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    Max. Marks: 75 Marks
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Your answers should be specific to the questions asked

Draw neat labeled diagrams wherever necessary

All the Questions are compulsory

	LONG ESSAYS 
	2 x 10 = 20 Marks

	1.
	Discuss the various stages involved in drug discovery and drug development.
                    OR
Discuss approval process of NDA.


	2.
	Explain the salient features of CTD and eCTD. Outline the differences between CTD and ACTD.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Explain independent ethics committee.

                    OR
Write a note on different modules of DMF.



	4.
	Discuss salient features of orange book.

                    OR
Discuss Phase I clinical trials.


	5.
	Explain the organization and functions of regulatory bodies of EU.

	6.
	Explain salient features of purple book.

	7.
	Explain monitoring of clinical trials.

	8.
	Write briefly on changes made to approved ANDA.

	9.
	Write an overview on ACTD.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Exclusion criteria in clinical trials.

	11.
	Organization of Australian regulatory authority.

	12.
	Explain concept of generics.

	13.
	Process of informed consent.

	14.
	Phase II clinical trials.

	15.
	Significance of pharmacovigilance.

	16.
	Role of regulatory affairs in pharmaceutical industry.

	17.
	Advantages of eCTD.

	18.
	Define 21 CFR part 210 & 211

	19.
	Functions of US regulatory authority.
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