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1. Which is not an example of a medical device failure due to software?
A. Heart pacemaker incidents due to software issues – 2 deaths

B. Baxter infusion pump recall – FDA mandated recall due to software and usage failures causing the pumps to stop infusing fluids

C. London Ambulance Services (1992) – newly installed, and poorly designed, Computer Aided Dispatch (CAD) system caused massive delays in assigning of ambulances, with anecdotal reports of 11 hour waits

D. Infusion pump is dropped on the floor and breaks into several pieces.
2. Which of the following is not part of the framework for defining software quality assurance programs?
A. Collect requirements

B. Develop mission statement
C. Develop inappropriate operating procedures
D. Highlight all relevant activities

3. What is not an advantage of Modular Design with respect to software design methods

A. Easy to write, debug and test

B. Cheaper to change

C. More reliable

D. Requires more effort
4. What is a disadvantage of the Structured Software Design Method?
A. May require more memory space
B. Increases programmer productivity
C. Maximizing reusable codes during redesign
D. Localizing error
5. Which 
6. Software _______ are used to measure software complexity.
A. magazines
B. designers
C. metrics
D. programmers
7. Which of the following is not one of the program steps for risk management?
A. Outline responsibilities
B. Identify authorization
C. Define skills and knowledge needed
D. Conduct verifications
E. None of the above
8. Which are factors in Risk Management?
A. Design and Manufacturing
B. Material Toxicity and Degradation
C. Human Factors
D. Interaction with Other Devices
E. All of the above
9. In which step(s) should Risk Assessment be integrated into medical device design and control?
A. Project Planning and Design Input
B. Design Input and Output
C. Design Transfer
D. Design Verification and Validation
E. Risk Assessment should be integrated into each phase
10. What was the example which incorporated continuous quality improvement using intelligent infusion pump data analysis?
A. Average intelligence pump
B. Smart pump
C. Dumb pump
D. Manual Pump
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