
- 29 -

CHAPTER 4
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INTRODUCTION
Despite the advancement in modern medicine, adverse drug reactions (ADRs) 

persist and are still relatively common [1]. Adverse drug reaction (ADR) as de-
scribed by Edwards and Aronson is “an appreciably harmful or unpleasant re-
action, resulting from an intervention related to the use of a medicinal product, 
which predicts hazard for future administration and warrants prevention or spe-
cific treatment, or alteration of the dosage regimen, or withdrawal of the product”. 
On the other hand, adverse drug effect is an unexpected outcome that can be 
attributed to some action of a drug, while an adverse event is an adverse outcome 
that occurs while a patient is taking a drug, which may or may not necessarily be 
attributable to it [2].

According to the World Health Organization (WHO), safer and healthier 
drug use remains a core objective of pharmacovigilance. Though newly discov-
ered drugs undergo clinical trials in a carefully selected population of volunteers 
before they are made available for public consumption [3], the effectiveness and 
safety of these medications should be ascertained under real-life conditions. The 
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