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Abstract

Background: Pharmacovigilance plays a critical role in drug safety, yet underreporting of adverse drug reactions (ADRs) remains a
global challenge, particularly in low- and middle-income countries. This study assessed the knowledge, attitudes, and practices
(KAP) of healthcare professionals (HCPs) in Libya regarding pharmacovigilance and ADR reporting.

Methods: A cross-sectional survey was conducted among 120 doctors, pharmacists, and nurses in Libya using a structured
questionnaire. Convenience sampling was employed due to accessibility constraints. The questionnaire covered demographic data,
knowledge of pharmacovigilance, attitudes toward ADR reporting, and self-reported practices. Descriptive statistics were used to
analyze responses.

Results: The majority of participants were young (75% under 30 years), female (90%), and pharmacists (60%), with limited work
experience (65% <3 years). Only 55% correctly defined pharmacovigilance, and 70% were unaware of the WHO Collaborating
Centre’s location (Sweden). While 60% were willing to report ADRs, key barriers included limited awareness (65%) and time
constraints (50%). Despite 70% having identified an ADR, only 40% had reported one, highlighting a significant gap between
detection and reporting.

Conclusion: Significant knowledge gaps and systemic barriers hinder effective ADR reporting among Libyan HCPs. Targeted
educational interventions, simplified reporting mechanisms, and institutional support are needed to strengthen pharmacovigilance
practices in Libya.
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1. Introduction

Pharmacovigilance, as described by the World Health Organization (WHO), is a science and activities relating
to the detection, monitoring, and prevention of adverse drug reactions (ADRs) or any other hazards related to
pharmaceutical products [1]. WHO defined ADR as a response to a drug that is a noxious and undesirable response
associated with significant morbidity and mortality [2]. It has been reported that 6.5% of serious hospital admissions
are caused by adverse drug reactions and that one in seven hospital inpatients experience an ADR [3,4].

A few adverse drug reactions encouraged the beginning of the discipline of “pharmacovigilance,” which plays an
essential role in patient outcomes [5]. Following the disaster of thalidomide, the safety of medicines has become as
crucial as their efficiency. The nationwide studies of pharmacovigilance were started by the WHO through the launch
of the WHO Programme for International Drug Monitoring in 1968. This program offers not only an environment for
WHO member states to cooperate in the auditing of pharmaceuticals but also an assessment of facts assembled from
different reports [6].
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Data from several studies revealed that ADRs were linked with 15% of extended hospitalizations, and they are
considered a major cause of mortality in the USA [7]. The influence of health care specialists, in this regard, is
extremely substantial and has encouraged ongoing assessment of the benefit-to-risk ratio of some drugs [8]. Several
methods have been implemented for detecting ADRs, with spontaneous reporting considered as one of the significant
methods contributing to the greater levels of pharmacovigilance in many nations [9].

In Libya, several efforts have been made to establish an effective pharmacovigilance system. Since it was
launched in 2015, the pharmacovigilance in Libya is still in very early stages [10,11]. The goal of pharmacovigilance
is to detect any possible adverse drug reactions, which are then assessed and examined to decrease the potential hazard.
This information is further interconnected with the healthcare authorities and the general public to improve patient
care and health safety.

One of the most difficult parts for ADR reporting is to construct a culture of reporting among the healthcare
personnel, particularly among the healthcare staff, as they are more closely related to patient care. Currently, ADR
reporting in Libya is at a very low stage, mainly due to a lack of awareness, training, and time limitations [11,12]. A
very limited studies have been carried out in Libya that have reported poor ADR reporting among the prescribers and
healthcare professionals [10,13]. This study assessed the knowledge, attitudes, and practices (KAP) of healthcare
professionals (HCPs) in Libya regarding pharmacovigilance and ADR reporting.

2. Materials

2.1 Study Design / Approach

This study employed a cross-sectional survey design to assess healthcare professionals' knowledge, attitudes,
and practices regarding pharmacovigilance and ADR reporting in Libya. The survey was conducted using a structured
questionnaire distributed to doctors, pharmacists, and nurses.

2.2 Study population and sampling

The target population consisted of healthcare professionals (doctors, pharmacists, nurses) in Libya. A
convenience sampling was used due to accessibility constraints, and the sample size was considered as 120
respondents who participated in the survey.

2.3 Data collection

A self-administered questionnaire was used, and it consists of 4 sections. The first section included demographic
data (age, gender, profession, work experience). Section 2 involved knowledge-based questions (e.g., definition of
pharmacovigilance, purpose of ADR reporting). Section 3 comprised attitude-based questions (e.g., willingness to
report ADRs, perceived barriers). Section 4 included practice-based questions (e.g., previous ADR identification and
reporting).

Responses were recorded using multiple-choice, Likert-scale (Strongly Agree to Strongly Disagree), and binary
(Yes/No) formats.

2.4 Data Analysis

Descriptive statistics (frequencies, percentages) were used to summarize demographic variables and responses,
and Microsoft Excel was used for data tabulation and visualization.

2.5 Ethical considerations

Informed consent was implied upon questionnaire completion. No personally identifiable information was
collected. The study aimed to improve pharmacovigilance practices without compromising participant confidentiality.

3. Results

Table 1 presents the results of participants’ demographics. Most respondents (75%) were under 30 years old,
with the largest group being under 75 (45%). The sample was heavily skewed toward females (90%), with pharmacists
dominating the sample (60%), followed by doctors (25%) and nurses (15%). Most respondents (65%) had <3 years
of experience.

Table 1. Demographics of the participants

Demographics Frequency Percentage (%)
Age Group
<25 years 54 45.0
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25-30 years 36 30.0
31-35 years 15 125
>35 years 15 12.5
Gender
Female 108 90.0
Male 12 10.0
Profession
Pharmacist 72 60.0
Doctor 30 25.0
Nurse 18 15.0
Experience
<1 year 30 25.0
1-3 years 48 40.0
4-6 years 24 20.0
>6 years 18 15.0

Table 2 reports the respondents’ knowledge about pharmacovigilance. Only 55% correctly defined
pharmacovigilance, suggesting gaps in foundational knowledge. About 60% are aware of formal reporting systems,
but 40% lack awareness, and 70% did not know the location (Sweden), indicating poor awareness of global
pharmacovigilance infrastructure.

Table 2. The respondents’ knowledge about pharmacovigilance

Correct Definition Frequency Percentage (%)
Definition of Pharmacovigilance
Yes 66 55.0
No 54 45.0
Knowledge of ADR Reporting Systems
Yes 48 60.0
No 16 40.0
Knowledge of the WHO Collaborating
Center
Yes 36 30.0
No 84 70.0

Attitudes toward ADR reporting were exhibited in Figure 1. While 60% are willing to implement reporting, 40%
resist, possibly due to perceived barriers (e.g., time, complexity).

Willingness to implement ADR reporting

Yes
60%

= Yes = No

Figure 1. Willingness to implement ADR reporting

Limited awareness" (65%) and "shortage of time" (50%) were major barriers. Addressing these could improve
reporting rates (Table 3).

Table 3. Perceived Barriers to Reporting

Barrier Agreement (%) Barrier
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Financial issues 35.0 Financial issues

Limited awareness 65.0 Limited awareness

Belief that drugs are safe 30.0 Belief that drugs
are safe

Despite 70% identifying ADRs, only 40% reported them, underscoring a gap between detection and reporting, as
reported in Table 4.

Table 4. Experience with ADR Reporting

Experience Frequency Percentage (%)
Identified an ADR 28 70.0
Reported an ADR 16 40.0

4, Discussion

The results of this study provide valuable insights into the demographic characteristics, knowledge, attitudes,
and barriers related to pharmacovigilance and ADR reporting among healthcare professionals in Libya.

The study sample was predominantly young (75% under 30 years) and female (90%), which may reflect the
gender distribution in Libyan healthcare professions, particularly in pharmacy and nursing. The high representation
of pharmacists (60%) suggests that pharmacovigilance awareness may be influenced by their specialized training in
drug safety [14]. In a previous local study, pharmacy students had more PV knowledge than other healthcare students,
with a higher proportion of pharmacy students than other healthcare students correctly defining PV knowledge and
their function (P = 0.001) [15]. However, most participants in the current study had limited work experience (65%
with <3 years), which could affect their familiarity with ADR reporting systems.

Despite being healthcare professionals, only 55% correctly defined pharmacovigilance, indicating significant
gaps in foundational knowledge. While 60% were aware of formal ADR reporting systems, a substantial proportion
(40%) lacked awareness, suggesting a need for targeted educational interventions. Furthermore, 70% were unaware
of the location of the WHO collaborating center for international drug monitoring (Sweden), highlighting poor
awareness of global pharmacovigilance infrastructure. Our findings were similar to a previous study conducted among
pharmacists in Tripoli reported that only 28.9% correctly defined pharmacovigilance and 14.7% knew about the
existence of a centre for pharmacovigilance in Libya [16]. This lack of knowledge may hinder effective ADR reporting
and signal detection in clinical practice [17].

Although 60% of respondents expressed willingness to implement ADR reporting, 40% were resistant, possibly
due to perceived barriers. The most commonly reported obstacles were limited awareness (65%) and shortage of
time (50%0), aligning with findings from other low- and middle-income countries (LMICs) where underreporting is
prevalent [18]. Financial constraints (35%) and the belief that approved drugs are inherently safe (30%) were less
prominent but still notable barriers.

A critical finding was the discrepancy between ADR identification and reporting: while 70% of participants had
identified an ADR, only 40% had reported it. This gap suggests systemic issues, such as cumbersome reporting
procedures, lack of feedback, or insufficient institutional support. Similar trends have been observed in other studies,
where underreporting persists despite healthcare professionals recognizing ADRs [19,20].

5. Limitations

This study has some limitations, including a small sample size, potential selection bias due to the predominance
of pharmacists and young professionals, and reliance on self-reported data, which may be subject to social desirability
bias. Future research should include a more diverse sample and explore qualitative perspectives on barriers to ADR
reporting.

6. Discussion

This study has some limitations, including a small sample size, potential selection bias due to the predominance
of pharmacists and young professionals, and reliance on self-reported data, which may be subject to social desirability
bias. Future research should include a more diverse sample and explore qualitative perspectives on barriers to ADR
reporting.

7. Conclusion

The findings highlight significant gaps in pharmacovigilance knowledge and ADR reporting practices among
Libyan healthcare professionals. Addressing these gaps through education, policy improvements, and institutional
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support could enhance drug safety monitoring and patient care in Libya. To improve pharmacovigilance practices in
Libya, regular training sessions and workshops should be implemented to enhance knowledge of pharmacovigilance
principles and reporting mechanisms. Streamlining ADR reporting through digital platforms or mobile applications
could reduce time constraints and improve compliance. Furthermore, the national pharmacovigilance centers should
promote awareness of their role and the importance of ADR reporting through media and professional networks.
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