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Abstract:

Introduction: Pharmacovigilance (PV or PhV), also known as drug safety, is the pharmacological science and
activities relating to the collection, detection, assessment, monitoring, and prevention of adverse effects with
pharmaceutical products. The dark history in 1961 by use of the drug thalidomide in pregnancy causing the
birth of thousands of congenitally deformed babies led to the initiation of first organized international efforts to
address drug safety issues.

Materials and Methods: This is a study in which a self developed pre-tested questionnaire was designed to
assess the knowledge of pharmacovigilance among medical students. Study population consists of 180 students,
which include final year medical students and interns. A brief description on the nature of the study and
procedure to complete the questionnaire was explained.

The questionnaire which was designed to assess the basic knowledge on pharmacovigilance was distributed
among the medical students. Consent form was obtained before starting the study from students.

Results: In this study a total of 180 students were assessed regarding their knowledge about
pharmacovigilance, of which 27.7(n=50) were males and 72.2 (n=130) were females. The mean average age of
the respondents was 20-23 years. The demographic details of the healthcare professionals are summarized in
Table 1.

In this study, 61.7% medical students gave correct response regarding the definition of pharmacovigilance.
64.2% students were aware that the most important purpose of pharmacovigilance is to identify safety of the
drug. 93.3% agreed that ADR reporting is a professional responsibility for them.

Conclusion: In this study, it was showed that majority of the students had knowledge about pharmacovigilance
and understand the need for reporting. In spite of that the reporting rate of ADRs by them is very low. Hence,
there was huge gap between the ADR experienced and ADR reported by healthcare professional. Here majority
of respondents agreed that reporting of ADR is necessary and it should be made an integral part of the clinical
activities in order to improve the patient care.
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. Introduction

Pharmacovigilance (PV or PhV), also known as drug safety, is the pharmacological science and
activities relating to the collection, detection, assessment, monitoring, and prevention of adverse effects with
pharmaceutical products. The dark history in 1961 by use of the drug thalidomide in pregnancy causing the
birth of thousands of congenitally deformed babies led to the initiation of first organized international efforts to
address drug safety issues. Further, this episode introduced the adoption of tougher testing, rigorous drug
approval and monitoring systems like United States Food and Drug Administration (FDA).? The expansion of
scientific knowledge in drug safety is attributable to greater awareness and academic interest in this field. In
many medical institutions, particularly in the developed countries, adverse drug reaction (ADR) monitoring is
recognized as an essential quality assurance activity.3 Greater integration of pharmacovigilance into clinical
practice is still needed. Drug safety should feature in the medical and pharmacy curriculum.®

The underreporting of ADR may be due to lack of adequate knowledge, attitude and practice among
healthcare professionals towards ADR reporting. Health professionals are more likely to identify and report
important ADRs if they have confidence in their ability to diagnose, manage and prevent such reactions.
Pharmacovigilance Programme of India (PvPi) plays a vital role by encouraging the activities of
pharmacovigilance in the field of medicine, pharmacy and nursing. The Adverse Drug reaction monitoring
center (AMC) in Kurnool Medical College also established in 2014 under PvPI. Therefore on this background,
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the present questionnaire based study was conducted to assess the knowledge, attitude and practice of
spontaneous ADR reporting among future budding doctors; medical students.

Il.  Materials And Methods
This is a study in which a self developed pre-tested questionnaire was designed to assess the
knowledge of pharmacovigilance among medical students. Study population consists of 180 students, which
include final year medical students and interns. A brief description on the nature of the study and procedure to
complete the questionnaire was explained.
The questionnaire which was designed to assess the basic knowledge on pharmacovigilance was
distributed among the medical students. Consent form was obtained before starting the study from students.

Inclusion criteria
Students who are ready to fill the answer for the given questionnaire are included in the study.

Exclusion criteria

Students who are not interested/willing to answer the questionnaire are excluded from the study. Filled
up forms are collected back from the students and are analyzed for the results. The statistics was done by using
MS Excel for obtaining the results. Final data was expressed as frequency and percentages.

I1l.  Results

In this study a total of 180 students were assessed regarding their knowledge about pharmacovigilance,
of which 27.7(n=50) were males and 72.2 (n=130) were females. The mean average age of the respondents was
20-23 years.

The demographic details of the healthcare professionals are summarized in Table 1. In this study,
61.7% medical students gave correct response regarding the definition of pharmacovigilance. 64.2% students
were aware that the most important purpose of pharmacovigilance is to identify safety of the drug. 93.3% agreed
that ADR reporting is a professional responsibility for them.

Only 44.6% of students were aware regarding the existence of a Pharmacovigilance Programme in
India. 60.8% were aware that the regulatory body responsible for monitoring ADRs in India is Central Drugs
Standard Control Organization (CDSCO). 58.4% were aware that International Center for ADR monitoring is
located in Sweden (Table 2).

In this study, 76.7% students said they haven’t encountered any ADR. And 56.2% students think the
likely cause of the ADRs was drug-drug interactions. 50.5% Students were saying that they will report ADRs to
ADR monitoring committee of the hospital. Some other practice related questions and the student’s response is
given below (Table 3).

Table 1: Demographic details of the healthcare professionals (n=180)

N=180 Percentage (%) |

Gender
Male 45 27
Female 135 73

Study Population
Final years 135 75
Interns 45 25
Mean age of students (years) 20-24

1 Define Pharmacovigilance 61 39

2 The most important purpose of 64 36
pharmacovigilance is

3 Do you think ADR reporting is professional 93 7

responsibility?
4 Which of the healthcare professionals are 55 45
responsible for reporting ADRs in a hospital
5 Are you aware of National 46 54
Pharmacovigilance Programme in India?

6 In India which regulatory body is responsible 60 40
for monitoring ADRs?

7 International center for adverse drug 59 42

reaction monitoring is located in?
8 Where is the Regional Pharmacovigilance 77 23
centre?
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Table 3: Practice related questions and percentage of response

1 Do you experience adverse drug reactions in your patient during Yes (21)
your practice?
2 Do you ever report any adverse drug reaction (ADR) to the Yes (10.3)
pharmacovigilance center?
3 Have you seen the ADR reporting form? Yes (13.2)
4 Have you ever been trained on how to report ADR? Yes (16)

IV.  Discussion

Current study was conducted in a medical college which included a total of 180 medical students i.e.
135 (75%) final years, 45 (25%) interns. In many other studies conducted about knowledge and awareness of
pharmacovigilance and ADR show lack of knowledge and awareness not only in medical students but also
among postgraduates and medical professionals. In study done by Dr. Gupta et al, only 43% are aware of ADR
reporting,s\e/vhere as in this study more than 60% of students know regarding pharmacovigilance and ADR
reporting.”

In recent study done by Zaka Un Nisa’, 97% of health professionals can define pharmacovigilance and
34% can define the ADR.11 In another study done by Kutmi M et al®, more than 40% MBBS students think
ADR reporting is compulsory and when compared to post graduates regarding witnessed ADR, MBBS students
witnessed only 20.5%.°°

According to another study done by S Jeya et al™-, second year MBBs students have adequate
knowledge and attitude regarding pharmacovigilance compared to residents and even though nurses have good
knowledge about pharmacovigilance they do not have adequate knowledge about reporting ADR.5

So, compared to other studies in this study most of the students (89.8%) accepted that reporting ADR is
necessary and pharmacovigilance should be taught in detail to healthcare professionals.

Ill

V.  Conclusion

In this study, it was showed that majority of the students had knowledge about pharmacovigilance and
understand the need for reporting. In spite of that the reporting rate of ADRs by them is very low. Hence, there
was huge gap between the ADR experienced and ADR reported by healthcare professional. Here majority of
respondents agreed that reporting of ADR is necessary and it should be made an integral part of the clinical
activities in order to improve the patient care.

Our finding strongly suggests that there is a great need to create awareness regarding
Pharmacovigilance and to promote the reporting of ADR amongst medical professionals. In conclusion, the
results of the present study demonstrate that an educational intervention can increase awareness of
pharmacovigilance among the health care professionals and incorporate this gained knowledge of
pharmacovigilance into their everyday clinical practice.
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