
W estgard QC, Inc , Copyright © 2011

Table of Contents

1. Controlling Quality..........................................................................................1

2. Managing Analytical Q u a lity .....................................................................13

3. Analyzing and Assessing Risk................................................................. 25

4. A Safety Net to Catch Analytical Errors................................................ 51

5. ISO 14971 Risk Management for Medical Devices........................... 67

6. ISO 15198 and CLSI C24 Guidance for Safe Use and Q C ............... 95

7. EP18 & EP22 Guidance for Risk Analysis and QC Plans..............113

8. ISO 22367 Guidance for Risk Managem ent....................................... 137

9. Adopting the JC Risk Analysis Methodology................................... 147

10. Diagramming a Laboratory Process.................................................. 163

11. Identifying Failure Modes...................................................................... 177

12. Prioritizing Failure Modes......................................................................189

13. Determining Root Causes......................................................................203

14. Mitigating Risks with an Analytical QC Plan................................... 213



Six Sigma Risk Analysis

15. Estimating Detection and Evaluating Residual Risks................... 233

16. Monitoring Failures and Measuring Performance........................ 259

17. Implementing Analytical QC Plans.....................................................275

18. Integrating Six Sigma into Risk A n a lys is ........................................283

Index  291


