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Question No : 1 

The safety database for an anti-hypertensive drug consists of the following:  

. 461 patients exposed for three months  

. 343 patients exposed for six months  

. 112 patients exposed for nine months  

. 74 patients exposed for 12 months  

Overall exposure is 2.000 patients. Which long-term ICH data requirement has NOT been met?  

 

A. 100 patients for 12 months  

 

B. 200 patients for nine months  

 

C. 500 patients for three months  

 

D. 3.000 total patient exposures  

 

Answer: A  

 

 

Question No : 2  

In which section of the ICH Common Technical Document will the overview of clinical data appear?  

 

A. Module 1  

 

B. Module 2  

 

C. Module 3  

 

D. Module 4  

 

Answer: B  

 

 

Question No : 3  

A company receives multiple complaints regarding the text included on a recently launched product's 

label. What action should the regulatory affairs professional take FIRST?  

 

A. Recommend an immediate product recall.  

 

B. Compare the approved text with the product label  
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C. Notify the regulatory authority.  

 

D. Inform the production team.  

 

Answer: B  

 

 

Question No : 4 

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.  

 

Answer: A  

 

 

Question No : 5  

Which of the following BEST describes the purpose of the ICH?  

 

A. To provide scientific evaluation of applications for international marketing authorization for safe, 

effective, and high-quality medicines for the ICH regions  

 

B. To protect and promote public health through the evaluation and supervision of safe, effective, and 

high-quality medicines for the ICH regions  

 

C. To lobby for improved industry standards for the development of new safe, effective, and high-quality 

medicines for the ICH regions  

 

D. To discuss and establish common guidelines for safe, effective, and high-quality medicines for the ICH 

regions  

 

Answer: D  

 

 

Question No : 6  
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In preparation for the development of a new line of products, a regulatory affairs professional is asked to 

prepare a short presentation for senior management. Which of the following topics is MOST important to 

cover?  

 

A. Potential clinical sites for the Phase III clinical trial  

 

B. Regulatory requirements for labeling and packaging  

 

C. Capacity of the manufacturing facilities to fully produce the new product  

 

D. Previous actions taken by regulatory authorities on similar products  

 

Answer: D  

 

 

Question No : 7  

A request was received from a regulatory authority asking the company to conduct product testing in 

compliance with a newly issued regulation.  

What should be done. What action should the company take FIRST?  

 

A. Initiate testing immediately to ensure compliance.  

 

B. Consult with colleagues about the request.  

 

C. Contact the regulatory authority that issued this request and discuss the requirement.  

 

D. Send a letter back to the regulatory authority indicating why the regulation does not apply to the 

product.  

 

Answer: C  

 

 

Question No : 8  

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.  
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D. Abort the product launch.  

 

Answer: A  

 

 

Question No : 9 

Which of the following double-blind clinical trial designs would be MOST appropriate for a Phase III study 

with a new product intended to treat an acute life-threatening disease with less than optimal available 

therapy?  

 

A. Active-controlled  

 

B. Cross-over  

 

C. Dose-ranging  

 

D. Placebo-controlled  

 

Answer: B  

 

 

Question No : 10  

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  

 

Answer: A  

 

 

Question No : 11  

Which of the following is the MOST desirable timing and approach for a regulatory affairs professional 

who wants to provide feedback on proposed new regulations?  

 

A. Before the enactment of the regulation, through the industry representative  

 

B. Before the enactment of the regulation, through formal comments gathering process  
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C. After the enactment of the regulation, through the industry representative  

 

D. After the enactment of the regulation, through a product-specific meeting  

 

Answer: B  

 

 

Question No : 12  

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. To document compliance history  

 

D. To train sales representatives  

 

Answer: C 

 

 

Question No : 13 

Following the introduction of a new regulation, an evaluation of the company's products by the regulatory 

affairs professional indicates that 60 percent do not comply with the regulation.  

What should the regulatory affairs professional do FIRST to meet the new requirement?  

 

A. Contact the trade association for advice.  

 

B. Communicate with the relevant internal departments.  

 

C. Prepare documents for the files.  

 

D. Request a permanent waiver from the new regulation.  

 

Answer: B  

 

 

Question No : 14  

Why is it necessary to run supplemental safety pharmacology studies?  

 

A. To substitute the utilization of GLP  

 

B. To comply with regulatory authority requirements related to clinical studies  
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