
 Basics Of Reliability 

 Reliability 

 Domestic Standards 

 Requirements Engineering 

 Designing The Product 

 Hardware Design 
 The Concept of Failure 

 International Standards 

 Regulations And Standards 

 The Food and Drug Administration 

 Intellectual Property 

 The Medical Device Directives 

 The Medical Device as an Entity 

 Six Sigma and Product Design 

 Quality System Regulation 

 Defining the Device 
 Specifying The Product 

 Safety and Risk Management 

 Liability 

 Software Design 

 Software Coding 

 Establishing and Using Metrics 

 Human Factors 

 Testing And Data Analysis 

 The Basis and Types of Testing 

 Hardware Verification and Validation 

 Software Verification and Validation 
 Analysis of Test Results 

 The Manufacturing And Maintenance Processes 

 GMPs and Manufacturing 

 Configuration Management 

 Analysis of Field Data 

 Appendices 

 Appendix 1 Chi Square Table 

 Appendix 2 Percent Rank Tables 

 Appendix 3 Common Failure Modes 

 Appendix 4 Glossary 

 Index 

 


