Making Excel Spreadsheets Compliant:

Foolproof Methods for Validation

Table of Contents

Introduction

What Needs to Be Valldated.........oocueiiiiiiiiiiiieee ettt ettt et e e 5
Problems with EXCel SPreadSheets ........coccuviiiiiiiiiiiiiiie ettt e e e e e s 7
The PIaNNING PrOCESS .....coviiiiiiiieie ettt ettt et ettt saee s nee e 9
The Validation Process — Path L.......coc.oooiiiiiiii e 11
Execute Spreadsheet QUalifICation ...........cccoeoiiiiiiiiiiiiiiiiiieeecereeee e 15
The Validation Process — Path I1 .........cooiiiiiiii e 19
Change CONIIOL .........eiiuiiiieeee ettt ettt et e s e et s e e e e saneenne 21
SOFEWATE TOOLS ...ttt ettt e at e st esat e et e sbe e et e e s bt e e bt e saeeeaee 23
CommON PItFAllS .....eeiiiiiiiiee ettt ettt et e st e e e e 25
A Qe ettt et b et b et e bttt e bt e st e bt et e b e et e e bt e et e eaeee 27
COMNCIUSION ..ttt ettt ettt et e e eab e e ab e e e bt e e e bt e e e bt e e et aeeeabeeesabeeesabeeenabeesnbeesnbeenane 31

Appendices (can be found on the CD in the back of this report)

A. Spreadsheet Design and Validation for the Multi-User Application for the Chemistry
Laboratory Part I

B. Spreadsheet Design and Validation for the Multi-User Application for the Chemistry
Laboratory Part II

C.21 CFR Part 11
D. Part 11, Electronic Records; Electronic Signatures — Scope and Application
E. General Principles of Software Validation; Final Guidance for Industry and FDA Staff

F. Guidance for Industry: Computerized Systems Used in Clinical Investigations



