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QUESTION 1

According to the ICH guideline on GMP for API,to which of the following is the MOST stringent requirement applied?
A. Physical processing and packaging

B. Isolation and purification

C. Production of Intermediate(s)

D. Introduction of the API starting material

Correct Answer: A

QUESTION 2

According to ICH, which of the following components of study information is NOT required in a clinical study report?
A. Randomization scheme and codes

B. Protocol and protocol amendments

C. Listof[ECsorIRBs

D. Detailed CVofall investigators

Correct Answer: D

QUESTION 3

Which analysis method is MOST appropriate to prioritize risk and monitor the effectiveness of risk control activities for a
medical device?

A. Fishbone analysis

B. Failure modes, effects, and criticality analysis
C. Fault tree analysis

D. Quality by design analysis

Correct Answer: B

QUESTION 4
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A company is currently marketing an implantable orthopedic medical device. The RandD department is planning to
change the material used for the implant. The RandD department states that the change does not impact the safety and
effectiveness of the product.

What action should the regulatory affairs professional take FIRST?

A. No action is needed in this situation.

B. Prepare regulatory submissions that detail the medical device\\'s change in materials.

C. Review the content of change and supporting data for the equivalency with the current material.

D. Write a memo to file since the change does not impact product safety and effectiveness.

Correct Answer: C

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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