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B.Pharmacy VIII Semester (PCI Scheme)
Examination, May 2024
BP-803T(G) : Students Admitted in 2020-21
BP-804T(B) : Ex Students Admitted Before 2020-21

Choice Based Grading System (CBGS)

Pharmacovigilance
Time': Three Hours
Maximum Marks : 75

Note: i) Attempt any five questions.

fop=di ura weAl P & IR

ii) All questions carry equal marks.
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iii) In case of any doubt or dispute the English version
question should be treated as final.
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1. a) Mention the methods in causality assessment. Explain
Bayesian approaches.
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b) Discusstheroleofthe Pharmacovigilanée Program ofIndia.
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2. a) What is MedDRA? Discuss its scope, structure and
characteristics. '
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b) Explain how 1O establish A drug safety department in the
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industry.
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Discuss the proccdurC, merits and demerits of
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b) Explain about the passive surveillance mgthods.
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Describe briefly the clinical phase and Periodic safety update

' reports as per ICH guidelines.
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. a) Illustrate the criteria for drug safety evaluation in

Geriatrics. _ : :
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b) Write the differences between Indian and global
pharmacovigilance requirements.
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6. Give
a detaj : ‘
iled note on good clinical practice in-
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7. Enumerate the history and development of pharmacovigilance.
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Write a short note on (any two) :
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a) Scverity and Seriousness assessment
b) Working groups of CIOMS
c) Individual case safety reports
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