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QUESTION 1

A global company is developing a sophisticated implantable medical device that is coated with antibiotics and biologics
to enhance its efficacy. The product is marketed in Country X. where it is regulated as a medical device. The same
product, without theantibiotics and biologics, is marketed as a medical device in Country Y. The company is proposing
to start marketing the coated device in Country Y. Which regulatory approach should the company propose? 

A. Submit the product for review as a pharmaceutical product in Country Y. 

B. Submit the product as a medical device in Country Y as the product is already marketed in Country X as a medical
device. 

C. Apply for review of the additional part of the product as a pharmaceutical product in Country 

D. Examine decisions made about similar products in Country Y to propose the classification ofthe product. 

Correct Answer: CD 

 

QUESTION 2

According to the GHTF IVD guidance, which of the following is the CORRECT classification for a blood glucose self-
testing kit? 

A. Class A 

B. Class B 

C. Class C 

D. Class D 

Correct Answer: C 

 

QUESTION 3

A protocol for a pivotal registration trial of a new product is submitted to a major regulatory authority for review and
approval. The regulatory authority issues the company a written commitment that if the studies are completed as
outlined in the protocol and the results meet the pre-specified criteria for efficacy and safety, the product will be
approved. 

During the final week of the review of the marketing application, which has fully met all pre- specified criteria, the
company receives a letter from the regulatory authority stating that it no longer believes that 

the product will be approved based on a recent withdrawal of a similar product in another country. 

What is the BEST response? 

A. Notify the regulatory authority regarding Its obligation to honor the commitment to approve the application. 

B. Consult with the legal department to discuss the best course of action. 
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C. Review the regulatory guidelines to determine how to proceed. 

D. Request a meeting with the regulatory authority to discuss the application. 

Correct Answer: D 

 

QUESTION 4

A company is developing a new product for the global market. A new international guideline will recommend relevant
studies in the pediatric population, and the guideline will be effective before the approval of the company\\'s new
product. 

What is the BEST advice the regulatory affairs professional can provide to minimize the impact of this guideline on the
successful registration of the new product? 

A. The company should consult with relevant regulatory authorities to determine the potential impact on the current
registration plan. 

B. The new guideline has no impact on the current registration plan, but the company must be prepared to defend its
decision. 

C. The new guideline has no impact on the current registration plan since all relevant registration studies are almost
completed. 

D. The company should initiate the required pediatric studies immediately to avoid costly delays to the current
registration plan. 

Correct Answer: AD 

 

QUESTION 5

A regulatory authority announces an inspection of a regulatory affairs professional\\'s facility during a holiday season
when most of the staff Is not available. What is the MOST practical approach to this dilemma? 

A. Negotiate with colleagues and the authority to find a better time. 

B. Insist that key personnel be available for the inspection. 

C. Inform the authority that the time is not suitable and request a new time 

D. Arrange for an inspection without all intended personnel. 

Correct Answer: A 
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