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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.
	Enumerate the different methods of causality and severity assessment scale of ADR and explain in detail the WHO scale. 

                         OR
Explain in detail about establishing pharmacovigilance program in the hospital.


	2.
	Discuss in detail passive surveillance and active surveillance. Explain the drug event monitoring program.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Describe Safety monitoring of medicine. 

                           OR 

Describe International classification of disease.


	4.
	Describe briefly on good clinical practice in pharmacovigilance study.

                          OR
Individual case safety reports.


	5.
	Describe organization and objectives of ICH.

	6.
	Short note on functions of contract research organization.

	7.
	Explain CIOMS requirements for ADR reporting.

	8.
	Explain immunization safety surveillance system.

	9.
	Write a note on predictable ADR.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Write a note on anaphylactic reaction.

	11.
	Define PvPi and write its importance.

	12.
	Drug safety crisis management.

	13.
	Give the importance of VARES.

	14.
	Cross sectional studies.

	15.
	Periodic safety update reports.

	16.
	Classification of ADE.

	17.
	Drug safety on geriatrics.

	18.
	Define pharmacogenomics.

	19.
	Write a note on Eudravigilance.
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