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Note: 1. All questions are compulsory.

Q.1. Choose an appropriate option for multlple chmce-based questlons 20M

is the purpose of drug safety monltormg
To Verrfy drugs remam uncontammated over trme

To analyze and compare drug market performance.
To support verified Justlﬁcatlon of drug promotlons
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is: contramdlcated durmg pregnancy due to its teratogemclty
Folic Acid = e 2 Ly N o e
Calcium & -~ 5, A
Retinol - ‘ = e Y
Iron
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is the ATC code for Sumatrlptan &
As.an antlmlgrame code NOZCC()I applies:. =
As an antiviral agent, code JOSAFOS applies. ot
- For asthma treatment, code RO3AC13 applies. -
~ For diabetes use, code AIOBBOI apphes - &
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“is method of Pharmacovrgllance
Induced reporting
~Online Reportmg
- Sentinel Site :

Active Survelllance
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MedTrack Adverse Event Momtormg System
FDA Adverse Event Reportmg System (FAERS) for ADRs
Global Safety and Inc1dent Reportmg Program X
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Adverse Event F ollowmg Immunlzatlon referrmg to post-vaccine medical occurrences.
; ,Advrsed Event For Immunologlsts in response to immune abnormalities.
- The functlons of UMC are
Development of Adverse Reactron Signals
Exchange mformatron Lo
A Analyse Data ~
" Collecting, assessrng and commumcatmg 1nformat10n from member countries.
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8. _ According to the principles of ICH GCP is the most important
‘ consideration when conducting a clinical trlal ™ oy

A 'Protection of trial subject

B Data Accuracy

C  Quality Check

D  Education and training of subject

e el S

9  The FDA launched Sentinel system in ', ‘

A MeZlig s s

B  May 2008

C  April 2010 5 a?

D  April 2008

10. The number of newly d1agnos1s cases in t@le speclf c tlme peg;md called
A  Prevalance =) %

B ADR

C APR

D  Incidence ,‘:}

.

11 ¢ year lS known for Sulphamlamlde dlsaster
A 1938 \Q o o N ~
B 1948 & o
C 1958V w3 o
D 194\8*va g
12 Indlan Pharmacowgllance system is regulated by
A ~7USFDA- <, & ;
B’ CDSEO

of PGy 2

D DRDO
13 CIOM§ stands fdi' e
A’ Council for Internatlonal @rgamzatlons of Medlcal Sc1ences
B Council for Indlan Orgamzatlon of Medical Sc1ences ;
C  Committee: for International Organlzatlons of Medlcal Sciences
D Councﬂ gfof Indian Organlzatlon of Medlcal Sector /
14 WHO,-ART has =l

«A  04levels hierachial stuéture o

"'B  10Tevels hierachial stucture j‘ftf;“
50 C 405 levels! hierachial stucture .
& DoY0s levels h1erach1a1 stucture )))))))

15 What isa key prmcxple of good pharmacovngllance communication?

~ A To dismiss concerns raised by the involved parties
B e fully disclose the limits of scientific knowledge
C:." To promise definite solutions to pressing problems
D To rer on Jargon to enhance percerved credibility

,,,,,,,,,,,,

16 s the Naran]o scale method of casuality assessment.

A Algorlthmw Method :

B& Probabilistic Method

C  Global Introspection
<D Algebrlc Method
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17 The E6 Guidelines of ICH is set for

A Global Clinical Practice Finalized V

B Studies in support of special population . W :

C  General considerations for clinical trials ' e

D  The extent of population : : : :
18. A known limitation of spontaneous ADR reportmg is:

A Excess reporting

B - Palsereporting . . . AL - 4al
C  Under reporting * e e
D  Spontaneous ADR reportmg has no hmltatlons

19 MedDRA is owned by the - 5 At

B IFPMA c
C. WHO
D MSSO

20 The number of newly. dlagnosed ‘cases in the speclﬁc tlme perlod called

A  Incidence & A L ~
B ADR - o ;if’:" ;

D Prevalehce by it o % o

Q.2 Answer any TWO TWO of the followmg “ : 10x2 20M

ﬁ”

Assessment

b. Defme ADR Descnbe the class1ﬁcat1on of ADRs accordmg to: sevcnty scale
b. What is dally deﬁne dose DDD g1ve 1ts appl1cat10ns
C.a. Elaborate Actlve survelllance o

b. What are the causeﬁsof AEFLF Vi

Q 3. Answer any SEVEN SEVEN of the followmg § o 5x7=35M
A. Write the organlza’aon and ob_]ectlve of ICH gu1dehnes in Pharmacovigilance.

B.Add a notg on the CIOMS Workmg Group 5

C. Explain Drug Safety Evaluatlon in Genatncs Populat1on

D. Explam h1erarchy of MedDRA. $ '

E Explam the Goals Roles and Respons1b111t1es of CRO.

G. Explam estabhshrnent of Pharmacov1g1lance Program.

H. What are the respons1b111t1es of CDSCO"

I Give a bnef note ot pharmacogenormcs related ADR.
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