment Mumber: 5-284 Version Beta
Validation of Spreadsheet Applications

3

FURFPOSE

Cluality standards, regulatory agencies and some company poicies reguire softwars
used for evaluation of critcal data o be propery validated. Spreadshest
applications are considersd as software and should be vatdated to demonstrate
suitabifty for their intended use. The purpose of this operating procedure is fo
ensure that Spreadsheet applications are validated during their devslopment and
installaticn and percdically reevaluated during cperation.

SCOPE

Validation of Spreadsheet applications used n regulated environments. Examples
are Excel™ Spreadshesi=s. The procedure applies whenever firms develop
Spreadsheet applications with and without WVBA scripts.

GLOSSARY/DEFIMITI AG E
VBA - Visual ar@nming language for Microscft

Office Produci=N

Mote: For ctherw=tmitions, see www [abcompliance comigiossary.

REFEREMCE DOCUMEMNTS

4.1. “Walidation Master Plan for Equipment and Computer Systerns”.
(Mot part of this S0P, example can be ordered from
wwwi labcompliance comibooks/masterplan_hitm)

4 2 S0P #&#=; "Risk-Based Validation -:T Equ cr"le-n* an-:l Computer Systems”
Avaidable throwgh: ) |

4.3 S0P #&8; "Change Control of Software and Computer Systems”.
Avadable through: weew. abocompliancs.comisolulionsisops.

4.4 S0P ##= "Development and Use of Spreadshests in GePPar11
Envronmenis”.
Avaidable throwgh: wenw Isbocompliance. comisolutions/sops.
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