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ABSTRACT

Background: Pharmacovigilance program of India plays an important role for monitoring of adverse drug reaction (ADR) 
in patients. However, due to lack of knowledge about pharmacovigilance among health-care professionals, underreporting 
of ADR observed. Aims and Objectives: This study aims to involve, inspire, and encourage the nursing staff to report 
error – free adverse drug event that meets both the needs and legitimate expectations. Materials and Methods: A predesigned 
questionnaires based cross-sectional study conducted by the Department of Pharmacology among nursing staff working 
at tertiary care hospital. Participants were given pre-test and post-test with ADR form filling before and after educational 
Interventional lecture, respectively. For data analysis, Chi-square with yet correction was applied. Results: A total of 30 
nursing staff participants involved in questionnaires based study. An overall knowledge about pharmacovigilance ranging 
from 10% to 53% which was lower rang except knowledge about what is ADR was 83% in pre-test. Positive attitude 
toward pharmacovigilance also low ranges from 23% to 53%. Only 12% of participants were report the ADR. Majority of 
participant had obtained average score in ADR form filling. After educational intervention, improvement seen in knowledge, 
positive attitude and majority of participants fall under good score for ADR form filling. Conclusion: Improvement in 
knowledge and attitude was seen after educational intervention for pharmacovigilance among nurses.
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INTRODUCTION

Pharmacovigilance, according to the World Health 
Organization, is defined as “the science and activities relating 
to the detection, assessment, understanding, and prevention 
of adverse effects or any other drug-related problems.”[1] 

Pharmacovigilance Programme of India (PvPI) initiated 
nationwide in July 2010 by Central Drugs Standard Control 
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Organization. IPC Ghaziabad is the national coordinating 
center for monitoring adverse drug reaction (ADR) in the 
country to safeguard public health. Majority of the health-
care professional are not aware about this development. 
Hence many times, they are not reporting or late reporting 
of ADR.[2]

Early reporting and rapid dissemination of information 
regarding ADRs are two important tasks in pharmacovigilance. 
Voluntary reporting of ADRs by health-care professional can 
make the above task easy. Reason for underreporting is lack 
of training and awareness of this issue like where to report and 
whom to report as is shown by the poor knowledge of the health-
care professionals, especially the nursing staff. Motivation and 
training of health-care professional toward pharmacovigilance 
will improve ADR reporting.[3,4]
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MATERIALS AND METHODS

A questionnaire-based cross-sectional study conducted by 
the Department of Pharmacology in nursing staff working at 
Ananta Institute of Medical Sciences and Research Center, 
Rajsamand, Rajasthan. A total of 30 nursing staffs were 
involved. Questionnaires were pre-designed. Initially, pre-
knowledge, attitude, and practice (KAP) questionnaires were 
given to all nursing staff after that a one hour interventional 
lecture was given which includes detail about ADRs and 
PvPI. After completion of interventional lecture, a workshop 
for how to fill-up ADR form conducted. Initially, in 
workshop, one ADR patient case was given and then nursing 
staff fills the ADR form. After that, they taught about how 
to fill-up the ADR form. After completion of interventional 
lecture and workshop, post-KAP questionnaire and ADR 
form were given to participants. Pre-test and post-test data 
were analyzed using Chi-square test with yet correction from 
website quantpsy.org. ADR filling form analysis was done 
using Microsoft Excel 2013.

RESULTS

The KAP study on pharmacovigilance before and after 
interventional lecture and workshop was done on the nursing 
staff of this institute. In this present study, a total 30 nurses 
were participated and fill-up pre- and post-test questionnaires 
and ADR reporting form.

Assessment of Knowledge toward Pharmacovigilance 
Pre- and Post-test – Educational Intervention

Knowledge about the pharmacovigilance assessed using 
questionnaires listed in Table 1. Out of 30 participants, only 
16 (53%) heard about the pharmacovigilance. Only 8 (27%) 
participants know what is pharmacovigilance? (Correct 
definition of pharmacovigilance). Majority of participants 
25 (83%) know about the ADR. Only 15 (50%) know 
who can report the ADRs. Among all participants, only 
3 (10%) know about the location of national coordinator 
center of PvPI and only 8 (30%) know about the regulatory 
body of PvPI in India. About 12 (40%) participants know 
about the pharmacovigilance committee in this institute. 
After educational interventional lecture the knowledge of 
participants significantly increased and that was statistically 
significant (P < 0.5) [Table 1].

Assessment of Attitude toward Pharmacovigilance

Attitude toward pharmacovigilance is assessed by 
questionnaires listed in Table 2. Out of 30 participants, 
13 (43%) believe that ADR reporting is professional 
obligation. Only 8 (27%) participants believe in necessity 
of ADR reporting, but after educational interventional 
lecture, majority of participants 29 (97%) believe in 
necessity of ADR reporting. About half of the participants 
16 (53%) think that ADR reporting increase patient safety. 
Only 7 (23%) participants say that ADR monitoring center 

Table 1: Knowledge about pharmacovigilance pre‑ and post‑test analysis
Knowledge questions Correct response P‑value

Pre‑test n=30, n (%) Post‑test n=30, n (%)
Have you ever heard about the name pharmacovigilance program of India? 16 (53) 30 (100) <0.5
What is pharmacovigilance? 8 (27) 27 (90) <0.5
In general, what is ADR? 25 (83) 26 (87) <0.5
Health‑care professional responsible for reporting ADR in a hospital is/are? 15 (50) 29 (97) <0.5
PvPI monitoring center (National Coordination Center) located at 3 (10) 26 (87) <0.5
Name the regulatory body of PvPI in India 9 (30) 25 (83) <0.5
Is any pharmacovigilance committee in your hospital/college? 12 (40) 29 (97) <0.5

ADR: Adverse drug reaction, PvPI: Pharmacovigilance Programme of India

Table 2: Attitude toward pharmacovigilance questionnaires based pre‑ and post‑test analysis
Attitude questions Positive response (yes) P‑value

Pre‑test n=30, n (%) Post‑test n=30, n (%)
Do you think ADR reporting is a professional obligation? 13 (43) 22 (73) <0.5
Do you think ADR reporting is necessary? 8 (27) 29 (97) <0.5
Do you think ADR reporting will increase patient safety? 16 (53) 27 (90) <0.5
What is your opinion about establishing ADR monitoring center in every hospital?
Should in every hospital
Not required in hospital

7 (23) 24 (80) <0.5

Do you think pharmacovigilance should be taught in detail to health‑care 
professionals?

12 (40) 25 (83) < 0.5

ADR: Adverse drug reaction
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requires in every hospital. About 12 (40%) participants 
think that pharmacovigilance should be taught in detail to 
health-care professionals. Change in positive attitude toward 
pharmacovigilance seen after educational interventional 
lecture which was statistically significant (P < 0.5).

Assessment of Practice of Pharmacovigilance

Practice of pharmacovigilance assessed by questionnaires 
listed in Table 3. Out of 30 participants majority of 
participants 25 (83%) had seen ADRs, but only 5 (17%) 
participants report ADRs. Among all participants, majority 
of participants 18 (60%) give a reason for not reporting ADR 
was they were not knowing how to report an ADR.

ADR Reporting Form Filling

ADR reporting form filling was done by participant before 
and after workshop. Analysis of ADR form filling was done by 
total scoring from 20 marks. If obtained marks were between 
1 and 5, then it categorized poor scoring, 5–10 marks then 
average score, and 10–15 score then good score, and between 
15 and 20 marks then excellent score. Detail of analysis is 
given in Table 4. During pre-test, majoring of participants 
fall under average score 16 (80%) after workshop for ADR 
form filling majority of participants fall under good score 
14 (70%) [Table 4].

DISCUSSION

Lack of knowledge about the pharmacovigilance is one of 
the factors responsible for the underreporting of ADR.[5,6] 
Voluntary ADR reporting by health-care professional play 
a key role for success of pharmacovigilance.[7] Nursing 
practices mainly come under administration of the drug. The 
administration of medications to the patients is one of the 

most common routine procedures in the practice of nursing 
professionals. In this, the nurse assumes the important 
responsibility that aims to ensure patient safety through the 
safe and accurate administration of prescribed medication.[8]

Nurses having an important role in pharmacovigilance 
activities, particularly identifying ADR in patients and they 
are available round the clock with indoor patients. However, 
lack of knowledge about the pharmacovigilance and lack of 
external motivation by the institute to report ADR influence 
the underreporting by nursing professionals.[8,9] This study 
was planned for improvement in knowledge and attitude 
and practice for pharmacovigilance by nursing staff that will 
improve patient safety.

The present study shows that half of the participants 
have knowledge about who can report ADR, only 27% of 
participants know about what is pharmacovigilance and 
only 30% know about the regulatory body of PvPI in India, 
after educational interventional lecture, improvement in 
knowledge is seen 90% and 85%, respectively. A study 
conducted by Goel shows that only 30.6% of participants 
know about pharmacovigilance, 25% of participate know 
about regulatory body of pharmacovigilance program 
and after educational intervention improvement in 99% 
and 86%, respectively, seen which is comparable to our 
study.[10]

The present study shows that of 30 participants, 43% believe 
that ADR reporting is professional obligation. However, 
positive response improves to 73% after educational 
intervention. Only 27% of participants give positive 
attitude toward the necessity of ADR reporting, but after 
educational intervention, majority of participants (97%) 
give positive attitude for the same. A study by Goel shows 
comparable results for the same about 29.6% before and after 
educational intervention 97.9%, respectively.[10] About half 
of the participants (53%) think that ADR reporting increases 
patient safety which was change to positive attitude for 90% 
of participants for the same.

The present study seen that majority of participants (83%) 
seen ADR in clinical posting, but only few participant reports 
the ADR (12%), the result of the study conducted by Vural 
et al. shows that only 8% of nurses report the ADR which is 
comparable to our study.[11] Majority of participates give a 
reason for not reporting ADR was do not know how to report 
ADR.

The present study shows significant improvement in 
knowledge and attitude in post-test after educational 
intervention and also shows improvement in ADR form 
filling. KAP studies for pharmacovigilance concluded that 
nurses having lack of knowledge and poor practice regarding 
the pharmacovigilance so need of regular interventions like 
workshop about pharmacovigilance needed.[12,13]

Table 3: Analysis of practice for pharmacovigilance
Practice questions Pre‑test (%)
Have you ever seen ADR during clinical posting? 26 (86)
Have you ever‑reported ADR? 4 (12)
What is reason for not reporting?
(a) �Not aware about the presence of ADR monitoring 

center
(b) Did not know how to report ADR

12 (40)
18 (60)

ADR: Adverse drug reaction

Table 4: ADR form filling analysis
ADR reporting form score Pre‑test (%) Post‑test (%)
Poor score 5 (25) 1 (5)
Average score 16 (80) 5 (25)
Good score 7 (35) 14 (70)
Excellent score 2 (10) 10 (50)

ADR: Adverse drug reaction
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CONCLUSION

Improvement in knowledge and attitude after educational 
intervention of pharmacovigilance was seen among 
nurses. This indicated ADR training workshop, detail of 
pharmacovigilance during undergraduate course will be 
useful to improve KAP among nursing professionals which 
is helpful for patient safety through pharmacovigilance 
program.
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