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ABSTRACT

Background: Pharmacovigilance plays a vital role in ensuring patient safety
through the detection, assessment, and prevention of adverse drug reactions
(ADRs). Despite its importance, underreporting of ADRs remains a significant
challenge, particularly in developing countries. This study aimed to evaluate the
awareness, attitude, and practice of healthcare professionals regarding
pharmacovigilance and ADR reporting. Material and Methods: A cross-
sectional study was conducted among 100 healthcare professionals, including
doctors, nurses, and pharmacists, using a pre-validated structured questionnaire.
Data were collected on demographic characteristics, awareness of
pharmacovigilance, attitudes towards ADR reporting, and actual reporting
practices. The findings were analyzed and presented in descriptive statistics.
Result: The majority of participants were doctors (40%), followed by nurses
(35%) and pharmacists (25%). Awareness of pharmacovigilance was reported
by 76% of respondents, while only 59% were aware of the National
Pharmacovigilance Programme (PvPI) and 45% knew the process of ADR
reporting. A positive attitude towards ADR reporting was observed, with 80%
considering it a professional obligation and 88% acknowledging its role in
enhancing patient safety. However, only 26% had ever reported an ADR, and
18% had used an ADR reporting form. Major barriers identified included lack
of knowledge, time constraints, and fear of legal repercussions. Conclusion:
Although healthcare professionals exhibited good awareness and a favorable
attitude towards pharmacovigilance, actual ADR reporting practices were
suboptimal. Regular training programs and sensitization campaigns are essential
to bridge this gap and promote a robust culture of ADR reporting.

INTRODUCTION

Medications play a crucial role in the prevention,
management, and cure of diseases; however, they are
also associated with the risk of adverse drug reactions
(ADRs), which can compromise patient safety and
contribute to increased morbidity and healthcare
costs. Pharmacovigilance, defined by the World
Health Organization as the science and activities
relating to the detection, assessment, understanding,
and prevention of adverse effects or any other drug-
related problems, is vital for ensuring medication
safety and protecting public health.

Despite the importance of pharmacovigilance,
underreporting of ADRs is a persistent challenge

across healthcare systems worldwide, particularly in
low- and middle-income countries like India. Several
studies have highlighted that although healthcare
professionals are generally aware of the concept of
pharmacovigilance, this awareness does not
consistently translate into effective ADR reporting
practices."l Lack of knowledge regarding the
reporting process, fear of legal consequences, and
time constraints are among the most frequently cited
barriers.[!3]

Recent research underscores the positive impact of
educational interventions and sensitization initiatives
in improving pharmacovigilance knowledge and
reporting behavior among healthcare
professionals.>* Studies have demonstrated that
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targeted training programs significantly enhance not
only the awareness but also the attitudes and
confidence of healthcare workers in reporting
ADRs >

This study was undertaken to assess the awareness,
attitude, and practice of pharmacovigilance among
healthcare professionals in a tertiary care setting and
to identify the key barriers hindering ADR reporting.
The findings are expected to inform strategies aimed
at improving pharmacovigilance activities and
fostering a culture of patient safety.

MATERIALS AND METHODS

Study Design and Setting: A cross-sectional
observational study was conducted at the Department
of General Medicine, Sreenarayana Institute of
Medical Sciences, Chalakka, Ernakulam, Kerala. The
study was carried out over a period of six months,
from March to September 2014.

Study Population: The study population consisted
of healthcare professionals, including doctors,
nurses, and pharmacists working in the hospital.
Participants who were willing to provide informed
consent and were directly or indirectly involved in
patient care were included in the study. Healthcare
workers not involved in prescribing, dispensing, or
monitoring medication were excluded.

Sample Size: A total of 100 healthcare professionals
were enrolled using a convenient sampling method.
Study Tool: Data were collected using a pre-
validated, structured, self-administered
questionnaire. The questionnaire was divided into
four sections:

Demographic  Information:  Age,
profession, and years of experience.
Awareness: Knowledge of pharmacovigilance,
adverse drug reactions (ADRs), and familiarity with
the Pharmacovigilance Programme of India (PvPI).
Attitude: Perceptions and beliefs about the
importance and necessity of ADR reporting.
Practice: Actual reporting behavior and barriers to
ADR reporting.

Data Collection Procedure: Participants were
approached in person, and the purpose of the study
was explained. Written informed consent was

gender,

Data Analysis: The collected data were compiled
and analyzed using Microsoft Excel. Descriptive
statistics such as frequencies and percentages were
used to summarize the demographic details,
awareness, attitudes, and practices related to
pharmacovigilance.

RESULTS

The present study assessed the impact of
pharmacovigilance awareness among 100 healthcare
professionals, including doctors, nurses, and
pharmacists, on their knowledge, attitude, and
practice of adverse drug reaction (ADR) reporting.
As shown in Table 1, the study population comprised
40% doctors, 35% nurses, and 25% pharmacists.
There was a slight female predominance (52%), with
the majority of participants having 5-10 years of
professional experience (42%).

Assessment of awareness regarding
pharmacovigilance revealed that 76% of participants
had heard about the concept of pharmacovigilance,
while 59% were aware of the National
Pharmacovigilance Programme of India (PvPI).
However, only 45% knew how to report an ADR, and
merely 34% had ever attended any training or
workshop related to ADR reporting (Table 2).

The evaluation of participants' attitudes demonstrated
that 80% agreed that ADR reporting is a professional
obligation, and 88% believed that ADR reporting
contributes to improved patient safety. Notably, 20%
of participants expressed concern that ADR reporting
could lead to legal problems, while 50% considered
lack of time a significant barrier to reporting (Table
3).

In terms of actual practice, only 26% of healthcare
professionals reported ever having submitted an
ADR, and a mere 12% had done so within the last six
months. The use of ADR reporting forms was low
(18%), though 34% of participants reported
encouraging their colleagues to report ADRs (Table
4).

Overall, the study identified a substantial gap
between awareness, positive attitudes, and actual
reporting practices among healthcare professionals,
underscoring the need for targeted educational

obtained. The questionnaire was distributed, and interventions to enhance pharmacovigilance
adequate time was given for completion. activities.
Table 1: Demographic Profile of Participants (n = 100)

Characteristic Frequency (n) Percentage (%)

Profession

Doctors 40 40%

Nurses 35 35%

Pharmacists 25 25%

Gender

Male 48 48%

Female 52 52%

Years of Experience

<5 years 36 36%

5-10 years 42 42%

> 10 years 22 22%
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Table 2: Awareness About Pharmacovigilance and ADR Reporting

Figure 1: Awareness About Pharmacovigilance and
ADR Reporting
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Figure 3: Practice of ADR Reporting

Awareness Parameter Yes (n/%) No (n/%)
Heard about Pharmacovigilance 76 (76%) 24 (24%)
Aware of National Pharmacovigilance 59 (59%) 41 (41%)
Programme (PvPI)
Know how to report an ADR 45 (45%) 55 (55%)
Attended any training/workshop on ADR 34 (34%) 66 (66%)
reporting
Table 3: Attitude Towards ADR Reporting
Statement Agree (n/%) Disagree (n/%) Neutral (n/%)
ADR reporting is a professional obligation 80 (80%) 10 (10%) 10 (10%)
Reporting ADRs improves patient safety 88 (88%) 4 (4%) 8 (8%)
Reporting ADRs will create legal problems 20 (20%) 60 (60%) 20 (20%)
Lack of time is a barrier to ADR reporting 50 (50%) 30 (30%) 20 (20%)
Table 4: Practice of ADR Reporting
Practice Parameter Frequency (n) Percentage (%)
Ever reported an ADR 26 26%
Reported ADR in last 6 months 12 12%
Use of ADR reporting form 18 18%
Encouraged colleagues to report ADRs 34 34%
Ur =, DISCUSSION
“l Pharmacovigilance plays a fundamental role in
g% . promoting patient safety by identifying, assessing,
2 4ol ; and preventing adverse drug reactions (ADRs).
£l Despite this, underreporting of ADRs continues to be
20 a significant global concern, particularly in
0] developing and resource-limited settings. The present
0 \ study revealed that although healthcare professionals
e prt e oo™ . 0 o exhibited a generally favorable attitude towards ADR
s o™ oo et reporting, their actual reporting practices remained

limited—a finding consistent with previous studies
conducted in various countries.!”#]

Knowledge gaps, uncertainty about reporting
procedures, and misconceptions about legal liability
have been consistently identified as barriers to
effective pharmacovigilance systems.’! Our study
also found that while a majority of participants
acknowledged the importance of ADR reporting, less
than one-third had ever reported an ADR, echoing
observations from other international studies where
similar discrepancies between awareness and practice
were noted.!!%!1]

Furthermore, research has shown that continuous
education, hands-on training, and sensitization
workshops can significantly improve healthcare
professionals' pharmacovigilance knowledge and
enhance ADR reporting behaviors.[>'2 However,
without institutional support and simplified reporting
mechanisms, even well-informed professionals may
hesitate to report ADRs due to time constraints or fear
of repercussions.®]

The findings from this study emphasize the urgent
need to implement structured educational programs
on pharmacovigilance and to integrate ADR
reporting into routine clinical practice. Additionally,
fostering a non-punitive culture and raising
awareness about the legal protections associated with
ADR reporting can further encourage healthcare
professionals ~ to  actively  participate  in
pharmacovigilance efforts.
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CONCLUSION

The present study highlights that although healthcare
professionals demonstrate good awareness and a
positive attitude towards pharmacovigilance and
adverse drug reaction (ADR) reporting, actual
reporting practices remain significantly low. Key
barriers identified include lack of knowledge on
reporting procedures, time constraints, and concerns
about legal consequences. These findings underscore
the need for continuous education, training, and
sensitization programs to bridge the gap between
awareness and practice. Simplifying the ADR
reporting process and integrating it into routine
clinical practice can enhance reporting rates.
Strengthening pharmacovigilance activities is
essential to ensure patient safety, improve drug
monitoring, and foster a proactive reporting culture
among healthcare professionals.
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