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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.








Part - A 



Max.Marks:25
Answer all QUESTIONS.
	1.
	What is Thalidomide tragedy?
	[3M]

	2.
	Illustrate the duties of ethical committee.
	[3M]

	3.
	What do you understand by the term Audit follow up?
	[3M]

	4.
	Explain the importance of GCP.
	[3M]

	5.
	What is IND? What is its role?
	[3M]

	6.
	What is the role of FDA?
	[2M]

	7.
	Write a note on Tuskegee syphilis study.
	[2M]

	8.
	Define Negligence.
	[2M]

	9.
	What is DCGI?
	[2M]

	10.
	List out 3 CDSCO guidelines.
	[2M]











Part – B


   
 Max.Marks:50
ANSWER ANY FIVE QUESTIONS. EACH QUESTION CARRIES 10 MARKS.
	11.
	a)
	Discuss the current issues and effect of clinical research with details.
	[5M]

	
	b)
	Write a note on Drug discovery and Drug development.
	[5M]

	
	
	
	

	12.
	a)
	Discuss the functions of Indian ethics approval system.
	[5M]

	
	b)
	Discuss the practices to be followed when dealing with human embryos and IVF.
	[5M]

	
	
	
	

	13.
	a)
	Discuss about the types of Auditing.
	[5M]

	
	b)
	Differentiate between Audit monitoring and audit inspection.
	[5M]

	
	
	
	

	14.
	a)
	What are the regulations relating to electronic signatures?
	[5M]

	
	b)
	Write the USFDA regulations to conduct drug studies.
	[5M]

	
	
	
	

	15.
	a)
	Discuss about the manufacture and sale of Drugs.
	[5M]

	
	b)
	Comment on ANDA submissions.
	[5M]

	
	
	
	

	16.
	a)
	Illustrate the role of DCGA and CDSCO in drug control.
	[5M]

	
	b)
	Write a note on import of drugs.
	[5M]

	
	
	
	

	17.
	a)
	Write a Comment on Nazi Trials.
	[4M]

	
	b)
	Why are ethics to be followed?
	[3M]

	
	c)
	How documentation is done?
	[3M]

	
	
	
	

	18.
	a)
	List out few clinical regulations of UK.
	[4M]

	
	b)
	What is the role of NDA?
	[3M]

	
	c)
	Mention the amendments of Schedule Y
	[3M]
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