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INSTRUCTIONS TO CANDIDATES :

1. SECTION-A is COMPULSORY consisting of TEN questions carrying TWO marks
each.

2. SECTION-B contains THREE questions carrying TEN marks each and student
has to attempt any TWO questions.

3. SECTION-C contains NINE questions carrying FIVE marks each and student has
to attempt any SEVEN questions.

SECTION-A
1. Answer briefly :
a) Define EudraVigilance and Haemovigilance.
b) What does schedule Y signify?
c) Define spontaneous case report and case series.
d) Define 'daily defined doses'.
e) Define periodic safety update reports.
f) Define Good Pharmacovigilance Practice.
g) Define Adverse Drug Reaction.

h) Enlist various primary and secondary sources of drug information with suitable
examples.

1) Define Adverse Drug Event.
j) Define Pharmacogenomics and Pharmacokinetics.
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10.

11.

12.

13.

SECTION-B

Describe the requirements for ADR reporting and monitoring as per Pharmacovigilance
Program of India.

Describe the methods of causality, severity and predictability assessment of adverse drug
reactions.

Classify adverse events following immunization and describe various active and passive
methods for vaccine safety surveillance.

SECTION-C
Describe the historical development of pharmacovigilance.
Describe the role of CROs in pharmacovigilance programme.
Briefly overview about WHO drug dictionary.
Describe the role of genetics in development of ADRs with suitable examples.
Describe the methods of surveillance in observational studies.
Describe specialized information resources for ADRs.
Describe the clinical phase of drug safety evaluation.
Describe ICH guidelines for post-approval expedited reporting.

Describe the concept of drug safety evaluation in pregnant patients.

NOTE : Disclosure of Identity by writing Mobile No. or Making of passing request on any

page of Answer Sheet will lead to UMC against the Student.
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