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Which of the following is a potential risk associated with medical devices?
A. Device malfunction

B. Infection

C. Allergic reaction

D. All of the above

Which of the following is a requirement for obtaining CE marking for a medical
device in the European Union?

A. Completion of a clinical trial

B. Registration with the FDA

C. Compliance with GDP standards

D. Compliance with EU MDR requirements

Which of the following is an example of a medical device that requires premarket
approval (PMA) in the United States?

A. Artificial heart valve

B. Band-aid

C. Contact lens solution

D. Tongue depressor

Which of the following best describes the difference between Class Il and Class Il
medical devices in Taiwan?

A. Class lll devices are more expensive than Class Il devices.

B. Class lll devices are more complex than Class Il devices.

C. Class Il devices are used for more serious medical conditions than Class Il
devices.

D. Class Ill devices require a more rigorous regulatory review process than Class Il
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devices.

. The term "medical device clinical trials" shall refer to the systematic studies on

the of medical devices carried out in human.
A. Duration of validity

B. Diagnosis and treatment

C. Medical advertisements

D. Safety or effectiveness

Which countries of regulatory authorities are part of the MDSAP program?
A. US, Australia, Canada, Brazil, Japan

B. US, EU, Canada, Brazil, Japan

C. US, Australia, Canada, Brazil, Saudi Arabia

D. US, EU, Canada, Brazil, Saudi Arabia

Which of the following is not a type of biocompatibility test for medical devices?
A. Cytotoxicity testing

B. Sensitization testing

C. Hemocompatibility testing

D. Microbiological testing

Which of the following is not a medical device?
A. COVID-19 rapid test kit

B. Surgical scalpel

C. Dental floss

D. Hyaluronic acid

. A is a premarket submission made to FDA to demonstrate that the

device to be marketed is as safe and effective, that is, substantially equivalent, to
a legally marketed device.

A. PMA

B. 510(k)

C. NDA

D. HDE

. Which of the following circumstances would not be considered as defective
medical devices?
A. The duration of validity or storage life has expired.
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B. Some materials that affect product quality are mixed or packed.

C. Toxic or hazardous substances are contained, resulting in harm to the health of
human body.

D. The performance or specification is consistent with the content that has been

approved in registration, listed, or announced.
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Which of the following medical devices is not classified as an IVD?
A. Blood glucose meter

B. Cardiac stent

C. HIV test kit

D. Pregnancy test kit

When did the Medical Devices Act in Taiwan officially come into effect?
A.May 1, 2019
B. May 1, 2021
C. May 1, 2023
D. May 1, 2024
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What does GDP mean in medical device?
A. Good dispensing Practices

B. Good devices practice

C. Gross domestic product

D. Good distribution practice

What is the purpose of the Medical Device Regulation (MDR) in the European
Union?

A. To regulate the export of medical devices outside of the EU

B. To regulate and harmonize the approval process for medical devices across EU
member states

C. To provide guidelines for the use of medical devices in home settings

D. To regulate the use of medical devices in clinical trials

What is ISO 149717

A. A standard for medical device sterilization

B. A standard for medical device clinical evaluation
C. A standard for medical device risk management

D. A standard for medical device design control



