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ABSTRACT

Ensuring drug safety among the public is the cornerstone of pharmacovigilance
practice. Literature agreed that the engagement of medication consumers into
pharmacovigilance practices is crucial. Currently, there is limited public contribution
to the current system in the UAE. Therefore, this study has aimed to identify Dubai’s
public views, attitudes, and experiences regarding medication safety and ADR
reporting procedures. The current study adopted a mixed-method approach, which was
conducted through three different phases. The first phase was qualitative in which a
semi-structured interview guide was used. Fourteen face-to-face in-depth interviews
were carried out from September to October 2017 with individuals from the general
public. The sample was selected purposively using the snowball sampling technique.
The interviews were conducted at different locations in Dubai, and they have been
recorded, transcribed verbatim, and thematically analysed for data analysis. The
emergent themes and subthemes found gaps in the public’s perspective of
medication’s safety, which may consequently impact their attitudes during the course
of medication use. The second phase was quantitative. A cross-sectional study was
conducted at different public areas in Dubai from February to May 2018. A self-
administered questionnaire was developed, validated, and piloted. A convenient
sample of 400 individuals from the general public was recruited manually. The
collected questionnaires were anonymously analysed. The obtained results have
shown that participants pose various views and attitudes toward medication safety,
where the majority (67.3%) of the participants had defined adverse drug reactions as
the side effects of medicines, whereas only 8% have included drug interaction as part
of their answer. It was noticed that (71.5%) of the respondents had agreed that the side
effects of the medicines were not limited to high doses of medicine only. More than
(65%) showed positive views regarding the risk of duplicating therapies. Only
(15.8%) of the participants documented their awareness of the current ADR reporting
system in UAE. The chi-square test found a significant difference (P<0.01) between
males (41.1%) compared to females (26.8%) in the preference of the use of the
telephone to report ADRs. Finally, the third phase analysed the pharmacovigilance
unit database within 2013 - 2018. The extracted data showed 931 ADRs were
reported, of which 69.7% were spontaneously reported and 47.2% were serious
ADRs. Moreover, data has shown that the consumers’ actual contribution was 20% of
the total reported ADRs in UAE. Finally, current research has concluded that there are
significant gaps in the public’s views regarding medication safety, which
consequently may impact patients’ attitudes during the course of medication use.
Efforts are to be strengthened to enhance the public’s awareness of medication safety
and ADR reporting in the UAE.
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OPERATIONAL DEFINITIONS

The followings are definitions as per Uppsala Monitoring Centre and World Health

Organisation glossaries.

Term

Adverse drug
reaction:

Adverse effect:

Side effect:

Serious ADR:

Adverse drug
event:

Consumer:

General
public/ the
public:

Patient:

Definition

A harmful effect suspected to be caused by a drug. This term has
been used quite loosely to include all kinds of adverse events, many
of which are not ‘reactions’ in the strict sense at all, and have not
been subject to any assessment of causality. The term is properly
reserved for late-stage analysis when the association between a
medicine and an adverse effect has moved beyond 'immeasurability’
or 'uncertainty’'.

A negative or harmful patient outcome that seems to be associated
with treatment.

Any unintended outcome that seems to be associated with treatment.
This term has come to be used exclusively in the sense of ‘adverse
effect’.

An ADR that results in death; requires hospitalisation or extension
of hospital stay; results in persistent or significant disability or
incapacity; is life-threatening.

Any negative or harmful occurrence that takes place during
treatment, which may or may not be associated with a medicine.

A person may or may not be an actual consumer of health care or
medicines at a given time, but all members of the general public are
potential patients or consumers.

People collectively as members of the community.

Person waiting or under medical or health care treatment. This
concept includes anyone taking medicines, also those who are self-
medicating.
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CHAPTER ONE

INTRODUCTION

1.1 BACKGROUND OF STUDY

1.1.1 Medication Safety and Pharmacovigilance

Drug safety, which is also known by the concept of medication safety, is not new.
However, it remains one of the most critical recent topics in daily medical practice
(Alshammari, 2016; Cohen, 2000). Successful medication safety practice is highly
necessary, but it cannot be achieved unless medication errors, adverse drug events and
adverse drug reactions are reduced among medications consumers such as hospitalised
patients, outpatients and general public (Lainer et al., 2013). As per the World Health
Organisation (WHO), an adverse drug reaction (ADR) is defined as, “a noxious and
unintended response to a drug that occurs at doses normally administered for the
prophylaxis, diagnosis or therapy of disease in a human, or for modification of
physiological function” (WHO, 1972). ADRs range from minor common side effects
to potentially life threatening (Shakib et al., 2019). Therefore ADRs are sometimes
referred to in the literature as the drug’s side effects (O’Donovan et al., 2019).
Accordingly, the terms ‘ADRs’ and ‘side effects’ are used interchangeably in the
patient’s information leaflets and in other contexts (O’Donovan et al., 2019).
Medications side effects are among the leading causes of complications and or death,
showing a considerable impact on morbidity and mortality rates worldwide (Avery et
al., 2011; Mann & Andrews, 2007; O’Donovan et al., 2019). Consequently, drug
safety has evolved the model of pharmacovigilance (PV), which is defined by WHO

as, “the science and activities relating to the detection, assessment, understanding and



prevention of adverse effects or any other drug-related problem” (WHO, 2014). Drug
related-problems could be due to unnecessary drug therapy, wrong drug, too low or
high doses, ADR, inappropriate adherence or a need for additional drug therapy
(Westberg et al., 2018). Thus drug safety and PV have become complementary to each
other and have remained a dynamic, clinical and scientific discipline (Jeetu & Anusha,

2010).

1.1.2 Importance of PV

Nowadays, PV is considered to be the latest approach to drug safety, and it is
currently showing an increase in importance (Faillie et al., 2016).

Clinical safety assessment of a drug is currently a pre-request for medical
authorisation and marketing, where assessments are based on the results of pre-
marketing clinical trials. However, these trials are normally conducted on certain
patients or population, which means that these trials highlight only the most common
ADRs. The safety related issues of the investigated drugs in clinical trials are limited
by the exclusion criteria of the clinical studies, the short duration of the clinical trial,
and sometimes, the concomitant administration of other medications. In response, the
clinical trial population cannot be representative of the routine patients in the real
medical care. Safety profiles of the drug can only be evaluated after using the

medicine for longer periods of time in large populations (Wise et al., 2009).

1.1.3 Global Challenges of Medication Safety and PV

At the latest WHO Global Patient Safety Challenge in 2017, it was reported that there
were four fundamental problems facing medication safety. The first problem is related

to the patients and public who are made to be passive consumers of medicines and are



not educated to play actively in the medication safety process. The second problem is
the lack of clear information about medicines on the label or the package. Third
problem is due to inappropriate prescription and administration of medicines through
health care professionals (HCP). The fourth problem is because of complex and
dysfunctional systems and practices of medications which can be safer when they are
organised and well understood (Donaldson et al., 2017).

Jeetu and Anusha (2010) have stated that the key challenges facing PV are
Pharmaceutical globalisation, as well as web-based sales and information, in addition
to the broader safety concerns, and the contradiction between the public health versus
pharmaceutical industry economic growth, where several organisations are monitoring
the market established products, attitudes and perceptions according to the risk and

benefit balance.

1.1.4 Seriousness of Unsafe Medication Practice

Unsafe medication practice (such as inadequate therapy monitoring) may cause
preventable ADRs and medication errors among patients and medications consumers.
It is estimated that medication errors cost globally around US$ 42 billion annually
(Donaldson et al., 2017). Consequently, both HCP and the medication consumer have

a significant role in ensuring the safe use of medications (Greenwald et al., 2010).

1.1.5 The Public (Medications Consumers) As A Partner

It is acknowledged worldwide that the patients who consume medications should be
encouraged to take an active role in their own health care (Davis et al., 2007). In this
regard, the participation of medications consumers is likely to reduce unexpected

incidents such as ADRs which may lead to harm (Koutantji et al., 2005). Moreover,



public awareness and appropriate understanding of the process of monitoring
medication safety, based on ADR reporting and the PV system are integral to an
effective patient care process (Jeetu & Anusha, 2010). Accordingly, inadequate or
insufficient medication knowledge among the public will lead to negative attitudes,
which will adversely affect the patients’ health (Najjar et al., 2015; Romero-Sanchez

etal., 2016).

1.2 HEALTH CARE IN UNITED ARAB EMIRATES (DUBAI)

1.2.1 A Brief about the Country

The United Arab Emirates (UAE) is a constitutional federation of seven emirates that
has been founded by His Highness, the late Sheikh Zayed bin Sultan Al Nahyan, the
first president of the UAE. The UAE capital city is Abu Dhabi, and other emirates are
Dubai, Sharjah, Ajman, Umm Al Quwain, Ras Al Khaimah and Fujairah. The second
largest emirate is Dubai. The official language spoken in the UAE is Arabic, and the
official religion is Islam. The population is made up of 10% locals (Emirati) and the
remaining are expatriates (non-Emirati) (UAE Fact Sheet, 2019). Expatriates are
considered as the bulk of the UAE’s population. They are well settled in the country
and have rights and responsibilities as per law.

Health care criteria and standards are generally considered to be high in the
UAE, where the government is keen on increasing the spending to develop
community health standards during strong economic years. The UAE government has
stated that the total expenditures on health care from 1996 to 2003 were
1,601,384,360.05 United Arab Dirhams (Dhs), which is equivalent to [US$436
million]. In 2004, the total Emirati expenditure on health care was estimated to be 2.9

percent of the gross domestic product (GDP), and per capital expenditure for health



