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QUESTION 1

Which of the following is the PRIMARY purpose of an audit report?
A. To carry out a complete review of product applications

B. To define how to prepare new product submissions

C. Todocument compliance history

D. To train sales representatives

Correct Answer: C

QUESTION 2

A global company has obtained a patent in a specific country for a newly marketed product. What would be the BEST
advice In order to protect the patent in other countries?

A. Use the Madrid system.

B. Use the community patent system.

C. File patents of interest in target countries.
D. File design patents in target countries.

Correct Answer: C

QUESTION 3

A regulatory affairs professional is asked to review and update regulatory affairs SOPs. Which aspect of the SOP Is
MOST important to consider?

A. Expiration date

B. Relevance to regulations
C. Revision history

D. Scope and level of detail

Correct Answer: B

QUESTION 4
A regulatory affairs professional has submitted a package for regulatory review. According to the regulation, the

regulatory authority will need to respond within 90 days of submission. If there is no response after the deadline, what is
the BEST approach?
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A. Contact the regulatory authority, ask for clarification about the delay, and provide answers to any outstanding
questions.

B. Contact the regulatory authority, ask for clarification about the delay, and demand a decision be made regarding the
submission.

C. Contact the local political representative and ask for intervention with the regulatory authority to obtain a decision
regarding the submission.

D. Contact the company legal representative in order to begin legal proceedings to enforce the regulatory authority\\'s
response time.

Correct Answer: A

QUESTION 5

In the process of obtaining a product approval, a regulatory affairs professional discovers that the product does not meet
one of the specific technical requirements of the regulation. However, competitors with substantially similar products
have claimed compliance with the requirement and received approval. Which action should the regulatory affairs
professional take FIRST?

A. Discuss with the regulatory apriority and attempt to reach an acceptable solution.

B. Inform the internal departments to redesign the product to comply with this requirement.

C. Inform the regulatory authority that such a requirement is not applicable to the product.

D. Notify senior management that the product cannot be registered.

Correct Answer: A
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