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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 ADR. Discuss in detail about the detection and reporting of ADR.

                         OR
Discuss in detail setting up of a drug safety department in Industry.


	2.
	Explain the drug information sources and give the specialized resources for ADR.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Describe briefly on WHO International drug monitoring program. 

                          OR
Explain the predictability and preventability of ADR.


	4.
	Explain the adverse event following immunization.

                         OR 

Write a note on Post approval phase.


	5.
	Mention the role of contract research organization.

	6.
	Write a note on periodic safety reports.

	7.
	Describe standard Med DRA queries.

	8.
	Describe the drug safety evaluation in Geriatrics.

	9.
	Write a note on ICH.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Classification of ADR.

	11.
	Defined Daily Doses. (DDD)

	12.
	Write a note on Sentinel sites.

	13.
	Role of CDSCO.

	14.
	Vaccination failure.

	15.
	Factors affecting immunization safety.

	16.
	Individual case safety reports.

	17.
	Give two example for Genetics related ADR.

	18.
	Write a note on volunteers involved in clinical phases.

	19.
	Short note on CIOMS form.
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