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ABSTRACT

Background: For years, specialists have been interested on the verge of documentation of adverse drug reactions
because of its great importance. The countries of the Middle East have also kept pace with this mission and developed
in the past years. Like any other project, this documentation process is accompanied by several problems that will
negatively affect the objectives set in this area.

Objective: The aim of the current study is to know the main barriers regarding the process of adverse drug reactions in
the Middle East area.

Patients and methods: In October 2022, a manual search of the literary databases PubMed and Google Scholar has
done. The 102 articles were manually screened. Studies that have been published between 2012 and 2022 were eligible.
Results: From the 102 publications that underwent manual screening, 26 research articles from 12 different countries
gualified for inclusion in the study. Lack of enthusiasm, a professional atmosphere for the conduct of
pharmacovigilance, a general lack of knowledge and awareness concerning pharmacovigilance and not enough time for
reporting are the main barriers for adverse drug reactions.

Conclusion: According to the results, the lack of knowledge or awareness of pharmacovigilance practices and the
absence of mechanisms that assist recording in terms of enough time, motivation, or the environment as a whole are the
two most significant causes of underreporting.
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INTRODUCTION as a result of the numerous evident morbidities and the
The use of medicines is an inextricable part of human deaths they produce. If pharmacists and other healthcare
life and we see clearly with the development of new workers pay great attention to the information on the
diseases and health problems, the indications for the use side effects of the medications given to patients, we can
of medicines have become more important and besides, prevent ADRs. Understanding ADRs helps reduce the
the use and discovery of therapeutic substances to be in irrational usage of unsuitable medication. Consequently,
line with the need of humans to fight these diseases. there is a critical need to raise pharmacists' and
Accordingly, with the widespread use of medicines in prescribers' understanding of ADRs and medication
the world, also there has been a proliferation of adverse monitoring Omer et al. @,
drug reactions (ADRS) associated with the use of those Healthcare providers need to be particularly aware of
drugs. World Health Organization (WHO) has provided pharmacovigilance. Pharmacy and medicine students
a definition of ADR, which is as follows: “a negative, must get thorough instruction on how to recognize,
unanticipated reaction to a medicine that happens at avoid, and report ADRs. The healthcare providers'
dosages typically used in humans for illness prevention, undergraduate training is the ideal period to increase
diagnosis, treatment, or altering physiological function”. their  understanding of and  aptitude  for
Edwards @, pharmacovigilance Omer et al. ©.

The term of pharmacovigilance (PV) is another The under-reporting of ADRs by them, however, is
important concept has taken a documented association a concern in many nations, including the middle-east
with the ADRs since years ago and it is mean: “the nations. Lack of awareness and expertise of methods to
science and actions related to the evaluation, detection, recognize and report ADRs may be used to explain this.
comprehension, and prevention of negative drug-related The aim of the current study is to know the main barriers
effects or any other issues Adheed et al. @, regarding the process of adverse drug reactions in the

Due to the importance of the topic, the study of PV Middle East area.
at the levels of knowledge, attitude and practice is very
useful. To find out more about the importance of PATIENTS AND METHODS

documentation of adverse drug reactions it is enough to
know that ADRs appear in 10% of outpatients, causing
approximately 5-10% to be admitted to hospital
Aljadhey et al. @,

ADRs are regularly seen in the routine operations of
pharmacies and hospitals, both privately and publicly
held. The healthcare system faces financial difficulties

Search protocol

A manual search was conducted on the literature
databases PubMed and Google Scholar in October 2022,
using following key terms and sentences:
Pharmacovigilance, adverse drug reaction, adverse drug
reactions, barriers, marries to pharmacovigilance,
Middle East.
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Table 1 represents the inclusion and exclusion criteria for this search.

Table 1: Inclusion and exclusion criteria of the study.

Criteria Inclusion criteria Exclusion criteria
Language English All languages except English
Location of the study Middle East countries Which country is not located in the
Middle East
Population Physicians, pharmacists, dentists, pharmacy Patients
technicians and nurses.
Date of publication 2012-2022 Before 2012

Data analysis
The very important aspect that must be pointed out is that the focus was on extracting the main challenges or

barriers for adverse drug reaction reporting from among other parts of the studies. In data analysis, reliance was placed
on the author’s opinion in diagnosing the main causes.

From the 102 papers screened manually, 26 studies from 12 countries were eligible to be included in the study.
They were performed in the Egypt (4 studies), Saudi Arabia (4 studies), Iraq (5 studies), Bahrain (1 studies), Iran (2
studies), UAE (2 studies), Jordan (2 studies), Kuwait (2 studies), Qatar (1 studies), Palestine (1 studies), Yemen (1
studies) and Lebanon (1 study). The characteristics of included studies are described in Table 2.
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Table 2: Features of included studies

Author/year Locatio Participants and Design Data collection
n sample size
Abdulrasool et = Bahrain =~ Pharmacists, nurses and Descriptive cross-sectional Descriptive cross-sectional
al. ® physicians (140) online survey and telephone
interview
Qassimetal. UAE Pharmacists (223) Cross-sectional study using Interview questionnaire
multistage sampling method,
convenience and also use of
random sampling
Nashwa et al. © Egypt = Physicians (both medical Cross-sectional survey Self-administered questionnaire
and dental) (211)
ELkhwsky et al. Egypt Pharmacists & Cross-sectional survey Self-administered questionnaire
© physicians (547)
Alharbi et al. 19 Saudi Pharmacists (130) Cross-sectional survey Self-administered questionnaire
Arabia
Sathvik et al. ¢ UAE Pharmacist and Prospective cross-sectional Self-administered knowledge,
physicians (125) study attitude & belief (KAB)
questionnaire
Al-Worafi etal. Yemen = Pharmacists & pharmacy Cross-sectional survey Validated and pilot-tested
(12) technicians (179) questionnaire
Alshabi et al. @3 Saudi Pharmacists, physicians, Qualitative study of 4 Four focus group discussions
Arabia & academicians (27) focus group discussions
Alsalehetal. @ Kuwait Physicians (550) Cross-sectional survey Paper-based 25-item
questionnaire
Wilbur @9 Qatar Pharmacists (116) Cross-sectional survey 27-item questionnaire
Hajj et al. @9 Lebanon = Community pharmacists = cross-sectional descriptive study Self-administered KAP
(1857) questionnaire
Khdour etal. @ | Palestine Pharmacists (270) Cross-sectional study Face to face questionnaire
Bahlol et al. 8 Egypt Community pharmacists Cross-sectional study Self-administered questionnaire
(923)
Hussain et al. 49 Iraq Physicians, dentists & guantitative cross-sectional Self-administered KAP
pharmacists (485) study design questionnaire
Alnawaiseh @0 Jordan Pharmacists (238) Cross-sectional study Interview based questionnaire
Al Rabayah et Jordan Pharmacists, clinical Cross-sectional study Self-administered questionnaire
al. @ pharmacist, physicians &
nurses (306)
El-sayed ?? Egypt Pharmacists (190) Cross-sectional study Self-administered questionnaire
Payam et al. @3 Iran General Practitioners Cross-sectional study Semi-structured questionnaire
(333)
AlShammari 4 Saudi Physicians, pharmacists Cross-sectional study Self-administered questionnaire
Arabia & nurses (336)
Salih et al. ?® Iraq Pharmacists (176) Cross-sectional survey Self-administered questionnaire
Mirbaha et al. Iran Nurses & Pharmacists Qualitative study of three focus Group discussions
(26) (34) groups discussions
Alsalehetal. @ Kuwait Pharmacists (342) Cross-sectional study Self-administered questionnaire
Mohammed et Iraq Pharmacists Cross-sectional descriptive Self-administered questionnaire
al. @® (150) survey
Khalid @9 Iraq Pharmacists Cross-sectional analytical study Self-administered, validated
(132) questionnaire

Ethical approval:
This study received Ethical Approval from the Research and Publication Committee in Basrah region.

RESULTS
The main barriers for adverse drug reaction reporting have been shown in (Table 3).
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Table 3: Main barriers for adverse drug reaction reporting

Author (year), country

Abdulrasool et al. ©
Qassim et al.
Nashwa et al. ®

ELkhwsky et al. ©
Alharbi et al. @0

Sathvik et al. @
Al-Worafi etal. @

Alshabi et al. @3

Alsaleh et al. 14
Wilbur @9

Hajj et al. 49
Khdour et al. @
Bahlol et al. ®®
Hussain et al. @9

Alnawaiseh 9

Al Rabayah et al. @Y
El-sayed @2

Payam et al. @3
AlShammari ?¥
Salih et al. ®®
Mirbaha et al. 5
Alsaleh et al. @"

Mohammed et al. @®

Khalid @

Main barrier(s)
There is no determined reporting form, in other words, the absence of a special center for
official Pharmacovigilance within the country.
Lack of proper knowledge and weakness in the practice to complete the process of
documenting side effects.
The majority of participants do not know how to report or document the ADRs. Another
main barrier was that they not being sure if this is ADRs or not
Not having enough time (71%) and uncertainty in perception if this is ADRs or not (48%).
Weakness in pharmacovigilance training (46.6%).
Not knowing accurately who is responsible for ADRs reporting as well as how to report.
Difficulty to decide if patient has been harmed.
Believing that reporting the ADRs give impression that they ignorant concerning ADRSs.
Believing that the all serious ADRs no need to be registered because they are detected
formerly.
Absence of professional environment to study ADR.
No adequate knowledge related to pharmacotherapy and clinical pharmacy.
No adequate knowledge about method and mechanism of reporting (about 76.35%).
Difficulty to detection a potential ADR.
Problem in mechanism of accessing to reporting form.
Inadequate knowledge for reporting (23.6%).
Problem in correctly distinguish and detection of ADR (23.2%).
No adequate information provided by the patient (76.7%).
Inadequate knowledge for reporting (266.7%).
Lack of understanding of the official procedure.
Refusing to accept responsibility.
Inadequate knowledge regarding ADRs.
Absence of reporting form when there is need.
Low of knowledge to how report (72.1%).
Low clinical knowledge leading to difficulty in deciding that if there is an ADR or not
(72%).
There is no enough time to report (70.9%).
Did not know about presence of national ADR reporting system (70.8%).
Reporting ADRs will produce extra work (70.6%).
Unavailability of reporting form when needed (69.8%).
Lack in training and rules regarding the reporting (37.5%).
Unsure if the reaction caused by ADRs (25%).
ADRs were already well-known (15.5%).
Forget to report the ADR (14.5%).
Lack of knowledge about the steps of the reporting of ADRs (53%).
Uncertainly about the report that could be incorrect (46%).
Lack of time (44%).
Lack of knowledge about the steps of the reporting of ADRs (33.3%).
Unavailability of forms specialized for the reporting (71.6%)
Lack of knowledge to which place the reports should be sent (71.6%).
Lack of time and teamwork.
Lack of assistance from the management team of the hospitals and also the colleagues.
No knowledge of what must be reported.
No communication by healthcare providers and patients.
No time and management.
Lack of knowledge of staff and patients.
The workplace does not encourage the healthcare provider for reporting (60%).
No enough time (48%).
Fear from legal problem (38%).
Ignorance of reporting locations and procedures (68.1%).
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DISCUSSION

There is no doubt that many studies have been
conducted ?® and are being conducted and will be
conducted in the future to identify the reasons for the
lack of adverse drug reaction reporting, but what is
important is to focus on the main causes that appear in
most studies of this kind. This study showed that the
countries of the Middle East share many reasons and
similarities in the roots of the lack of documentation.

Examining the results from these studies, it is no
secret to anyone that the main obstacle in the way of
adverse drug reaction reporting is the lack of knowledge
and awareness about pharmacovigilance in general @
1 This lack of awareness includes how to fill the forms
for pharmacovigilance, how to distinguish which
adverse events should be recorded, the steps to
document the ADR and to which side they will be sent.
This problem, although its severity differs in some
medical staff from others, but it exists in general with
all of them.

In addition, given the results here, the subject of no
enough time to reporting must be taken seriously, as six
of the studies have shown it ©21® Depending on the
nature of the work of each of the healthcare providers,
so does the availability of time to reporting. Therefore,
this topic should be discussed separately with each of
them, whether a doctor or pharmacist and others.

Other barriers such as lack of motivation and
professional environment for the practice of
pharmacovigilance are related to the nature of the
management of health authorities in each country.

CONCLUSIONS

What these 26 studies want to say is that the most
important reason for the underreporting is no or little
knowledge and awareness about pharmacovigilance
practice and on the other hand the lack of mechanisms
that facilitate documentation in terms of sufficient time,
motivations or the environment as a whole.
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