
. . 
Analytical Laboratories 

Ian, and for testing of 
understand and easily 

edition, creating this 
:ss topics that are new 
:ement and validation 
1 1 . Risk management 
relp to focus resources 
and data integrity . If 

Contents 
high-impact products 
no time on processes 

terns, we have added 
red by the FDA's reg- Pi*(>, face . . . .  iii 
1st 11 . This takes into 
ltained, and archived 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 1 Introduction 1 
t-of-specification test 2 . Regulations. Standards. and Guidelines . . . . . . . . . . . . . . . . . . .  9 
eviations from prod- 3 . Terminology and Validation Overview . . . . . . . . . . . . . . . . . . . .  25 
dans is an increasing 4 . Risk-Based Validation and Qualification . . . . . . . . . . . . . . . . . .  37 
of products entering 5 . Master and Project Planning for Equipment and 
nful impurities . This Computer Systems . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  55 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  nore than 30% of all 6 . Design Qualification 63 
t-of-specification test 7 . Installation Qualification . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  71 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 8 Operational Qualification 81 
:nt issues in the area . . . . . . . . . . . . . . . . .  9 Performance Qualification and Maintenance 93 
Readers are encour- . . . . . .  10 Special Considerations for Software and Computer Systems 109 

ly if their experiences 1 1  . Validation of Analytical Methods . . . . . . . . . . . . . . . . . . . . . . .  125 
should be submitted 12 . Data Review and Validation and Evaluation of Uncertainty ...... 155 
.om . . . . . . . . . . . . . . . . . . .  . 13 Handling Out-of-Specification Situations 165 

. . . . . . . . . . . . . . . . . . . . . . . . .  14 . (Certified) Reference Standards 179 
L~idivig H~lbei- 15 . People . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  189 

. . . . . .  . 16 Proficiency Testing for External Laboratory Qualification 209 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 17 Audits 215 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . Appendix A Glossary 229 
. . . . . . . . . . . . . . .  . Appendix B O Q  Tests for Selected Equipment 243 

. . . . . . . . .  . Appendix C Selected (Standard) Operating Procedures 259 
Appendix D . Books in the Area of Qualification 

. . . . . . . . . . . . . . . . . . . . . . . . . . . .  and Validation 281 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . Appendix E References 291 

Index . . . .  299 

v 

Microfilm Scanner
Text Box
Ref 543.0685 HUB 2nd ed.




