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QUESTION 1

As a member of the product launch review committee, a regulatory affairs professional discovers a major issue with the
labeling of a product prior to production. In addition to informing the committee, which is the BEST approach to address
the issue? 

A. Inform the regulatory authorities. 

B. Delay the start of product production. 

C. Correct the label text. 

D. Abort the product launch. 

Correct Answer: A 

 

QUESTION 2

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 3

As part of the regulatory strategy for companies intending to manufacture a psychotropic product, which of the following
approvals should be received FIRST? 

A. Site license 

B. Product license 

C. Import license 

D. Export license 
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Correct Answer: A 

 

QUESTION 4

Which of the following changes to a drug product is MOST likely to be implemented without prior regulatory authority
approval? 

A. Deleting an ingredient of the drug product 

B. Deleting a drug substance 

C. Introducing a new analytical method 

D. Strengthening a precaution to the product labeling 

Correct Answer: D 

 

QUESTION 5

What is the LAST stage in the development of a quality risk management process for a medical device? 

A. Risk analysis 

B. Risk reduction 

C. Risk acceptance 

D. Risk evaluation 

Correct Answer: C 

 

QUESTION 6

An inspection of a manufacturing site determines that a number of manufacturing changes have been implemented
without obtaining the necessary regulatory clearance. Which of the following actions should the regulatory affairs
professional complete FIRST? 

A. Stop product manufacturing. 

B. Establish validation procedures. 

C. Assess the impact of the changes. 

D. Review the stability data for the changes. 

Correct Answer: AC 

 

QUESTION 7
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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 

 

QUESTION 8

A company is developing a device-drug combination product. Which of the following should be evaluated FIRST in order
to determine the applicable guidance documents? 

A. Approved indications of the drug 

B. Determination of primary mode of action 

C. Determination of product design deliverables 

D. Guidance documents for the device 

Correct Answer: C 

 

QUESTION 9

What are the MOST important elements that global regulatory agencies want to know before approving a new product
for sale in their countries? 

A. Safety and failure risk 

B. Safety and effectiveness 

C. Quality and failure risk 

D. Quality and effectiveness 

Correct Answer: B 

 

QUESTION 10

Which of the following statements regarding export regulations for an approved product is CORRECT? 

A. The product must not be in accord with the specifications of the foreign purchaser. 

B. The product must not be in conflict with the laws of the country to which it is intended forexport. 
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C. The product must not be labeled on the outside of the shipping package that it is intendedfor export. 

D. The product must not be sold or offered for sale in domestic commerce. 

Correct Answer: B 

 

QUESTION 11

The regulatory authority in Country X issued a request for a mandatory product recall in Country X due to serious
injuries to patients. This product also is distributed in Country Y. 

What should the regulatory affairs professional of the product\\'s manufacturer FIRST do in Country Y? 

A. Draft a formal letter to customers in Country Y about this recall. 

B. Initiate a mandatory recall of the product in Country Y. 

C. Review alt distribution records and complaints reported in Country Y. 

D. Prepare the legal team in Country Y for possible litigations. 

Correct Answer: C 

 

QUESTION 12

The regulatory authority contacts the regulatory affairs professional regarding a complaint about a drug produced by the
company. A consumer reported to the regulatory authority that the tablets have a slightly different color and break
easily. 

Which of the following actions should the regulatory affairs professional take? 

A. Ask that the regulatory authority provide the batch number printed on the packaging of the affected product. 

B. Ask that the regulatory authority provide the actual product subject to the complaint. 

C. Respond to the regulatory authority that the product subject to the complaint is most likely acounterfeit product. 

D. Respond to the regulatory authority that the company will provide copies of the relevant QCrecords for batch
release. 

Correct Answer: A 

 

QUESTION 13

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. ListoflECsorlRBs 
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D. Detailed CVofall investigators 

Correct Answer: D 

 

QUESTION 14

A company establishes a new medical device indication for its consumer disposable products. The regulatory affairs
professional is asked to give a 30-minute training session on these products to sales representatives. Which of the
following subjects is the MOST important to discuss? 

A. Labeling 

B. Regulatory application summary 

C. Risk management process 

D. Safety-related reporting 

Correct Answer: A 

 

QUESTION 15

A process is ultimately validated to ensure which of the following? 

A. The process meets the regulatory requirements. 

B. The process meets the quality system requirements. 

C. The process consistently produces the desired results. 

D. The process consistently meets the desiredQuantity standards 

Correct Answer: C 
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