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Note:    a)  No additional answer sheets will be provided.

          

b)  All sub-parts of a question must be answered at one place only, otherwise it will not be valued.

          

c)  Missing data can be assumed suitably.

ANSWER ANY 5 OUT OF 8 QUESTIONS. EACH QUESTION CARRIES 15 MARKS.

	1.
	a)
	Write in detail about the roles and responsibilities in clinical research according to ICH and GCP.
	[8M]

	
	b)
	Discuss the regulations in drug discovery and regulations.
	[7M]

	
	
	
	

	2.
	a)
	Outline the declaration of Helsinki and informed consent.
	[8M]

	
	b)
	Discuss in detail about ethics committees.
	[7M]

	
	
	
	

	3.
	a)
	Distinguish between the types of Auditing and mention the audit criteria. 
	[8M]

	
	b)
	How is audit mentoring and inspection done? Explain.
	[7M]

	
	
	
	

	4.
	a)
	Discuss the role and responsibilities of ICH and GCP. Add a note on their regulations.
	[8M]

	
	b)
	Discuss the role of USFDA  to conduct drug studies.
	[7M]

	
	
	
	

	5.
	a)
	Comment on NDA and ANDA submissions.
	[8M]

	
	b)
	Explain the importance of Labeling and packaging of drugs.
	[7M]

	
	
	
	

	6.
	a)
	Outline the Hierarchy and working flow of FDA in India.
	[8M]

	
	b)
	Comment on Schedule Y and its amendments.
	[7M]

	
	
	
	

	7.
	a)
	Compare and contrast between Thalidomide study and Tuskegee Syphilis study.
	[8M]

	
	b)
	What are the principles of international conference on Harmonization?
	[7M]

	
	
	
	

	8.
	a)
	Explain the importance of ethics in all aspects of health care. 
	[8M]

	
	b)
	What are the consequences if ethics are not followed in carrying out procedures like IVF?
	[7M]
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