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Abstract

Background: Adverse effects due to medicines are common cafiseobidity and mortality an
have a major impact on public he..

Aim: To assess the awareness harmacovigilance among fifth term medical stud.

Material and methods: This was an observationcrosssectional study based on the questionn
The study was conducted on fifth term medical sttslen the Department of Pharmacology
BMCH, Chitradurga. A questionnaire containing 1Eestions with -5 options were given to ea
student and they eve asked to mark one best suitable option. Weyzed data of 66 participan
The results were evaluated graphically using Miafiosxcel shee

Results: 89.93% of students were aware of all the activitie®lved in Pharmacovigilance. 48.4¢
of thestudents had an idea that all the health care $sieals (i.e. doctors, pharmacists, nurses
responsible for reportingdverse drug reacti (ADR). 34.84% of students had wrong perception
WHO online database for reporting ADRs was Medsaiie {1.81% thought Vigibase as the Wt
online database. 48.48% had the correct undersiginidiiat CDSCO is the regulatory body

monitoring ADRs in India. 66.66% students thoudtstt all thitypes of ADRs (mild, moderate &
severe) irrespective of theinsity have to be reported. 61% of students thotlggit ADR reporting
is a Professional obligation. 91% of the studengsewaware that all the measures (stop the
report ADR andtreat the condition) have to be taken when an ABRuspected. Otheindings
included like, 68% students knew drugs banned lscaf ADR. Majority of students wro
Thalidomide andNimesulide as an example for a drug banned becHusBR.
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Conclusion: The current study revealed that medical studentd paod awareness about
Pharmacovigilance and ADR reporting. Better undeding of subject will help in improving the
guality of health care and safety of the patients.
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Introduction attitude that are associated with high degree of

Adverse Drug Reactions are under reported t{nderreporting [8].

health care professionals due to lack of

awareness. As per World Health Organizatiorllzew studies had been carried out in different

Adverse Drug Reaction (ADR) is any noxiousCountries to assess the knowledge of

unintended and undesired effect of the druBharmacovigiIance among the medical students

which occurs at doses used in humans for tf9'd Practitioners. In the UK. 57% of the ’
prophylaxis, diagnosis or therapy of a disease §iedical  schools —assessed the  students
the modification of physiological state [1].knowledge on the yellow card scheme [9]. In

Pharmacovigilance is defined as science afd@nce a survey which was conducted among
activities related to detection, assessmermed'cal residents showed that a majority lacked

understanding and prevention of adverse drdfowledge on Pharmacovigilance [10].

reactions or any drug related problem.

Assessment of awareness of Pharmacovigilance

Adverse effects due to medicines are commdnong healthcare professionals is very important
cause of morbidity and mortality. ADRs have &u€ t0 underreporting of ADRs. As future
major impact on public health by imposing dnedical practitioners, medical students need to
considerable economic burden on the society [2]€ Well trained on how to recognize, prevent and
It is estimated that only 6-10% of all ADRs ard€POrt ADRs.

reported and underreporting of ADR is a major _ _ _
problem. The right time to improve the knowledge and

awareness about Pharmacovigilance is probably

The use of medicines for therapy has bedfring undergraduate education of the doctors

associated with side effects and sometimédll- There is paucity of studies assessing the
harmful adverse drug reactions. Monitoring angwareness of Pharmacovigilance among medical

surveillance of ADRs will be helpful to reduceStudents. In view of this, the present study was

the morbidity and mortality among patientstndertaken to assess the awareness of

ADRs are associated with large number Jpharmacovigilance among fifth term medical
hazards leading to increased economic burd§fdents at Basaveshwara Medical College and
both for the individual and also for theHospital, Chitradurga.
community [3].
Material and methods
Pharmacovigilance has constantly grown it$his was an observational, cross-sectional study
importance in the last 15 years as several hospitelsed on the questionnaire. The study was
admissions are due to ADRs [4, 5]. ADRs areonducted on " year (fifth term) medical
responsible for 5% to 20% of hospital admissionstudents in the Department of Pharmacology of
[6, 7]. Studies from different settings indicateBMCH, Chitradurga. Prior permission was
inadequate knowledge about Pharmacovigilanabtained from the Institutional Ethics
among healthcare professionals as well @ommittee. A questionnaire containing 15
questions with 2-5 options were given to each
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student and they werasked to mark one be

suitable option Annexure - 1). Students were health

instructed not to reveal their identity in t
guestionnaire. Twenty minutes was the t
allotted for answering the questionne The
guestionnaire was based on previous stL
undertaken on Pharmacovigilance and it

suitably modified for students. The comple
guestionnaire was collected and data

analyzed.

Totally 70 students participated in the study,
of which 4 quesonnaires were incomplete a
eliminated while evaluating results. So,
analysed data of 66 participants. The results
evaluated graphically using Microsoft ex
sheet.

Results

Majority of the students had corre
understanding regarding Pharmacovigilance
its role in identifying the safety of druc

89.93% of students were aware of all
activities  involved in  Pharmacovigilanc
(Figure — 1)

48.48% of the students had idea that all the
care professionals (i.e. doct
pharmacists, nurses) are responsible for repa
ADR. (Figure — 2

34.84% of students had wrong perception
WHO online database for reporting ADRS v
Medsafe and 31.81% thought Vigibase the
WHO online databasefFigure — 3

48.48% had the correct understanding
CDSCO is the regulatory body for monitori
ADRs in India. Figure — 4

66.66% students thought that, all types of
ADRs (mild, moderate al severe) irrespective
of theirseverity have to be reporte(Figure — 5
61% of students thought that ADR reporting
Professional obligationF{gure — 6) 91% of the
students were aware that all the measures
the drug, report ADR andreat the condition)
have to be taken when an ADR is suspec

(Figure = 7)

Other findings include -68% students kne'
drugs banned because of ADR. Majority
students wrote Thalidomi and Nimesulide as
an example for a drug banned because of A

Figure - 1: Activities involved in Pharmacovigilanc
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Figure - 2 Healthcare pfessionals responsible for reporting Al
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Figure - 3 WHO online database for reporting AD
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Figure - 5 Type of ADR to be reporte

Type of ADR to be reported
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Figure - 6: Is ADR reporting a rofessional obligation?
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Figure - 7: Measures to be taken when ADR is suspe
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Discussion Pharmacovigilance, its activities, measures to be

Adverse effects due to medicines are commdAken when ADR is suspected, type of ADR1tO
cause of morbidity and mortality. ADRs have &€ reported, regulatory body monitoring ADR's,
major impact on public health by imposing dhe healthcare  professionals responsible for
considerable economic burden on the society [ZFPOrtiNg ADRs. This encouraging results may
It is estimated that only 6-10% of all ADRs ard€ because, we have included Pharmacovigilance
reported and underreporting of ADR is a majoproblem based learning as a part of Practical
problem. The aim of Pharmacovigilancéw”iCUIum and it reflects the students’
Programme of India (PVPI) is to ensure rationalnderstanding on the subject. But, still there were

therapy by encouraging the adverse drug reacti§RMe 9rey areas considering that most of
reporting. students got it wrong when responding to the

WHO online database for reporting ADRSs.

In our present study, 89.39% of the students were _

aware of activities involved in Conclusion

Pharmacovigilance compared to 26% in a studihe current study revealed that medical students
done by Rehan, et al. [12] and 94% reported bhad good awareness about Pharmacovigilance
Deepak, et al[13]. In our study, 48.48% of and ADR reporting. Better understanding of the
participants were aware of the regulatory bodgubject on Pharmacovigilance in these
responsible for monitoring ADRs which was lowundergraduates would help them as future
when compared to 84% reported bydoctors in improving the quality of health care,
Radhakrishnan, et al. [14] and 79% reported s well as safety of the patients.

Deepak P, et al. [13].
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Annexure - 1
Pharmacovigilance awareness questionnaire

Instructions
* Mark single best option
* No need to reveal your identity
» Time allotted: 20 minutes

1. Pharmacovigilance is

a) The science of monitoring ADR’s happening in a Htzdp

b) The process of improving the safety of Drugs

¢) The detection, assessment, understanding & preveatiadverse effects

d) The science detecting the type & incidencADR’s after drug is marketed.

2. The healthcare professionals responsible for repartg ADR’s in a hospital is/are-
a) Doctor b)Pharmacist c)Nurses d)All of the above

3. The important objective of Pharmacovigilance is
a) To identify safety of drugs b) To calculate incidence of ADR’s
c)To identify predisposing factors to ADR'8) To identify ADR’soccurring at high doses
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4. The international center for adverse drug reacttn monitoring is located in:
a) Unites States of Americab) Australia c)Canada d)Sweden

5. Which of the following scales is commonly used &assess the causality of an ADR’s?
a) Hartwig scale b) Naranjo algorithm
¢) Schumock and Thornton scale  d) Karch and Lasagna scale

6. Which one of the following is the ‘WHO online déabase’ for reporting ADRs?
a) ADR'’s advisory committed®) Med safec) Vigibased) Med watch

7. Rare ADRs can be identified in the following phse of a clinical trial:
a) phase-1 clinical trials b) phase-2 clinical trials
I c) phase-3 clinical trials d) phase-4 clinical trials

8. Regarding classification of ADR’s, the correct optin is:
a) Type A is predictable, dose relateType B is Unpredictable, dose unrelated
c) Both a) and b) are correct d) None of the above

9. Itis important to report ADRs leading to-
a) Hospitalization b) congenital abnormality
c)patient death d) All of the above

10. What type of ADRs to be reported?
a) mild b) moderatee) severead) all of the above

11. Activities involved in pharmacovigilance include
a) Post marketing surveillancé) voluntary reporting by doctorg) prescription event
monitoringd) computerized medical record linagjall of the above

12. Regulatory body for monitoring ADRs
a) CDSCODb) lISc c¢) pharmacy council) MCI

13. Is ADR reporting a Professional obligation?
a) Yesb) noc) don’t know

14. Do you know any drug banned due to ADR?
a) Yes - give example:
b) No
c) Don't know

15. Measures to be taken when ADR is suspected
a) Stop the drudp) report ADRCc) treat the reactiod) all of the above
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