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ABSTRACT

Background

Adverse Drug Reactions (ADRs) are adverse consequences of drug therapy and are a major cause of morbidity
and mortality. Approximately 2.9-5.6% ofall hospital admissions are due to ADRs and up to 35% ofhospitalized
patients experience ADRs during their hospital stay. Therefore, the study assesses nurses' knowledge, attitudes
and practices (KAP) for monitoring and reporting spontaneous adverse drug reactions (ADRs).

Methods

In this observational study, 155 professional nurses with Proficiency Certificate Level (PCL), Bachelor Nurses
and Masters working in various hospitals and academic institutes in Janakpur Municipality were selected to
complete 19 pre-validated questionnaires on knowledge, attitudes and practice of ADR monitoring and report-
ing' response. The data were converted by a predetermined scoring method and subjected to statistical analysis.

Results

Most participants from PCL Nursing (52.25%), participants from Bachelor Nursing (35.48%) and the fewest
participants from Master Nursing (12.25%) were between 26 and 35 years old. Regarding ADRs knowledge, the
majority ofthe Master Nurses (86.18%) answered the question correctly. ADR thatreported regularly, most cer-
tificate nurses disagreed (33.3%) and more certificate nurses were neutral (38.2%) and some certificate nurses
were agreed (28.3%). Most master nurses (63.1%) had patients with ADRs, but bachelor nurses (52.7%) and cer-
tificate nurses (64.2%) had not experienced any patients with ADRs in the past year. Master nurses (78.9%) were
aware of the response to ADRs reporting and monitoring, but most certificate nurses (83.9%) and bachelor
nurses (65.5%) were unaware ofthe ADRs reporting and monitoring response.

Conclusion

We conclude that KAP of ADRs in nurses is not sufficient especially in certificate and bachelor nurses. But
master level nurses responded well. This is due to their knowledge, attitude and practices on ADRs reporting
and monitoring.
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INTRODUCTION

The WHO defines an ADR as any response to a drug
that is noxious and unintended and occurs at doses
normallyused in humans for the prophylaxis, diagno-
sis or therapy of disease or to alter physiological
function'”. ADRs are negative consequences of drug
therapy and one of the main causes of morbidity and
mortality. It has been found that approximately 2.9-
5.6% of all hospital admissions are due to ADRs and
up to 35% of hospitalized patients experienced ADRs
during their hospitalization*’. More and more people
are using newer and more effective drugs for various
medical conditions. Adverse drug reactions (ADRs)
are preventable if health-care professional pay close
attention to the details of the side effects following
drug administration. Awareness of ADRs can reduce
irrational drug use’. Adverse drug reactions (ADRs)
affect patients worldwide with varying degree of mor-
bidity and mortality, regardless of the age group.
ADRs are reported to be the 4-6th leading cause of
death in the United States of America (USA)". Docu-
mented reports estimate that Adverse drug reactions
account for around 1% of hospital admissions in
India, 7% in the United Kingdom and 13% in Sweden
and New Zealand. The literature also states that about
a third of these adverse drug reactions are avoid-
able’. The factors responsible for non-or under-
reporting are diverse and vary from place to place.
Many related factors contributing to this under-
reporting are guilt, fear of litigation, and lack of
awareness of the pharmacovigilance program’.
Nurses are not fully aware of their role in reporting
ADRs. Newly graduated nurses lacked the pharmaco-
logical knowledge and skills to detect adverse drug
reactions. According to the authors, this resultis prob-
ably due to a lack of knowledge about pharmacology
and ADRs """, In Nepal, the Pharmacovigilance pro-
gram was started in 2004 and the national center has
received more than 300 ADR reports over a period of
four and a half years, which is very few at this time.
This program is primarily hospital based and there-
fore has limited coverage. There are not many aware-
ness programs for healthcare professionals in terms
ofhowthe programstarted and how it works. The suc-
cess of a Pharmacovigilance program depends
mainly on the involvement of the healthcare profes-
sionals such as doctors, nurses, pharmacists’. In
Nepal, the Pharmacovigilance program is still in its
infancy and therefore the program needs to be pro-
moted among health professionals. Some studies in
the USA and France had shown that ADRs contribute
significantly to morbidity and mortality in clinical
practice, with the associated economic consequen-

ces'*"”. All ADRs ranging from minor to severe reac-
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tions, should be reported with particular attention to
ADRs to new drugs.

Serious adverse drug reactions, unexpected reac-
tions, and drug interactions are potentially serious or
clinically significant. Furthermore, uncertainty of the
causal relationship between the drug and ADR should
not be a reason for not reporting'*'*'. Several studies
carried out to assess nurses' knowledge, attitudes and
practice have documented that there is insufficient
knowledge of nurses ADR reporting proces-ses' .
There are no empirical studies from Nepal that assess
the knowledge, attitude and practice of ADR reporting
among nurses. Therefore, the present study aimed to
assess nurses' knowledge, attitudes, and practices
related to ADR reporting and factors that influencing
reporting in a multi-specialty public or private hospi-
tal. Many studies have been found that nurses' knowl-
edge was the main reason for underreporting of
ADRs. Therefore, the present study focused on highly
professional nurses with their highest degree in order
to correct for underreporting. Comparisons between
certificate nurses, bachelor nurses and master nurses
can easily be made to evaluate their knowledge, atti-
tude and practices.

METHODS

In this observational study, 155 professional nurses
working in different hospitals and academic institutes
in Janakpur Municipality were selected. The study
was conducted between June 2018 and November
2018 (6 months). Subjects were certificate nurses,
bachelor nurses and master nurses. Most master
nurses came from academic institutes and certificate
nurses and bachelor nurses came from various pri-
vate and government hospitals.

We received participants feedback through a struc-
tured questionnaire validated by experts from the
Pharmacology Department at Janaki Medical Col-
lege and Teaching Hospital. The questionnaire con-
sisted of 19 items with questions about knowledge, atti-
tudes and practice of ADR monitoring and reporting.
Knowledge-related questions were divided into 8 sub-
headings, likewise attitudinal-related questions were
divided into 6 questions, and finally practice-related
question were divided into 5 different sub-headings. It
also consists of socio-demographic data and occupa-
tional data. The questions were created considering
previous similar studies for reference and modifica-
tion. The questionnaire was distributed to 155 nurses.
All nurses who held certificate, bachelor and master
nurses degrees and were registered with the Nepal
Nursing Council. They are required to work in gov-
ernment or private hospitals in Janakpur Municipal-
ity. During the study period were included. The
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healthcare professionals who were unwilling to par-
ticipate in the study and those who were on furlough
were excluded.

RESULTS

A total of participants (N=155) were involved in this
prospective observational study. All participants had
responded all questions. All questions asked were
distributed to all nurses in the study and collected
again after a week so that they could go through the
entire question in detail.

Table1: Total number of participants

S. Professional Participants Percent Cum.

N.  Qualification Number (N) (&2) percent

1. PCL Nursing 81 52.25 52.25

2. Bachelor Nursing 55 35.48 87.73
Masters Nursing 19 12.25 100
Total N=155 100

In this study (Table 1), we had the most participants
from PCL Nursing (52.25%), participants from
Bachelor Nursing (35.48%) and the fewest
participants from Master Nursing (12.25%). The
number of Participants from Master Nursing was less
due to the background of professional form of master
nursing in hospitals and colleges in the municipality
of Janakpur had fewer opportunities. There were
more participants from the PCL Nursing because
certificate nursing had great opportunities in
hospitals and clinics. But in this recent study, the
response matters than the numbers.

Table2: Age categorization

Participa Frequency Percent Cum.

nts(N) F) (%)  Percent
1. 1525 31 31 20.00  20.00
2. 2635 86 86 5548 7548
3. 3645 34 34 2193 9741
4. >45 4 4 2.58  100.00
Total N=155 F=155  100.00

In the age categorization group (Table 2), the study
participants were at most 26 to 35 years old (f=86),
the fewest study participants were participants under
45 years (f=4). The age group of 15- 25-year-old and
36- 45-year-old participants is almost the same (f=31-
34). Most respondents were between 26 and 35 years
old as theyworked in hospitals and clinics.
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Table 3: Response regarding knowledge of ADRs among
Nurses

Professional Nurses
PCL Bachelor Master Total %

Variables
N=81 N=55 N=19 N=I5§

B CH ()

1. Whatis an ADR? Correct 35  49(89) 18 102 65.80
43.2) (94.7)
Incorrect 46 6(10.9) 01 53 34.19
(56.7) (5.2)
2. Is ADR reporting Correct 58 51(92.7) 19 128 82.58
necessary? (71.6) (100)
Incorrect 23 04(7.2) 00(00) 27 1741
(283)
3. Does ADRreporting Correct 28  37(67.2) 16 81 5225

damages (34.5) (84.2)

professional image? Incorrect 53 18(327) 03 74 47.74
(65.8) (157

4. Whois benefited by ~ Correct 52 32(58.1) 17 101 65.16
ADR reporting? (64.1) (89.4)
Incorrect 29 23 (41.8) 02 54 34.83
(35.8) (10.5)
5. Isthere anyneed of Correct 34  27(49.1) 16 77 49.67
information on drug (41.9) (84.2)
causing ADR? lcorrect 47 28(509) 03 78 5032
(58.1) (15.7)
6. Isthereanyriskof — Correct 32 26(472) 17 75 48.38
management (39.5) (89.4)
strategies of ADR?  poorveet 49 29(527) 02 80 516l
(60.4) (10.5)
7. Does any Correct 38 37(67.2) 18 93 60.00
conference/workshop (46.9) (94.7)
improve ADR Icorrect 43 18(328) 01 6 40.00
management? (53.1) (52)
8. Whatisdonetofind ~ Correct 23 16(29.1) 10 49 31.61
ADR? (28.3) (52.6)
Incorrect 58 39(70.9) 09 106 68.38
(71.6) (47.3)

(Table 3), represent the response for what is an ADR?
Was answered most correctly by Bachelors (89%)
and Masters (94.7%) professionals. Certificate nurse
had given more incorrect answers (56.7%) than
correct answers (43.2%). Answers to the question "Is
ADR reporting necessary?" were responded 100%
correctly by master nursing, while certificate nurses
also answered well. Does the ADR reporting damage
the professional images? Most certificate nurses felt
that it was damaging to the profession (65.8%), but
few certificate nurses felt that it was not destroying the
profession (34.5%). Most nurses agreed that nurses
benefit from the reposting of ADR. Both certificate
nurses (58.1%) and bachelor nurses (50.9%) gave an
incorrect answer related to: Is there a need for
information about drug-causing ADRs? Again, both
the certificate (60.4%) and bachelor nurses (60.4%)
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incorrectly answered the question: Is there a risk of
management strategies for ADR? Does a confer-
ence/workshop improve ADR management? was
answered correctly by nurses, with the exception of
certificate nurses who answered incorrectly (53.1%).
Remarkably, when asked what is being done to find
ADR, many of the nurses answered incorrectly
(68.38%).

Table4: Response regarding attitude of ADRs reporting among
nurses

Professional Nurses Total
Variables PCLN Bachelor Master N=15 %
=81(%) N=55(%) N=19(%) S

1. ADRs Agree  23(283) 32(58.1) 17(89.4) 72 4645
shouldbe  Disagree 27 (33.3) 11(20)  02(10.5) 40 25.80
reported Neutral 31(38.2) 12(21.8) 00(00) 43 27.74
spontaneous
ly at regular
basis?

2. Reporting  Agree  35(43.2) 41(74.5) 18(94.7) 94 60.64
ADRisduty Disagree 34 (41.9) 08 (14.5) 01(5.2) 43 27.74
of Nurses? ~ Neutral 12(14.8) 06(10.9) 00(00) 18 11.61

3. Reporting  Agree 36 (44.4) 43(78.1) 17(89.4) 96 61.93
ADRs is Disagree 23 (28.3) 04(7.2) 01(5.2) 28 18.06
important  Neutral 22(27.1) 08(14.5) 01(52) 31 20.00
for public?

4. Reporting  Agree  35(43.2) 45(81.8) 19(100) 99 63.87
ADRs is Disagree 27(33.3) 05(9.1) 00(00) 32 20.64
important  Neutral 19(23.4) 05(9.1) 00(00) 24 1548
for health
care system?

5. OnlyADRs  Agree 42 (51.8) 10(18.1) 04(21.1) 56 36.12
thatcause  Disagree 17 (20.9) 41 (74.5) 14(73.6) 72 4645
persistent  Neutral 22 (27.1) 04(72) 01(52) 27 1441
disability
should be
reported?

6. Does Agree  52(64.1) 34(61.8) 03(15.7) 89 5741
reporting Disagree 12 (14.8) 11(20) 15(78.9) 38 24.15
ADRs Neutral 17(20.9) 10(18.1) 01(5.2) 28 18.06
created
additional
work load?

From the (Table 4), it can be seen that most of the
certificate nurses disagreed (33.3%) and more
certificate nurses were neutral (38.2%) and some
certificate nurses agreed (28.3%) on the question
ADRs should spontaneously occur regular are
reported, most of master and bachelor nurses
responded correctly. Almost all nurses agreed
(60.64%) with the question, is it obligatory for nurses
to report ADRs? Interestingly, most of nurses also
agreed (61.93%) that reporting ADRs is important to
the public. Similarly, they also agreed (63.87%) that
reporting ADRs is important to the health care system.
Only ADRs that cause persistent disability should be
reported, most certificate nurses (51.8%) agreed, but
masters and bachelor nurses disagreed. Likewise,
most bachelor and certificate nurses agree that
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reporting ADRs creates additional work-load. But the
master nurses disagreed (78.9%) when asked that
reporting ADRs creates additional work-load.

Table 5: Response regarding practices of ADRs reporting in
Nurses

Professional Nurses

Bachelor Master o

Variables PCL N=1 %

> N=55  N=19
O=8) o0 gy S

29(358) 26(472) 12(63.1) 67 4302
52(642) 29(527) 07(368) 88 S6.77

1. Have you YES
encountered NO
patients with ADR
in last one year?

2. Have you noted the YES
ADRsthat you have  NO
noticed?

20(259) 23(418) 15(789) 59 38.06
60(74.1) 32(58.1) 04QL1) 9 6193

3. Have you ever YES 23(28.3) 24(43.6) 17(894) 64 4129
reported the ADRs? NO 58 (71.6) 31(563) 02(10.5) 91 58.70

4. Do you give YES 19(234) 27(49.1) 16(842) 62 40.00
advice about ADRs  NO 62 (76.5) 28(50.9) 03(15.7) 93 60.00
to the patients?

5. Doyouhaveany  YES 13(16.1) 19(34.5) 15(78.9) 47 3030
regulatory body ~ NO  68(83.9) 36(65.5) 04(20.1) 108 69.67
for ADRs
reporting and
monitoring?

In the (Table 5), most of the master nurses (63.1%)
encountered patients with ADRs in the past year. But
bachelor nurses (52.7%) and certificate nurses
(64.2%) had not experienced patients with ADRs in
past year. Very few certificate nurses (25.9%) wrote
down the noticed ADRs but missed the noticed ADRs
(74.1%). Similarly, bachelor nurses did. Interest-
ingly, both certificate nurses (71.6%) and bachelor
nurses (56.3%) had never reported the ADRs. Again,
certificate nurses (76.5%) had never informed the
patient about ADRs, the same is true for the bachelor
nurses (50.9%), but master nurses (84.2%) efficiently
advised the patient about ADRs. Surprisingly the
master nurses (78.9%) were aware of the regulatory
body for ADRs reporting and monitoring but most of
the certificate nurses (83.9%) and bachelor nurses
(65.5%) aware of the regulatory body for ADRs
reporting and monitoring.

DISCUSSION

This study was a questionnaire-based, observational
study conducted on registered nurses (certificate,
bachelor's and master's level nurses). We had the
most participants from PCL Nursing, participants
from Bachelor Nursing and the fewest participants
from Master Nursing. The number of participants
from Master Nursing as less due to the background of
professional form of master nursing in hospitals and
colleges in the Janakpur Municipality had fewer
opportunities. But in this recent study, the response
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matters more than the numbers. Many studies have
been conducted on nurses' knowledge, attitudes and
practices of ADR reporting, but the responses of
master's level have been missed in the literatures™™"",
Most ofthe respondents were between 26 and 35 years
old because they worked in hospitals and clinics.
Regarding ADRs knowledge, the majority of the
question was answered correctly by Master Nurses
(86.18%). This was due to their knowledge of how to
report ADRs. Certificate and Bachelor Nurses could
not respond well due to of lack of knowledge. Nurse
knowledge before the intervention was significantly
lower than knowledge after the intervention””.
Response regarding attitudes towards ADRs reported
among nurses, we saw a similar response from all the
respondents as regarding knowledge-based respon-
ses. But Bachelor Nurses had some good responses as
Certificate Nurses. Similarly, most Bachelor and
Certificate Nurses agree that reporting ADRs creates
additional work-load, but Master Nurses disagreed.
The main responses preventing participants from
reporting were a lack of awareness of the reporting
process and access to the ADR reporting form.
Although the knowledge of most participants was
acceptable, the transition to practice needs to be
improved”. Responding to practices from ADRs
reporting that most certificate nurses do not have it
due to insufficient training and knowledge. Bachelor
Nurses practice the ADRs but were not up to mark.
Surprisingly, the master nurses knew about the
regulatory body for ADRs reporting and monitoring,
but most certificate nurses and bachelor nurses were
unaware of the regulatory body for ADRs reporting
and monitoring. The participants made useful
suggestions on how to improve the reporting culture
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CONCLUSION

We conclude that the KAP of ADRs among nurses is
insufficient particularly among certificate and
bachelor nurses. But the master level nurses
responded well. This is due to their knowledge and
practices in reporting and monitoring ADRs. There-
fore, propose that an adequate knowledge of ADRs
should be included in the curriculum of all levels of
nurses with at least one credit point (15-18 hrs). We
also recommend structured teaching of basic
pharmacovigilance concepts and appropriate hands-
ontraining in ADRs reporting.

ACKNOWLEDGEMENTS

I'would like to thank all nurses who participated in the
study. [ amalso grateful to the hospitals and institutes
in Janakpur Municipality for taking up my research
work. Dr. Jay Prakash Prasad Kumal and Dr. Ragni
Sinha had prepared a questionnaire. Dr. Chandan
Mishra had completed the result. Dr. Ram Chandra
Shah analyzed the data and wrote the manuscript. Dr.
Jay Prakash Prasad Kumal had read and approved
the final manuscript. All authors contributed equally.

Funding: None
Conflictofinterest: None
Ethical approval: Yes

HOSPITAL IN SOUTH INDIA. Asian Journal of Pharma-
ceutical and Clinical Research [Internet] 2017 [ cited 2022
Nov 15];10(6):164- 7. Available from: https://innovarea-
cademics.in/journals/index.php/ajper/article/view/18129

6. Ganesan S, § GVJ of Y, 2016 undefined. on Knowledge,
Attitude and Practice of Pharmacovigilance towards
Adverse drug reactions reporting among Doctors and
Nurses in a Tertiary Care Hospital in § . pdfs.semantics
cholar.org [Internet] [cited 2022 Nov 15]; Available from:
https://pdfs.semanticscholar.org/d348/83fd789731750260
7T1efdf85e5cda49172¢6.pdf

7. John LJ, Arifulla M, Cheriathu JJ, Sreedharan J. Reporting
of adverse drug reactions: An exploratory study among
nurses in a teaching hospital, Ajman, United Arab
Emirates. DARU, Journal of Pharmaceutical Sciences
[Internet] 2012 [cited 2022 Nov 15];20(1):1- 6. Available
from: https://link.springer.com/article/10.1186/2008-
2231-20-44

8. de Angelis A, Giusti A, Colaceci S, Vellone E, Alvaro R.
Nurses' reporting of suspect adverse drug reactions: a
mixed-methods study. Ann Ist Super Sanita 2015;51
(4):277- 83.

9. Kc S, Tragulpiankit P, Gorsanan S, Edwards IR. Attitudes
among healthcare professionals to the reporting ofadverse
drugreactions in Nepal. BMC Pharmacol Toxicol 2013;14.

’ Medical Journal of Eastern Nepal 4 2
Vol. 01, No. 02, Issue 02, December 2022




Original Article Ram Chandra Shah et.al.

Official website: www.bnchospital.edu.np Vol. 01, No. 02, Issue 02, December 2022



