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Abstract

Pharmacovigilance is assessing whether the benefits of a drug outweigh the risks, and it does not stop
when a drug is certified. Pharmacovigilance involves ongoing monitoring of drugs to ensure they remain
safe for use, especially since previously undetected adverse events can occur at any time. However, this
concept is still new to some healthcare professionals. Currently, significant attention has been drawn to
pharmacovigilance in Arab countries due to the development of new regulations. The present cross-
sectional, qualitative study used a questionnaire to assess knowledge of, attitudes towards, and practice
(KAP) of pharmacovigilance among healthcare professionals (doctors, dentists and pharmacists) working
in Sebha Medical Centre and Medical Facilities. The findings revealed a difference between healthcare
professionals’ explicit and tacit knowledge. The questions about attitudes identified respondents’
affective behavior, while the questions about the practice were found the lack of practice of
pharmacovigilance, mainly due to non-availability of suspected ADR reporting form, not considering
reporting as necessary, fear of consequences, and lack of awareness among healthcare professionals. This
study highlights healthcare professionals’ limited knowledge of pharmacovigilance. Drug regulatory
bodies and health authorities should implement educational interventions and a practical training program
to strengthen drug safety and pharmacovigilance in Libya.
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I. INTRODUCTION

Adverse drug reactions (ADRs) may have
caused over 100,000 deaths in 1994 in the United
States [1]. ADRs are a significant cause of
morbidity and place a substantial burden on
limited healthcare resources [2], [17]. In Western
countries, it has been estimated that serious
ADRs occur in 6.7% of hospitalized patients and
are responsible for approximately 5-9% of
inpatient costs [3], [4]. A study conducted in
England found that between 1999 and 2008,
ADRs were associated with 0.9% of all
emergency hospital admissions and 26,399
deaths [5]. Two meta-analyses of observational
studies showed a proportion of preventable ADR-
related hospital admissions ranging between
28.9% and 52.0% [6]. Reporting the side effects
of medicines is an important, effective way to
improve drug safety and ensure proper delivery
to patients worldwide. However, little is known
about pharmacovigilance (PV) and its role in
increasing drug safety [7]. Little research has
addressed healthcare professionals’ (HCPs)
reporting of drug side effects and the
effectiveness of such reports; in addition, few
studies have examined the factors that prevent
effective reporting or what is done with reported
data [7]. All of these issues fall under the topic of
pharmacokinetics ADRs primarily due to
increased chronic disease, and age-related
physiological changes affecting the
pharmacokinetics of drugs. All HCPs have a role
to play in effective PV. In order to anticipate,
identify, record and report drug side effects,
community pharmacists must first have a
thorough understanding of the drugs themselves;

this will facilitate the identification of side effects.

Therefore, knowledge and the minimization and
prevention of harmful drug side effects are

important objectives of successful
pharmacotherapy (treatment of a disorder or
disease with a medication). Pharmacists in both
community and institutional settings frequently
encounter reports of adverse events [8].

Il. RESEARCH OBJECTIVES

This study was conducted to identify and
assess the KAP of PV among HCPs working at
Sabha Medical Center and Medical Facilities.

I11. LITERATURE REVIEW

Adverse drug reactions (ADRs) are an
important public health problem and a major
cause of morbidity and mortality [9]. However, in
several countries, no studies on this issue have
been conducted recently. An ADR is defined as a
noxious, unintended injury arising from drug-
related causes [10]. Growing evidence of the
increasing frequency and severity of ADRs,
which are associated with negative impacts on
the patient’s health status, also reveals that ADRs
place a significant burden on healthcare facilities.
ADRs can increase the length of hospital stays
and may need to be treated with additional tests,
procedures, and drug therapies [11]. ADRs
account for 5-10% of all hospital admissions
[12]; findings vary depending on the individual
study design, the study population and the
definition of ADR used in a study [12], [13].
Furthermore, differences in available medicines
and medical practice could result in different
ADR frequencies found by epidemiological
studies in European and U.S. hospitals [14]. A
survey ordered by European Commission
estimated that 5% of hospital admissions in
Europe are due to ADRs, 5% of all hospitalized
patients experience an ADR during a hospital
stay, and ADRs are the fifth most common cause



of death in hospital settings [15]. Moreover,
197,000 deaths per year in the EU are caused by
ADRs; the total cost of ADRs to society in the
EU was €79 billion in 2008 [16]. A landmark
meta-analysis by Lazarou et al. [3] found that
ADRs were the fourth to sixth most common
cause of death in the United States, following
ischemic cardiopathy, cancer, and stroke.
Similarly, Davies et al. [18] found that ADRs
increased the risk of mortality.

IV. MATERIALS AND METHODS

The present cross-sectional, questionnaire-
based study [19] was conducted among HCPs
(doctors, dentists, pharmacists, nurses, midwives,
and health officers) at Sabha Medical Center
(SMC) and Medical Facilities in Sabha, Libya.
Located in Southern Libya, 750 km from Tripoli,
SMC is the only teaching hospital in a region
with a population of 700,000. The study was
conducted from November 1, 2019 to February
29, 2020. The 20-question KAP questionnaire
collected demographic information  about
participating HCPs, their knowledge of and
attitudes towards PV, and their practice of
reporting ADRs. The self-administered KAP
guestionnaire was designed based on previous
studies [20], [21], [22], [23].

A. Data Collection

Data were collected using a cross-sectional
survey from November 2019 to February 2020.
In this survey, a total of 200 questionnaires were
distributed, and the response rate was 80%
(n=160). The participants had one week to read,
understand, and respond to the questions.

Table 1.
Baseline characteristics of the study (demographic data)
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B. Data Analysis

Both non-parametric statistical tests and the
appropriate descriptive statistics for demographic
characteristics (mean and standard deviation for
age) were performed using SPSS® for Windows,
version 16.20. The collected demographic
information, which consisted of age, gender,
occupation and qualifications, frequencies, and
descriptive statistic of each variable, was reported,
while the mean and standard deviation were
calculated.

C. Ethical Approval

Currently, no ethical committee has
overlooked the survey research issues in Libya.
As a part of the ethical requirements for this
study, the written consent of the participants was
obtained before the commencement of the
interviews. All participants were assured that
their personal information would be kept
confidential.

V. RESULTS

The  demographic  characteristics  of
respondents are summarized in Table 1 below,
which also includes the data regarding the HCPs
who voiced their opinions in response to the
questions or statements developed for the study.
Of the 160 participants, 26.25% were doctors,
17.5% were pharmacists, 13.125% were dentists,
18.75% were laboratory staff, and 24.375% were
nurses. Notably, the HCPs consented to
participation in this study and responded to the
questionnaire.

Characteristics

Frequency (number) N = 160

Gender 160

Male 33 (20.625%)
Female 127 (79.375%)
Age-wise distribution (in years)

20-30 82 (51.25%)
30-40 45 (28.125%)
40-51 28 (17.50%)
>51 5 (3.125%)
Occupation

Doctors 42 (26.25%)
Pharmacists 28 (17.50%)
Dentists 21(13.125%)
Laboratory Staff 30 (18.75%)
Nurses 39 (24.375%)
Qualification

Doctorate 10 (6.25%)
Master 11(6.875%)
Bachelor 78 (48.75%)
Higher diploma 34 (21.25%)

Diploma

27 (16.875%)
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A. Healthcare Professionals’ Knowledge

Regarding ADR Reports

Healthcare professionals’ knowledge was
recorded based on important parameters. As a
result, 36.25% of the respondents provided a
correct response regarding the definition of PV,
while 63.75% provided an incorrect response on
this matter. Although 35.625% of the respondents
were aware of the importance of PV, it was a
different case for 64.375% of the participants.
Furthermore, 56.25% of the HCPs possessed
knowledge regarding Post Marketing

Table 2.
Knowledge among healthcare professionals regarding ADR report

Surveillance (PMS), while 43.75% did not.
Moreover, 38.75% of the respondents were aware
of the regulatory body responsible for the
supervision of ADRs in Libya, but less awareness
was observed from 61.25% of the respondents.
Although the less known aspects among the
HCPs were the existence of the international
center for the monitoring of adverse drug
reaction, 36.875% and 43.75% of the HCPs were
aware that PV included drug-related issues, and
blood-related and herbal products. Overall, these
results are summarized in Table 2 below.

Knowledge-Related Questions

Correct Response, % Incorrect Response, %

N =160 N =160
1. Define PV. 58 (36.25%) 102 (63.75%)
2. What is the important purpose of PV? 57 (35.625%) 103 (64.375%)
3. Which of the following methods are commonly 90 (56.25%) 70 (43.75%)
employed by the pharmaceutical companies to monitor new
drugs' adverse reactions upon their launch in the market?
4. Which regulatory body is responsible for 62 (38.75%) 98 (61.25%)
monitoring the ADRs?
5. Where is the location of the international center for 59 (36.875%) 101 (63.125%)
adverse drug reaction monitoring?
6. What does pharmacovigilance include? 70 (43.75%) 90 (56.25%)

B. Knowledge among Healthcare
Professionals Regarding ADR Reporting
A response rate of 34.375% was recorded
regarding banned drugs due to ADR. The

awareness of the PV programme in Libya was
indicated by 36.25% of the HCPs, leading to
constructivism towards PV, as shown in Table 3.

Table 3.

Knowledge among healthcare professionals regarding ADR reporting
Knowledge-Related Questions Yes N =160% No N =160%
1. Are you aware of any drug, which has been banned 55 (34.375%) 105 (65.625%)
recently due to ADR?
2. Are you aware of the suspected ADRs reporting system 58 (36.25%) 102 (63.75%)
in Libya?

C. Healthcare Professionals' Response

towards Attitude-Related Questions

A positive attitude towards PV was recorded
from the participants, in which 57.50% of the
participants perceived that the report of ADR was
necessary, while 82.50% opined that a PV centre
should be established in every hospital in Libya.
Provided that the majority of HCPs (81.875%)

Table 4.

suggested that the reporting of ADR was a
professional obligation, 82.5% of the participants
perceived that ADR reporting should be
mandatory. Moreover, 76.25% of the participants
believed HCPs should receive adequate exposure
to PV. Overall, these results are presented in
Table 4 below.

Health care professionals’ response towards attitude-related questions

Attitude-Related Questions

Correct Response  Incorrect Response

N = 160% N = 160%
1. Who are the HCPs responsible for reporting ADR in a 92 (57.50%) 68 (42.50%)
hospital?
2. Is the incorporation of PV in the undergraduate curriculum is 132 (82.50%) 28 (17.50%)
important to create awareness among the growing doctors?
3. What is your opinion about the establishment of an ADR 131 (81.875%) 29 (18.125%)

monitoring center in every hospital?
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4. Do you think the report of ADR is necessary?

132 (82.50%) 28 (17.50%)

5. Do you think PV should be taught in detail to healthcare

professionals?

122 (76.25%) 38 (23.75%)

D. Factors Deterring ADR Reporting

It can be seen in Table 5 that the factors
discouraging HCPs from reporting an ADR
included the non-remuneration for reporting
(6.5%), lack of time for an ADR report (47.4%),

Table 5.
Factors discouraging ADR reporting

the possible lack of impact from a single
unreported case on the ADR database (10.4%),
and the challenges in identifying the occurrence
of an ADR (35.7 %).

Responses

Which among the

Non-remuneration for  Lack of time for ADR

The possible absence of  The challenges in

following factors reporting report impact from a single identifying the
discourage you from unreported case on the occurrence of ADR
reporting ADR? ADR database

6.5% 47.4% 10.4% 35.7%

E. Healthcare Professionals’ Practice in ADR

Reports

As can be seen in Table 6, 57% of
participants completed an ADR report in their
day-to-day clinical practice, while 4.3% had been
trained on the methods of reporting ADRs.
Although the ADR report was only performed by
8.1% of the participants, 31.2% of the HCPs had

observed the form of the ADR report, while
17.3% of the participants stored the records of
ADRs. Moreover, 93.4% of the participants
expressed their willingness to use the ADR report,
indicating signs of logical positivism. Notably,
none of the participants ever reported ADRs to
the PV center.

Table 6.

Healthcare professionals’ responses towards practice-related questions
Practice-Related Questions Yes (%) No (%)
1. Have you ever seen ADRs among your patients during your 7 (4.375%) 153 (95.625%)
professional practices?
2. Have you ever been trained on the methods of reporting ADR? 9 (5.625%) 151 (94.375%)
3. Have you ever observed the form of ADR report? 46 (28.75%) 114 (71.25%)
4. Have you ever reported ADRs to the PV center? 0 (00.00%) 160 (100%)
5. Do you keep records of ADR? 23 (31.25%) 110 (68.75%)
6. Are you willing to make ADR reports? 126 (78.75%) 34 (21.25%)

V1. DISCUSSION

Spontaneous reporting is an important method
of reporting ADRs in PV programs, in which
underreporting is a major challenge [24]. In this
reporting method, the KAP of HCPs is assessed,
indicating the importance of PV among the HCPs,
especially in a regional PV center, as it would
represent the level of correct knowledge, attitude,
and practice towards ADR reporting.

It was found in a recent study that HCPs
exhibit a highly positive attitude towards ADR
reporting [24], [25]. However, it was also
revealed that all HCPs had poor knowledge
regarding various aspects of PV. Notably, these
findings were in line with the results of previous
studies conducted in several countries, including
China, Yemen, Pakistan, India, Nepal, Iran,
Nigeria, and Malaysia [26], [27], [28], [29], [30],
[31], [32], [33], [34]. According to WHO, these
findings can be attributed to the PV programs in

the aforementioned countries, as well as in Libya
and Palestine, which were in the early stages of
implementing and developing PV systems.
Although the knowledge among the HCPs in the
South-East European countries was adequate, the
underreporting of ADR remained a challenge
[35].

The current study found that the HCPs exhibit
a less positive attitude towards ADR reporting.
Although 34.375% of the participants opined that
the ADR report was necessary, 36.25% of the
participants suggested that it should be made
compulsory.  This finding indicates the
inadequate understanding of the importance of
ADR reporting among HCPs. Similar findings
were also recorded from the comparison between
the results published in different studies [29],
[36]. Similarly, the current study showed that
81.875% of the participants emphasized that PV
centers should be built in every hospital, while
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76.25% of the participants believed that a
thorough exposure to PV was important among
the HCPs. Overall, this finding was in line with
the findings in the studies by Guptaand Udupa
[37] and Rajalakshmi et al. [38].

It was recorded in this study that the
challenges in identifying the ADRs and
inadequate time were the major factors
discouraging HCPs from reporting ADRs. This
finding was in line with the findings of studies
performed in several countries, including India,
China, Malaysia, and Nigeria [19], [31], [32],
[35], [38]. In contrast, most of the studies
performed in European countries, such as
England, Ireland, Portugal, and Sweden, and in
the United States identified that complacency
(the belief that serious ADRs are well
documented when a drug is marketed) and fear of
litigation were the most notable factors in under-
reporting [38], [39], [40], [41]. For example, it is
a legal requirement for HCPs in Sweden to report
suspected ADRs to authorities. Therefore, the
fear of getting involved in a lawsuit was possibly
one of the most important factors in under-
reporting in this country [42].

The results of this study demonstrate poor
practice in the reporting of ADRs. To be specific,
4.37% of participants observed the occurrence of
ADR, while only 5.625% were trained in the
methods of reporting ADRs. Furthermore, only
28.75% of the participants had observed the form
of ADR report forms. Notably, none of the
respondents had ever reported ADRs to the PV
center. Nevertheless, 31.25% of respondents
stored records of ADRs and 78.75% were willing
to make ADR reports. Similar results were
recorded in various other studies. To be specific,
[40] found that similar cases were reported in
their study by 20% of participants. Unsatisfactory
practices in ADR reporting were also noted in
studies by Torwane et al. [34], Gupta et al. [37],
Pimpalkhute et al. [43], and Datta et al. [44],
6.1%, 22.8%, 25.0%, and 24.0% of cases,
respectively. However, a significant ADR
reporting rate of 70% was recorded in England
and Sweden, as reporting was crucial in these
countries [28].

VII. CONCLUSION

In conclusion, this study showed that most
healthcare professionals had poor knowledge and
practice in ADR reporting despite the positive
attitude towards PV. This lack of knowledge
among HCPs was identified as the main
challenge to the PV program. Therefore,
educational intervention to improve the
knowledge and practice of PV and ADR

reporting among HCPs is essential. Similarly, the
sensitivities of HCPs regarding the importance of
PV programs, their responsibilities, and the
process of reporting ADRs are crucial. This
outcome could be achieved by incorporating
topics relating to PV in their undergraduate
curriculum. The HCPs also need guidance in how
to complete the report forms for ADRs.
Moreover, improving the reporting process
would also reinforce the practice of PV among
HCPs. Spontaneous ADR reporting could be
enhanced further by continuous medical
education, regular workshops, training, and
periodic awareness programs to encourage the
reporting of ADRs among HCPs in the future.
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