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ABSTRACT

Background: Pharmacovigilance (PV) programme targets the monitoring of safety of drugs. It aims at promoting
patient care and improving public health and also helps to assess the risk-benefit profile of medicines. The aim of the
study was to assess public knowledge about medicine information, safety, and adverse drug reaction reporting (ADR)
in medical and paramedical student community.

Methods: It was a cross-sectional study conducted among medical and paramedical students for the period of six
months from November 2021 to April 2022. The questionnaire was adopted from the literature and was validated.
Content and face validities were established, and reliability was assessed. In this study a total of 364 participants
returned completed questionnaires.

Results: In this study, 364 students completely filled the questionnaire and out of 364 participants, 155 were males
(42.58%) and 209 (57.41%) were females. Fourth year students 131 (35.98%) are highly participated in this study and
indicated that final year B Pharmacy students having the perceptive knowledge towards ADR. Majority of medical and
paramedical students known well about the ADRSs.

Conclusions: The results of this study highlighted that although the scores for knowledge of medicines, and tendency
to report ADR were better, the score for knowledge regarding medication safety was unsatisfactory. There is a need for
a regular training and the re-enforcement for the ADR reporting among the health care personnel both medical and
paramedical students.

Keywords: Adverse drug reaction, Medical students, Monitoring, Pharmacovigilance, Reporting systems, Medication
safety

INTRODUCTION

Adverse drug reaction (ADR) is an unwanted or a harmful
reaction experienced by an individual, after using a drug or
drugs, under normal condition, and which is suspected of
being related to that drug. Hence ADR may include an
exaggerated drug response, an unwanted effect on an organ
system, different from that being treated, an allergic or
hypersensitivity reaction, an idiosyncratic reaction, or a
drug interaction that causes an increased or diminished

response. A side effect and a drug allergy are also examples
of ADRs.?

The WHO programme for international drug monitoring
was established in 1962. An international system for
monitoring adverse reaction to drugs using information
derived from national centers was subsequently initiated
under the Drug Monitoring Program. Several approaches
have been used to detect ADR.? Pharmacovigilance (PV)
programme targets the monitoring of safety of drugs. It

International Journal of Research in Medical Sciences | December 2022 | Vol 10 | Issue 12  Page 2795



Shruthi AS et al. Int J Res Med Sci. 2022 Dec;10(12):2795-2799

aims at promoting patient care and improving public health
and also helps to assess the risk-benefit profile of
medicines. The monitoring of the effects, contraindications
and outright harmful effects of medicines which can result
in a high degree of morbidity and in some cases, even
mortality, is essential to maximize benefits and minimize
the risks.®

The success of pharmacovigilance programme depends
upon the active involvement of the healthcare professionals
such as doctors, nurses, pharmacists. Being the key
healthcare professionals, providing information on
suspected ADRs is as much moral duty for the healthcare
professionals as other aspects of patient care. To transform
the pharmacovigilance activity into practices for enhancing
safety of patient and more ADR monitoring centre being
setup across the country under pharmacovigilance
programme of India (PVPI).*5

One of the major challenges that pharmacovigilance
programs  face  worldwide is  underreporting.
Underreporting of ADRs could be attributed to the
knowledge deficit, lack of training or education that health
care providers have regarding PV and the safety of
medications.

The lack of knowledge of PV and ADRs reporting among
HCPs is most likely due to the unavailability of PV as a
subject of study in healthcare schools (i.e.; medicine,
pharmacy, dentistry, nursing, etc. In fact, a systematic
review among medical students investigated the PV and
ADR-reporting awareness of healthcare students.

Also, there are many published studies in this area, most
of the published studies did not compare healthcare
students that need to be educated about pharmacovigilance
and ADR reporting as the will encounter in their practice
and all need to report the ADRs. The findings of this study
can help in identifying educational gap among healthcare
students which is essential for the design of educational
program which can untimely help in promoting the PV
environment and safe practices among future healthcare
professionals.®8

The objective of this study was to estimate and compare
the  knowledge, attitude, and perceptions of
pharmacovigilance among students from different
healthcare colleges.

METHODS

It was a cross-sectional study and conducted among
medical and paramedical students. This study was
conducted for period of 6 months from November 2021 to
April 2022.

Ethical clearance was obtained from Human Ethics
Committee of Valluvanad Hospital, Ottapalam with No:
108/KTN/VND/2021.

Inclusion criteria

The target responders consisted of different medical and
paramedical students who willing to participate in this
study.

Exclusion criteria

Students who studying in courses other than medical and
paramedical. Students who did not give the consent were
eliminated from the study.

Sampling strategy and data collection

The study instrument was a pre-designed questionnaire
which was structured to obtain information on the
knowledge of the ADRs reporting, attitude towards
reporting and the factors that in practice could hinder the
reporting. Each student was asked to fill a validated
structured questionnaire delivered by Google form through
social media.

Sample size calculation

Sample size was calculated using an online calculator. The
target population was identified as student population of
medical and paramedical courses.

Structure of questionnaire

Questionnaire was adopted from the available literatures
and was further developed and validated. The final version
consisted of closed ended questions covering the
demographic information such as sex, age, course of study,
year of study, type of college, place of studying. The
questionnaire had two sessions, (1) knowledge about ADR
and PV; and (2) perception about ADR. There were 22
questions in total; 8 related to knowledge, 4 related to
perception and 8 related to attitude, 1 question was asked
to determine the reasons for under-reporting. The study
participants were given informed consent before starting
the survey.

Data analysis

The data observed were entered in Microsoft excel
spreadsheet and were analysed.

RESULTS

In this cross sectional study, a questionnaire designed in
Google form was distributed through social media; around
364 students completely filled the questionnaire and were
selected for analysis. Out of 364 participants, 155 were
males (42.58%) and 209 (57.41%) were females. This
showed that women participated more actively when
compared to men (Figure 1).

Figure 2 showed that distribution of study subjects based
on their course and which noted higher responses from B
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Pharmacy graduates 146 (40.10%) than any other
paramedical courses. From medical courses which shows Optometry

MLT 0
only 54 responses (14.83%). - 119604 4.39% E‘Sl.g’rlwg;r;w

7.69%

Figure 3 exhibited that, fourth year students 131 (35.98%) _
are highly participated in this study and followed by third Nursing

6.31%
year and second year students.

This study showed that, Students have basic knowledge

and awareness about ADR, Table 1 and Figure 4 indicated

that final year B Pharm students having the perceptive

knowledge towards ADR. Majority of medical and

paramedical students known well about the ADRs. Figure 2: Distribution study subjects based on course
of study.

MBBS,BDS
14.83%

D.P Pharm.D
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4 -

Year of study

Figure 3: Distribution of participants based on

Figure 1: Gender wise distribution of participants. year of study.

Table 1: Awareness about adverse drug reaction among students.

S. . Response (%)

no. Knowledge related questions Correct  Incorrect
1. Do you know about adverse drug reactions? 76.43836 23.56164
2. Do you know which age group can be harmed from adverse drug reactions? 71.50685 28.49315
3. Which category of drugs experience adverse drug reactions? 65.47945 34.52055
4. Do you think that adverse drug reaction is harmful? 60.54795 39.45205
5. Do you know who is responsible for reporting adverse drug reactions in hospital? 52.32877 47.67123
6.  When should adverse drug reaction be reported? 68.76712 31.23288
7. Do you know adverse drug reaction reporting is necessary? 63.83562 36.16438
8 rDe(é)m%ﬁ)()unI;now which of the following scale used to assess causality of adverse drug 71.23288 28.76712

If you were offered an oppurtunity to undertake ,education in pv and ADR reporting system,would
you actively participate?

Do you believe that all the medical and paramedical students need education about pv and ADR
reporting system

Do you thinkit is important to educate the patients about pv and ADR reporting system?
Have you ever reported any ADR?

Do you know the availability of ADR reporting form?

Do you know how andwhere to report ADR?

Have you heard about national pv centrein India?

Do you study about pv during your course curriculum?

EYES =NO Have you heard about the term pv?

Figure 4: Attitude and perception related questions in ADR and PV among medical and paramedical students.
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DISCUSSION

In this study, the attitude of the student groups towards
seeking of medicine knowledge and ADR reporting was
positive. The same report was obtained by a study
conducted by Islam et al and the report shown that there
was overpriced awareness about medicine information,
safety, and ADR reporting.®

ADR reporting is an activity that may take some time to
become fully accepted as a role for the pharmacist and
integrated into their daily routines. According to Alamo et
al, they conducted a study on health care professionals’
knowledge, attitude, and practise towards adverse drug
reaction reporting and associated factors at selected public
hospitals. Education and training, which appear to have a
significant influence on ADR reporting, should be
continued and reinforced in order to improve ADR
reporting by pharmacists: Both medical and paramedical
students should be aware of and monitor the ADR to
ensure drug safety as a prior role.8® Periodic trainings
should be held by pharmacy authorities to update reporting
knowledge, like ADR reporting form availability,
reporting centres, modes, and benefits of reporting, etc,
and must be made mandatory to all community health care
professionals. Adisa et al conducted a study on the
awareness, knowledge, attitude, and practise of adverse
drug reaction reporting among health workers and patients
in selected primary healthcare centers.!® The authorities
must create awareness among all the health care
professionals by providing adequate training and
improving quality education programmes among students.
Pharmacists must be encouraged and constantly motivated
so that ADR reporting becomes a voluntary responsibility.

Drug safety can be achieved and maintained with a
positive attitude towards PV, which is an essential role of
a pharmacist. Scholarships and other encouraging perks
should be given to those who report ADRs among the
medical and paramedical student communities to keep
them motivated and focused. Increased vigilance on the
use of medications through more education and awareness
classes should be provided by doctors, pharmacists, and
nurses, as well as patient reporting of ADRs. This may
become more rapid and advanced with the use of new
software and the internet. Cooperation and health care
teamwork are needed for better health care aspects.%*2

As per study results, HCPs observe ADRs during their
clinical practice, but the reporting of those ADRs is very
much limited to the concerned authorities, whether the
pharmaceutical industry or a government department.
Furthermore, the study reveals the reasons that could be
looked into for the betterment of the reporting of ADRs.*?
As has been mentioned, physicians are not very
cooperative to report ADRS, so to increase reporting, many
countries allow pharmacists working in hospitals and the
community, nurses, and even patients to report ADRSs.
Medical practitioners are the primary component of the
ADR reporting system, but every healthcare professional

that has knowledge, attitudes, and perceptions about ADRS
can play a part in reporting ADRs. 1415

Main limitation of this study included the duration, it was
conducted a period for six months and the data collection
method also affects this study. The data was collected in
online plate form and we could not have much control over
the study participants.

CONCLUSION

One of the major challenges that PV programs face
worldwide is underreporting. Underreporting of ADRS
could be attributed to the knowledge deficit, lack of
training or education that health care providers have
regarding PV and the safety of medications. The lack of
knowledge of PV and ADRs reporting among health care
professionals is most likely due to the unavailability of PV
as a subject of study in healthcare schools i. e.; medicine,
pharmacy, dentistry, nursing, etc. In fact, a systematic
review among medical students investigated the PV and
ADR-reporting awareness of healthcare students. Also,
there are many published studies in this area, most of the
published studies did not compare healthcare students that
need to be educated about PV and ADR reporting as the
will encounter in their practice and all need to report the
ADRs. The findings of this study can help in identifying
educational gap among healthcare students which is
essential for the design of educational program which can
untimely help in promoting the PV environment and safe
practices among future healthcare professionals. The
success of PV programme depends upon the active
involvement of the healthcare professionals such as
doctors, nurses, pharmacists. Being the key healthcare
professionals, providing information on suspected ADRS
is as much moral duty for the healthcare professionals as
other aspects of patient care. To transform the PV activity
into practices for enhancing safety of patient and more
ADR monitoring centre being setup across the country
under PVPI. Encouragement to student’s community is
needed therefore; various social media platforms could be
used to provide awareness. In addition, communicating
with HCPs to educate patients about the NPC and ADR
reporting process during patient counselling could be very
helpful in increasing ADR reporting.
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