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1. Who was the first company to set up an inspection department?
A. Southern Plastic Manufacturers
B. Northern Steel 
C. Western Electric Company
D. Eastern Plumbing Company
2. What is defined as “risk”?
A. A favorable event 
B. An undesirable event that can occur and is measured in terms of probability and severity.
C. A way to measure the number of failure occurrences in a device test
D. A success rate in a given time during  a device testing procedure
3. What is one of the categories of medical device safety?
A. Descriptive
B. Environmental
C. Durability
D. Effectiveness
4. What is one of the categories used to meet safety requirements? 
A. Risk Assessment
B. Sufficient Information

C. Time Requirement
D. Hazard Analysis
5. What is one of the phases to the device life cycle?
A. Design
B. Installation
C. Development 

D. Pre-Production
6. What is one of the safety analysis tools discussed on Chapter 4?
A. Fishbone Diagram
B. Failure Mode and Effects Analysis
C. Technic of Operations Review
D. Success Tree Analysis
7. What does OSHA stand for?
A. Office of Standards and Health Administration
B. Order of Security and Health Assessment
C. Occupational Security and Hazmat Association
D. Occupational Safety and Hazard Administration
8. How many areas are involved in the Quality Assurance Program developed by the FDA and ISO?
A. 6
B. 9
C. 12
D. 24
9. What is one of the areas in the quality assurance program developed by the FDA and ISO? 
A. Product Transport
B. Identification
C. Test Instrumentation
D. Device Initiation
10. How far back can the history of medical device safety be traced back to?
A. 2000 B.C.
B. 300 B.C.
C. 1767
D. 1892
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