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    Max. Marks: 75 Marks
Pharmacovigilances
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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.
	Define ADRs and ADEs. Explain in detail risk factors and mechanisms of ADRs.

                     OR
Explain the terms Med DRA and Standard Med DRA queries in Pharmacovigilance. Role of CRO in pharmacovigilance.


	2.
	Discuss in detail how cross sectional study and case control study helps in vaccine safety evaluations?


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Write a note on pharmacovigilance of India (PvPI).

                       OR 

What are the prerequisite for setting up pharmacovigilance centre in a hospital?


	4.
	Write a note on risk benefit assessment of vaccine.

                        OR
Write a note on post approval expedited reporting.


	5.
	Describe organization and objective of ICH.

	6.
	Write a note on Schedule Y.

	7.
	What are the requirements of ICSR?

	8.
	What is periodic safety update reports?

	9.
	Discuss in detail mechanisms of type A adverse drug reactions.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Classify ADRs according to severity.

	11.
	Importance of using standard dictionary.

	12.
	List out factors affecting adverse effects of vaccine.

	13.
	Define safety surveillance.

	14.
	Spontaneous case reports.

	15.
	What are the minimum criteria required for a valid Report?

	16.
	What are the three minimum GCP principals?

	17.
	Responsibilities of CDSCO (Indian).

	18.
	Give examples of Pharmacokinetic ADRs.

	19.
	List four drugs contraindicated in pregnant and lactating women.
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