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B PHARM 
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PHARMACEUTICAL REGULATORY SCIENCE 
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Attemptall Sections.

 
Differentiate NDA and ANDA.

What is placebo trial? 

What do you mean by a randomized design? 

Define clinical trial and explain Phase II. 

Write about Timeline and types of IND. 

How many people will be selected for Phase-I trial? 

What is the significance of pharmacovigilance?

Importance of DMF. 

Write a brief note on 21 CFR. 

Differentiate Generic vs Innovator.

 
Explain organizationstructure and functions of USFDA. 

What are various GCP obligations of investigator and sponsor? 

Explain the salient features of orange book and purple book. 

Explain the organization and functions of CDSCO. 

Discuss the organization structure and functions of Australian drug regulatory body.

Explain the safety monitoring in clinical trials. 

Discuss the importance of pharmaceutical regulatory affairs in industry. 

 
Discuss the various modules and requirements of electronic CommonTechnical 
Document (eCTD)? Compare it with ASEAN common technical documents (ACTD).
Write the various stages of Development of new drugs. 

Discuss the application and approval process of ANDA. 
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Definegeneric drugs.

Why preclinical studies are not required for ANDA?

Describe the Nonclinical drug development process.

Define post marketing surveillance. 

Describe typical difference between CTD and eCTD.

Enlist different clinical trial phases. 

Discuss investigator brochure. 

Explain the need of independent ethics committee.

Discuss the GCP obligations of Investigators.

Discuss Orange book. 

 

Illustrate the different Stages of drug discovery.

Write an overview of regulatory authorities of India. 

Explain the Drug Master Files (DMF). 

Illustrate the procedure for export of pharmaceutical products. 

Elaborate the clinical trial protocol development. 

Discuss the Federal Register and CFR. 

Describe the formation and working procedure of Institutional Review Board. 

 

Discuss the organizationstructure of European Union and types of applications.

Discuss in detail about Investigational New Drug (IND). 

Discuss in detail about New Drug Application (NDA). 
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