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Abstract 
People use medicines at some point in their lives, so they need to understand what they are 
taking and the risks involved. With about over half a million medicinal product groups on the 
worldwide market, there’s an almost infinite number of ways in which harm can arise from 
treatments themselves or from interactions between them, as well as, from dietary, 
environmental and gastric factors in addition, poor quality and fake medicines are also 
constant treats in many parts of the world, however, using of medicinal products have 
benefit and risk effects and, due to the many repeated mistakes and disasters that are 
associated with drugs' use and related products led the need of pharmacovigilance follow 
up. Pharmacovigilance (PV) supports safe and appropriate uses of drugs after marketing and 
use by a population. The spontaneous reporting system of Adverse Drug Reaction (ADR) is 
an essential component of pharmacovigilance; however, significant underreporting of ADR 
remains a major problem in developing countries. Knowledge of PV could form the basis for 
interventions aimed at improving reporting rates and consequently decreasing ADRs.  This 
cross-sectional descriptive study was carried out to gain knowledge on how familiar health 
care providers and the relevant administration of the Ministry of Health are with the concept 
of pharmacovigilance. The study involved distributing a questionnaire form and interviews of 
205 randomly selected persons (60 physicians, 75 pharmacists, 30 nurses, and 40 

patients). The study showed significant number of health care providers have incomplete 
information on the concept of PV and how it is integrated into health care system, much less 
its purposes and the necessity to report ADRs during professional practice, in contrast, the 
pharmacists in general have much more information and awareness on PV, particularly 
those working with Ministry of Health in the Pharmacy and Medical Equipment 
Administration. Concerning the patients, unfortunately, neither the physicians nor the 
pharmacists were keen enough to advise their patients on how to differentiate between the 
expected side effects and the unexpected ADRs. 
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Introduction 

The use of medicines is an important aspect of many Public health programs (PHPs) that are designed to 

improve the health of a target population. Also, medicines are important not only because of their capacity 

to treat and prevent disease and to support PHPs, but also because the confidence of the public health 

policies of most countries is correlated linked to their confidence in the availability of medicines that are 

safe and effective [1]. Due to a lack of care and caution at the pre-clinical and clinical testing stages, there 
would be no guarantee for absolute safety when a drug is marketed and prescribed to large populations. 

This is because clinical trials involve several thousand patients at most, so less common side effects and 

ADRs were often unknown at the time a drug entered the market [2]. Another important drawback of 

clinical trials is that they can only report adverse reactions that occur within the finite duration of the trial 

because efficacy and safety of a new drug are generally determined on a few thousand carefully selected 

and followed-up trial subjects and patients according to strictly defined criteria. For this reason, only very 
frequent adverse reactions and mainly those depending on the drug's pharmacological properties can be 

observed during its clinical development [3].  

Despite all the advantages of pharmacotherapy, adverse reactions are a recognized hazard of drug therapy. 

ADRs are any noxious, unintended, and undesired effects of a drug that occur at doses used for 

prevention, diagnosis, or treatment. They are unwanted or harmful reactions that occur after the 

administration of a medication or a combination of medications and are suspected to be related to the 
medication. The reaction may be a known side effect of the drug, or it may be a new, previously 

unrecognized ADR [4]. Even when medications are properly prescribed, issues like ADRs and poor 

medication adherence can significantly impact treatment outcomes [5].  

Pharmacovigilance (PV), the science of monitoring and ensuring the safety of pharmaceutical products 

post-market, stands as a vital cornerstone in the realm of public health and medicine [6]. In other terms, 
(PV), as defined by the WHO (2002), is the science and activities related to the detection, assessment, 

understanding, and prevention of adverse effects or any other possible drug-related problems [7]. It 

encompasses the diligent surveillance of adverse events, the detection of potential safety signals, and the 
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evaluation of data from a wide array of sources, including scientific literature, regulatory reports, and 

patient feedback [8]. PV plays a crucial role in ensuring the safety of pharmaceutical products. It involves 

the systematic monitoring of adverse events and the detection of potential safety concerns related to drugs 

in any population [9].  
The main objective of Pharmacovigilance is to regulate and ensure the safety & efficacy after the entry of 

the new drug molecule into the market for the treatment of diseases of the general population with 

different medical conditions [10]. Among the products covered by PV are herbal, medical, traditional, and 

complementary, vaccines and blood products, and biological and medical devices [1]. A country PV system 

should incorporate activities and resources at the facility, national, and international levels and foster 

collaboration among a wide range of partners and organizations that contribute to ensuring the safety 
[11].  

Several methods have been used to quantify the frequency of ADRs. They include spontaneous ADR 

reporting, ecological studies and analyses of medical claims databases, prescription event monitoring, 

which collects all drug-related events that occur while patients are receiving selected monitored 

medications, and meta–analyses [12]. No single method can cover all the requirements or aspects for the 

efficient collection of ADRs data, and therefore a multiplicity of methods is needed [13]. Yet, as the volume 
of medical literature continues to grow, manual screening of this extensive corpus remains a fatiguing and 

time-consuming task. The need for efficient and accurate tools to assist PV efforts is substantial. 

Traditional computational methods like pattern matching, topic modeling, text mining, and classification 

etc., have been employed to review and filter the literature [14].  

Spontaneous reporting system “A system whereby case reports of adverse drug events are voluntarily 
submitted by health professionals and pharmaceutical companies to the national PV center.” It is the most 

common method used in PV and the best one to generate signals on new or rare ADRs. This reporting 

scheme has contributed significantly to successful post-marketing drug safety surveillance and can be 

regarded as the cornerstone of pharmacovigilance [15]. This system is applied in the collection of post-

marketing information on the safety of drugs and the identification of safety signals. Consequently, this 

system is used in the identification of signals of new, rare, and serious ADRs of drugs. This system makes 
it easier for physicians, patients, and pharmacists to report suspected ADRs to the PV center [16]. There 

are numerous limitations of the system scheme, including the poor quality of submitted reports, difficulty 

in calculating rates because of incomplete numerator (adverse events) data, along with inaccurate 

denominators (number of prescriptions), and limited ability to determine causality. However, the main 

limitation is under-reporting. The PV center collects all these reports and informs the stakeholders about 
the newly reported ADRs. By this method, we can monitor all drugs in the market throughout their 

lifecycles [17] [2]. This study was carried out to gain knowledge on how familiar the healthcare provider(s) 

are with the concept of PV and how it works, as well as to evaluate their awareness of its importance. 

 

Methodology 
This cross-sectional descriptive study was carried out by distributing 400 health care providers and 
patients. After exclusion of incomplete forms and interviews, a total of 205 questionnaire forms and 

interviews were selected, which included 60 physicians, 75 pharmacists (60 working in the selected health 
institutes and 15 administrative pharmacists in the Ministry of Health, M.O.H), 30 nurses, and 40 

patients. The health institutes involved were Public Hospitals: Al Khadra Hospital, Tripoli Medical Center, 

Abu-Salem Accident and Trauma Hospital, National Heart Center, and Al Jalaa Maternity Hospital, in 

addition to Private Clinics: Al Masarra Clinic, Al Salam Clinic, Alshark Clinic, Al Najat Clinic, Al Diaa 

Clinic, and Al Razi Clinic. 
The questions were designed to include information on the study participants, background questions on 

PV, ADRs, and the responsibility to report, national and international ADRs monitoring centers and 

PV/ADRs educational programs. In addition to questions specifically designed for patients.   

 
Results 
The background information on PV is presented in (Figure 1), where 53% of M.O.H pharmacists who 

participated in the study define the term PV correctly, 42% of the private pharmacists who participated in 

the study define the term PV correctly, about 27 % of the physicians who participated in the study define 

the term PV correctly, however, only 6% of nurses were correct. 
For the important purposes of PV, 20% of M.O.H pharmacists were correct, followed by 16% of the private 

pharmacists, and neither the physicians nor the nurses were correct. For the elements of PV, 100% of 

M.O.H pharmacists stated them correctly, then 25% of the private pharmacists, followed by 20% of the 

physicians, and only 7% of the nurses. 
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Figure 1. Background information on pharmacovigilance 

 

The Knowledge on ADRs is presented in (Figure 2), from which 100% of both the community and the 

M.O.H pharmacists, in addition to 50% of the physicians and 38% of the nurses were knowledgeable on 
PV.,100% of the M.O.H. pharmacists said that, reporting ADRs is necessary, followed by 90% of both the 

private pharmacists and the physicians, however, only 38% of the nurses agreed with the necessity of 

reporting, furthermore, 80% of physicians, private pharmacists and M.O.H. pharmacists correctly 

identified the healthcare professional responsible for reporting ADRs, compared to 60% of nurses. 
 

 
Figure 2. The need-to-know ADRs and the responsibility to report. 

 

From (Figure 3), 100% of the M.O.H. pharmacists, 58% of the private pharmacists, 5% of the physicians 

and, none of the nurses knew the existence of a national PV program in Libya, in addition, all physicians 

and nurses stated that in their institute, there was no PV system or committee despite the presence of PV 

committee and office in the ministry of health. For the existence and location of the international ADRs 

monitoring center, 92% of the M.O.H. pharmacists, 25% of the private pharmacists, 20% of the 
physicians, and 5% of the nurses confirm the existence and location of the international center correctly. 
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Figure 3. Existence  and location of the national and international monitoring centers 

 

Figure 4 demonstrates the answers of the study participants on several issues concerning PV and ADRs, 

for example, the idea of teaching PV to healthcare professionals, 100% of the M.O.H. pharmacists, 98% of 
the private pharmacists, 79% of the physicians, and 96% of the nurses agree to the idea, in addition, 

100% of the M.O.H. pharmacists, 95 % of the pharmacists, 40% of the physicians and 8% of the nurses 

read article(s) on the prevention of ADRs and for reading article(s) on PV programs/systems, 33 %  of the 

private pharmacists, 23%  of the physicians, 20% of the M.O.H. pharmacists and 3% of the nurses said 

yes. Concerning the necessity for educational programs on PV and ADRs, 100% of the M.O.H. 

pharmacists, 98 % of the private pharmacists, 78% of the physicians, and 96% of the nurses agree to the 
idea. 

 

 
Figure 4. Education and knowledge on ADRs & Pharmacovigilance 

 

(Figure 5), illustrates the experience of the participants with ADRs, from which 36% of the physicians, 41 

% of the private pharmacists, 26% of M.O.H. pharmacists and 3% of the nurses have faced with ADRs in 
their patients, adding to that, 86 % of physicians, 93% of pharmacists, 0% of nurses and 99%  of the 

M.O.H. pharmacists were aware of any recent banned drug (s) due to ADRs, however, none of either the 

physicians or nurses, 16% of the private pharmacists and 66% of the M.O.H. pharmacists have seen 
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ADRS reporting form. Although reporting ADRs is important, the lack of a reporting center was the main 

barrier to mandating reporting of ADRs; however, 59% of the private pharmacists, 49% of the physicians, 

28% of the nurses, and 100% of the M.O.H. pharmacists believed that reporting should be made 

mandatory. 
 

 
Figure 5. Personal experience and impressions 

 
Concerning the patients' part of the study, because of a language barrier for most patients, the questions 

were translated and explained in arabic language. (Figure 6) summarizes the patients’ answers to 

questions relevant to the physicians, from which 59% of the physicians withdraw their patients’ attention 

to possible and expected side effects of the treatment, 58% asked their patients to report any side effects 

encountered, 55% warned their patients their patients about any unexpected side effects (ADRs), however, 

only 5% told their patients to immediately stop the treatment and return to them when any ADRs 
occurred. 

 

 
                Figure 6. Patients' response to doctors’ communication 
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(Figure 7), illustrates the answers of questions by the patients relevant to pharmacists, where 57% of the 

pharmacists indicated to their patients the possible and expected side effects of the treatment, 59% 

warned them about the possible unexpected side effects (ADRs) and interestingly, 20% asked their 

patients to immediately stop the treatment and return to their pharmacists or physicians for consultation. 
 

 
Figure7. Patients' response to pharmacists’ communication 

 

Discussion 
Because the main goal of the study is to evaluate the extent of the knowledge on PV concept among 
healthcare professionals and patients, and whether all unwanted symptoms that appear after medication 

therapy were considered as side effects or as ADRs or events, the results showed that not all healthcare 

professionals sufficiently knew about PV and how to distinguish between side effect and ADRs or events 

and much less, keen to attend conferences, workshops or training programs inside or outside the country 

on PV. Moreover, when any strange, unanticipated symptom(s) appear after medication therapy, most 
physicians simply stop the medication. In contrast, the pharmacists in general have at least the basic 

knowledge, especially those in the pharmacy and medical equipment administration, to be more specific, 

those in the PV unit, thanks to the course curriculum of the Faculty of Pharmacy at the University of 

Tripoli. 

Libyan nurses absolutely have no idea, while the foreign nationality nurses have a somewhat basic idea, 

this was because of the language barrier and the course curriculum taught to local nurses. It is interesting 
to note that 95% of the interviewed physicians and all the nurses were not aware of the existence of a local 

PV program in Libya, while about 58% of the interviewed private pharmacists were aware of the existence 

of a local PV program. The pharmacists have read articles on ADRs and PV more than the physicians and 

the nurses; again, this was because of the faculty of pharmacy course curriculum. After the PV concept 

and purposes were explained to them, most of these health professionals think it is necessary to teach and 
educate in detail PV to all healthcare professionals. 

Concerning the patients, unfortunately, neither the physicians nor the pharmacists were keen enough to 

fully advise their patients on what to do in case of ADRs, much less to explain to them how to differentiate 

between expected side effects and ADRs. The main framework of the PV office within the M.O.H was to 

communicate with the Uppsala center to inquire about the banned and restricted medicines, then inform 

the relevant health establishments to stop dealing with such medicines. 
 

Conclusion  
Many healthcare professionals have very little or no idea what pharmacovigilance (PV) is about and its 

components or purposes. The findings emphasize the need for enhanced educational efforts, particularly 
targeting nursing staff & to a lesser extent, physicians, to ensure a comprehensive understanding & 

participation in ADR reporting across all healthcare. The health authority, in cooperation with the faculty 

of Pharmacy, must put more effort into educating health professionals and the public on PV's importance 

and purposes. The local PV program should improve itself, by association with various regional and 

international ADRs centers, especially the WHO through its affiliated Uppsala center. The Pharmacy & 
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medical equipment administration should set restricted rules for registering drugs to include thorough PV 

studies. The faculty should improve its curriculum to include details, rather than the basics of PV, 

including the international ADR monitoring centers. It is highly recommended that units of PV should be 

set in every major health care setting. 
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