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Abstract

Introduction and Objectives : Pharmacovigilance has been defined as the process of identifying and
responding to drug safety issues. Evaluating the pharmacovigilance system helps policymakers
identify its deficiencies and recommends measures to remedy and improve the pharmacovigilance
system's function. Therefore, different aspects of the Iranian pharmacovigilance system were

evaluated in the present study .

Methods: This study was conducted in several parts; The incidence of adverse drug reaction (ADR)
was estimated in prospective studies in two hospitals in Rasht and Kerman. The ADR reports trend
was assessed over 19 years, and three methods, i.e., prospective study, literature review, and
country's stratification, estimated its underreporting. The status of pharmacovigilance in Iran was
evaluated using WHO pharmacovigilance indicators in four categories: structure, processes,
outcomes, and pharmacovigilance in the Iranian public health programs. Two qualitative studies
were carried out. Semi-structured interviews were conducted with healthcare professionals and
experts to understanding their view of the pharmacovigilance system and identify the barriers to
ADR reporting and explain the Iranian pharmacovigilance system's status. According to Arksey and
O'Malley's methodological framework, a scoping review was conducted to identify interventions
that improve ADR reporting. Finally, strategies to strengthen the pharmacovigilance system were

presented using SWOT (strengths, weaknesses, opportunities, and threats) analysis.

Results: ADR incidence was 844.8 per 100 000 admissions (95% CI: 697.9-1013.2). The ADR

reporting trend increased from 1999 to 2017, and the median of estimated percentages of



underreporting was 76.0%. The pharmacovigilance program's evaluation also showed that drug
safety is monitored by the Iran ADR Center and has a national policy, trained staff, and a statutory
budget. In 2017, the number of ADR reports was 15.0 per 100 000 population. Causality assessment,
signal detection, and regulatory actions are performed in this program, and pharmaceutical
companies are required to administrate pharmacovigilance activities. Moreover, the number of
hospital admissions and deaths due to drug reactions and the status of pharmacovigilance activities
in public health programs could not be assessed. The length and cost of hospitalization related to
drugs were relatively high. The knowledge and awareness of healthcare professionals about ADR
identification and reporting were not desirable. Weakness in the reporting process, lack of
knowledge, work environment status, and personal characteristics were the main obstacles in ADR
reporting. From the experts’ point of view, there are widespread shortcomings in the structure,
infrastructure, facilities, reporting process, cross-sectoral cooperation, the involvement of
healthcare professionals and pharmaceutical companies, monitoring and follow-up, evaluation and
analysis of reports and performance. Strategies were suggested to improve the program'’s structure
and reporting process and promote the pharmacovigilance program's impact and outcome. Besides,
interventions such as education, active monitoring, and computerized reporting registration and

financial incentives could help amend ADR reporting.

Conclusion : This study has shown a crucial need to strengthen the pharmacovigilance systemin Iran.
The pharmacovigilance system can be informed about the status of drugs and risk factors in society

by facilitating the reporting process, training and noticing, increasing inter-sectoral collaborations,



and collecting safety data from various sources. It should take necessary and timely measures to
sustain patient's safety and risk minimization. Participation of healthcare professionals,
pharmaceutical companies, medical sciences universities, researchers, and the general public in
reporting and pharmacovigilance activities will contribute to public health and improve drug usage

safety.

Keyword: Pharmacovigilance, Adverse Drug Reaction Reporting Systems, Drug-Related Side

Effects and Adverse Reactions, Voluntary Patient Safety Event Reporting
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