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ABSTRACT

Introduction: Drug-related problems are recognized as a common cause of
hospital admissions and they constitute a significant economic burden for
the hospitals. Many disasters caused by drugs occurred in the past, after
that regulation for drug approval was taken place. Evaluating and
monitoring drugs safety in clinical use are crucial.

Aim: The aim of this study is to monitor drugs safety through detection of
adverse drug reactions (ADRs) and assessing their causality, severity and
preventability, also detection of medication errors, product quality
problems, toxicity cases caused by drugs and drug safety awareness of
medical staff in Erbil and Duhok main hospitals.

Materials and Methods: It is a prospective cross-sectional, hospital-based
study, conducted at Rizgary hospital in Erbil and Azadi hospital in Duhok
from January to October 2016 using specially designed templates and
questionnaire. Each Adverse reaction was assessed for its causality,
severity and preventability using Naranjo, Hartwig and Siegel, and
Schumock and Thornton assessment scales, respectively. Factors
predisposing severe ADRs were also assessed. Data were analyzed using
descriptive and multinomial logistic regression analysis.

Results: A total of 378 patients with ADRs were reported which were
unrelated to gender. The maximum percentage was noted in patient's age
group of 21-40 years, 33.6% of patients taking single medication, whereas
66.4% of ADRs occurred in patients taking two or more medications
concomitantly. The common ADRs were allergic reactions (30.2%) and
these involved with the gastrointestinal tract (20.6%). Antimicrobials
(30.7%) and analgesics (9.0%) were common causes of ADRs. Adverse
reactions occurred commonly with oral (49.47%) and intravenous (37.30%)

routes of drug administration. Of these cases, 47.9% were preventable, of
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moderate severity (52.9%). Some (7.7%) of these cases were hospitalized,
1.1% required surgical intervention and 2.4% died from ADRs. Medication
number, drug class, route of drug administration and the system affected
were predisposing factors for severe reactions. There were 971 medication
errors with a total of 477 patients accounted for these errors, 59.7% of all
were caused by a process of drug prescribing and 26.2% of them occurred
during dose preparation and administration. Internal Medicine Department
in the hospitals accounted for 34.8% of errors. A total of 292 poisonous
cases were detected, 75.7% due to drug poisoning (mostly analgesics and
antidepressants), and 24.3% of cases were not related to drugs. Most of
them were young females (70.9%). Twenty two products were noted to
have quality problems, such as abnormal color and precipitates. Most of the
medical staff (74.3%) did not know anything about Pharmacovigilance. In
spite of encountering ADRs, medication errors and drug-related toxicity,
85% of medical staft did not report these problems to their health authority.
Conclusions: Drug-related problems were frequently detected in the main
teaching hospitals in Kurdistan Region of Iraq. Some cause hospital
admissions, intensive medical care and even death; all increases cost of
treatment although most can be prevented. These problems are essential to
be reported, analyzed and interpreted then effectively communicated
therefore there is a real need for establishing a PV center for monitoring

drugs safety.
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