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ABSTRACT

Introduction: An adverse drug reaction (ADR) is any noxious, unintended, and undesired effect of
a drug, which occurs at the doses which are used in humans for prophylaxis, diagnosis, or therapy,
which is reported by “the science and activities relating to the detection, assessment,
understanding and prevention of adverse effects or any other drug-related problem” known as PV.
ADRs are significantly underreported worldwide. A KAP survey usually conducted to collect
information on the knowledge, attitudes, and practices about general and/or specific topics of a
particular population.

Aim and Objectives: To evaluate the KAP studies on the educational intervention to improve the
knowledge, attitude, practice of health care professionals and students regarding the

*Corresponding author: Email: tsasikumar.tiruttani369@gmail.com;



Kumar et al.; IJTDH, 42(18): 30-36, 2021; Article no.lJTDH.74927

pharmacovigilance in tertiary care hospitals. To evaluate, assess and evaluate the measures the
knowledge, attitude and practice of PV among students and Health Care Professionals in tertiary

care hospital of India.

Methods: Pharmacists and HCPs were asked to complete a paper-based 21 item questionnaire.
Results: A total of 250 pharmacists received the questionnaire and 214 agreed to participate,
giving a response rate of 85.6%. In knowledge, component of ADR were known by 71.2% and the
term PV and ADR were answered correctly (97.3%). In practice 55.9% attended the PV workshop
and 88.8% were willing to implement ADR reporting in practice.

Conclusion: Most of the participants had relatively better knowledge and practice towards PV and
ADR reporting. Majority of the health care professional felt ADR reporting to be important. The
study also shows, after counseling to them we got better response and results than before. The
finding of our study suggests that there is scope for improving the ongoing Pharmacovigilance
activities in India. There is a need for continuing educational initiatives for pharmacist and other

health care professionals.

Keywords: Pharmacovigilance; ADR reporting; KAP; health care professionals.

1. INTRODUCTION

WHO defines ADR as any response to a drug
which is noxious, unintended and which occurs
at doses normally used in man for prophylaxis,
diagnosis or therapy of disease or for the
modification of physiological function.

Most cases of morbidity and mortality in people
are due to ADRs. In the year 1994, cost of
treatment to ADRs was 4billion dollars. In the
year 1989 number of deaths was 12000 due to
ADRs, it was reported by FDA [1]. Drugs are
taken by patients to treat symptoms of diseases
or disorders and to improve healthcare quality of
life, but these drugs have some hazards.
Pharmacists are mostly involved to prevent these
hazards due to drugs by actively involved in
ADRs reporting and pharmacovigilance related
activities [2].

Pharmacovigilance (PV) as “the science and
activities relating to the detection, assessment,
understanding and prevention of adverse effects
or any other drug-related problem”. PV aims at
enhancing patient safety by assessing the risk-
benefit profile of medicines.

In United States of America ADRs is the sixth
leading cause of death. In United Kingdom 6.5%
hospital admissions are due to ADRs and in
France 3.2%, Sweden 12% hospital admissions
occurs. In south India region overall incidence of
ADRs was 9.8% [3]. WHO establish
pharmacovigilance throughout the country.
National pharmacovigilance centre is established
by Saudi food and drug authority in Saudi to
report Saudi ADRs internationally by associated
with WHO Uppsala monitoring centre, Sweden.
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Saudi Arabia hospitals developed medication
safety units to improve ADR reporting, it is
present under division of pharmaceutical care
services [4].

In Nepal, national medicine regulatory authority
is Department of Drug Administration. DDA is a
national pharmacovigilance centre in Nepal. This
was appointed by Nepal government to liaise
with the WHO program for International Drug
Monitoring. In the past 16 years DDAs submit
547 ADR reports. By conducting educational
studies about pharmacovigilance in Nepal, to
report that those healthcare professions in Nepal
have a lack of knowledge about
pharmacovigilance. After educational intervention
about PV in healthcare professionals have lead
to improve knowledge on pharmacoviilance [5].
In Nepal, pharmacovigilance programme was
started in 2004. Over the period of four and a half
year national centre in Nepal receives more than
300 ADR reports. Actually nurse is responsible to
observe the patient in hospital and also teach the
patient and report sign and symptoms that occur
immediately and after next visit [6].

Biggest problem in world is underreporting of
ADRs. Systematic review involved in analysis of
causes of under reporting, which was published
in 2006. Pharmacist role in reduce the risk of
ADRs include  promotion,  development,
maintenance and educate physicians, nurses
and encourage compliance of ADR reporting
programme. In the year 2007, Nepal to be a
member of international pharmacovigilance
programme. National pharmacovigilance centre
is responsible for encouraging of ADR reporting
in healthcare professionals. According to DDA
statistics at the end of 2013, only 523 ADRs were



reported [7]. Healthcare students are educated in
the school of medicine, pharmacy, dentistry or
nursing and also promote in clinical practice to
take responsibilities of prescribing, administration
and monitoring of medication. It is essential to
ensure the safe use of medications [8].

The estimated annual burden due to ADR in USA
was 30-130  hilion US dollars. The
pharmaceutical products safety became most
important by improving its efficacy after
thalidomide disaster. In 196 for international drug
monitoring globalisation of PV studies was
initiated by WHO through establishment of WHO
programme [9]. Low number of healthcare
professionals in Nepal ,those only 731 licensed
pharmacists leads to increased burden that

cause difficulty in spending time for ADR
reporting It is an important reason for
underreporting in healthcare professionals in
Nepal [10].
1.1 Aim

To evaluate the KAP studies on the educational
intervention to improve the knowledge, attitude,
practice of health care professionals and
students regarding the pharmacovigilance in
tertiary care hospitals.

1.2 The Key Objectives of the Study
Include

To evaluate the knowledge, attitude and
practice of PV among pharmacy students
and Health Care Professionals in tertiary
care hospital of India.

To suggest the measures to improve the
KAP of pharmacovigilance among health
care professionals students.

To assess knowledge, attitude,
perception/practices (KAP) of pharmacy
students and Health Care Professionals
toward ADR reporting.

2. MATERIALS AND METHODS

2.1 Study Design

It is a prospective, observational study

Study was conducted from December 2020 —
May 2021.

2.2 Sample Size

A total of 214 samples were collected.
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2.3 Inclusion Criteria

1. Students and health care professional
willing to give written informed consent

2. Pharmacists who were co-operative and
interested to give the consent for the study

3. Study population consisting of healthcare
students (medical, pharmacy, and nursing)
at any stage of their post graduate training.

4. Study population consisting of health care

professional and post graduate student.
2.4 Exclusion Criteria
Pharmacists who were busy and not interested to

participate in the study.
Those who are unwilling to participate in the

study.
Those who returned the questionnaire
unanswered.

Study population did consist of non medical
students.

2.5 Method of Collection of Data
1. Data collection was done by using the
following documents.

Self designed, structured and validated

questionnaire forms were prepared to
collect data.

2.

ANNEXURE-I
(Participants demographic
details).

ANNEXURE-II
(Questionnaire form).

2.6 Scoring and Evaluation

Self prepared, structured and validated
guestionnaire were prepared to assess the
knowledge, attitude and practice.

Those members who were low and medium
scored participants were separated and sent
leaflet to them for updating of knowledge about
pharmacovigilance.

2.7 Knowledge and Practice

Each domain consists of 7 questions were
scoring will be given as below:

. A score will be allotted for knowledge,
each correct answer (“yes” for positive &



“no” for negative statements) was given 1

point.

. Incorrect answer (“no” for positive and
“yes” for negative statements) was given 0
point.

. The level of knowledge was categorised.

> As “low” (<7 points)

> “Average” (8-10 points)

> “High” (>11 points)

2.8 Attitude

In order to evaluate attitude “Likert scale” is
used:

The level of concern was categorised as

. “Extremely concerned” (if agreement
was marked for all 6 - 7 statements)
J “Quite concerned’(if agreement was

shown for 3-5 statements)

o “Little  concerned’(if agreement as
marked for 1-2 statements)

. “Not concerned”’(no agreement).

2.9 Statistical Analysis

1. Microsoft excel was used for recording the
data of recruited subjects. All the graphs
and tables were created using Microsoft
excel.

2. We used descriptive statistics like mean,
median, standard deviation and paired T
test was used to assess demographic
characteristics  features of subjects
included in the study.
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3. RESULTS
3.1 Gender Wise Distribution

A total of 214 participants were include in the
study, the number of female were more actively
involved in research work. Female (135) were
majorly occupies the study when compare to
males (79) as represented in Table 1.

3.2 Desighation Wise Distribution

Students were actively participated in the study
followed by pharmacist. Among Nurses and
Physicians, most of the nurses were not aware
about Pharmacovigilance, physicians were not
responded well due to their busy schedule, lack
of time, lack of interest.

In this research study entire 214 study
participants were recruited based on designation
i.e., Physicians, Nurses, pharmacists, students
as represented in Table.2

3.3 Responses of KAP before and After
Counselling

Before and after counseling the participants were
got the responses (marks) were knowledge,
attitude and practice were show in the table.3

After the re-collecting of responses most of the
participants were improved their knowledge
about PV and ADR reporting. When compare to
before, after counseling the participants were
more aware about the PV.

Table 1. Categorization of Percentage distribution based on gender

S. No. Gender No. of participants Percentage
1. Male 79 37%
2. Female 135 63%
3. Total 214 100%
Table 2. Categorization Percentage distribution Based on Designation
S. No. Designation No. of participants Percentage
1. Physicians 25 12%
2. Pharmacist 64 30%
3. Nurses 30 14%
4, Students 95 44%
5. Total 214 100%
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Table 3. Comparison of Responses of knowledge and practice before and after counseling

Before counseling

After counseling

Knowledge Practice Knowledge Practice
Poor 13 samples 9 samples 2 samples 1 sample
Average 67 samples 117samples 9 samples 29 samples
Excellent 134 samples 88 samples 80 samples 61 samples

Table 4. Comparison of Responses of attitude before and after

S.No. Range Before counseling After counseling
1. Extremely concerned 23 20
2. Quite concerned 119 14
3. Little concerned 55 10
4. Not concerned 17 a7
5. Total 214 samples 91 samples

Response of attitude before counseling (214
samples) and after counseling (91 samples: The
participants who got low score less than 10, they
only got counseling) as show in Table.4.

4. DISCUSSION

This study evaluated the effect of an educational
intervention and reminders in improving the KAP
of HCPs and student in tertiary care hospital
towards PV and ARD reporting. Most of the
participants were well about knowledge and
positive activity towards practice. But few more
peoples were not well towards attitude. A study
KAP of pharmacovigilance and ADR reporting
among pharmacist working in secondary and
tertiary governmental hospital in Kuwait which is
closely related to our study. In our study,
qguestioner forms were used in three categories
such as knowledge, attitude and practice. In
each category had 7 questions, totally 21
guestions. Most of the participants were not
interest in filling forms if it had more than 20
guestions, most of them loss their interest
towards filling forms. Our study was helps to
evaluate, assess, and measure to improve the
knowledge, attitude, practice of PV among health
care professionals. The major reason of under
reporting of ADRs are lack of knowledge about
the reporting procedure, unavailability of the
reporting centre mail address, unavailability of
ADR form, lack of knowledge of the existences of
a national ADR reporting system.

The definition of term PV and ADR most of the
participants were answered correctly with 97.3%.
Very few members were not known about the
term PV and ADR. 89.2 % and 76.3%
participants were aware about the PV
programme and aware about the national PV
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center in India respectively. 88.8% were know
the difference between the ADR and ADE , 83.7
% were know the causality assessment of ADR
.71.2 % were know the components of PV and
remaining 28.8% were don't know about the
components . Only 78 % participants were
knowing where to obtain the ADR forms.

Among that 63.7% were feel that ADR reporting
can benefits to public health. Here 31.6% were
strongly agreed and 43.1 % agree for barriers for
reporting ADR. 27.8% were disagree the only
serious ADR that results in life threatening
conditions should be reported. 38.3% were agree
that hypersensitivity were related to ADR., 48.1%
strongly agree the reporting ADR were a
pharmacist duty.59.3% strongly agree the ADR
reporting is benefit to both patients and doctors
.29.2% were disagree that ADR reporting can
create additional work load ,only 16.6% were
strongly agree.

During ward rounds 82.4 % were seen the
patient suffered with ADR after taking drug. 59 %
were prevented the ADR from occurring , 65.8 %
and 76.3 % were keep the records of ADR and
had the idea of improving ADR reporting
respectively . 88.8% were willing to implement
ADR in practice, 88.8% were reported that ADR
reporting was mandatory in practice. Nearly
44.1% were not attended any workshop on PV.

Physicians were less involved in our study when
compare to other other HCPs. Some barriers
were a raised during our study, those were lack
of time, lack of interest, busy schedule, don'’t
know how to fill the form, lack of motivations.
Measure to improve knowledge about KAP were
Attending workshops, continue education on PV
and ADR reporting, Awareness program on PV.



The current study showed female was higher in
participation than males. These finding were
similar to the study conducted by Sunil Shrestha
et al., in 2020 in Nepal. Majority of participants
were felt that the ADR reporting should be
compulsory which is matched with the study of
Hardeep et al., in 2013 in northern India. Eighty
three percent participants did not know about
how causality assessment of ADRs is done. This
finding is similar to the study conducted by Gamil
gasem Othman et al., in 2017 in Sana’a Yemen.

The study reveals that male participants were
low knowledge of ADR reporting and PV than
female, the finding is similar to the study of
Kanayo P. Osemene et al., in 2017 [11]. About
36% of the respondents were not aware of the
existence of the national reporting system which
is similar to Palaian Set al., in 2011 in Nepal.
Most participants were correctly identified
definitions of PV and ADRs which is similar in the
study of F.M. Alsaleh et al., 2017 in Kuwait [12].
In this study, 63% of the study participants were
females and 37% were males which are similar
in the study of kumar G Chhabra et al., 2017 in
India [13]. The least knowledge  of
pharmacovigilance and ADRs was found in
nurses which is similar to the study of Tadvi, et
al. In 2018 [14].

5. LIMITATIONS

The main limitation of our study was the relatively
small number of respondents, especially
physicians.

6. CONCLUSION

Most of the participants had relatively better
knowledge and practice towards PV and ADR
reporting. Knowledge and practice scores were
higher among physicians and pharmacist
followed by students. Majority of the health care
professional felt ADR reporting to be important.
Most of them were interested in ADR reporting.
In our study also shows, after counseling to them
we got better response and results than before.
The finding of our study suggests that there is
scope for improving the ongoing
Pharmacovigilance activities in India. There is a
need for continuing educational initiatives for
pharmacist and other health care professionals.

This study was aimed to assess the level of
knowledge, Attitude and practice of the health
care professionals and pharmacy students about
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pharmacovigilance activities and ADRs reporting
in tertiary health care hospital.
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