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Pharmacovigilance is an essential component of healthcare systems that helps to
ensure the safety of drugs, as data is systematically collected. It can help to
determine the frequency of a particular side effect that occurs in clinical practice,
which data can further contribute to creating more evidence-based guidelines.
Spontaneous adverse drug reaction (ADR) reporting program, a type of
pharmacovigilance activity, collects post-marketing data; this data can be used to

prevent the occurrence of future ADRs. The purpose of this paper is to review the
current status of the Korean ADR surveillance system and suggest possible
solutions for developing a more active pharmacovigilance system in Korea.
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Table 1. The cancelled and/or suspended pharmaceuticals associated with safety or effectiveness problems since 2000 in Korea )
Year Active ingredient reFS(;Slrgchs Safety issues manKazzgent
2003 Nefazodone Canada Liver toxicity Suspensiona)
Cisapride US FDA Cardiovascular event Withdrawal®
2004 Phenylpropanolamine US FDA Hemorrhagic stroke Withdrawal
Rofecoxib US FDA Myocardial infarction Suspension
Terfenadine uUS FDA Arrhythmia Withdrawal
Sulpyrin US FDA Agranulocytosis Withdrawal
N-aminophylling sulfonic US FDA Agranulocytosis Withdrawal
acid calcium
2007 Tegaserod hydrogen maleate  US FDA Cardiovascular event Suspension
Pergolide mesylate US FDA Disorder of heart valves Suspension
2008 Aprotinine US FDA Increase of risk of deat?ugi:rw;n 30 days after cardiac Suspension
Gatifloxacin US FDA Hyperglycemia/hypoglycemia Suspension
2010 Sibutramine US FDA Cardiovascular event Suspension
Bufexamac EMA Severe allergy risk Suspension
2011 Serathiopeptidase PMDA Failure to effectiveness Suspension
Buflomedil EMA Severe nervous/cardiovascular event and lower Suspension

effectiveness

A\

KFDA (Korea Food and Drug Administration); US FDA (US Food and Drug Administration); EMA (European Medicines Agency);

PMDA (Pharmaceuticals and Medical Devices Agency)
9 Prohibit the sales of pharmaceuticals on the marketing place

" Withdrawal of approval on pharmaceutical manufacture or import
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Korea Institute of Drug Safety & Risk management)
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Table 2. WHO-UMP adverse reaction cause-relationship evaluation algorithm
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Fig. 4. National adverse drug reaction monitoring system.
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RPVC (regional pharmacovigilance center); HCP (Healthcare Professionals); WHO-UMC (World Health Organization-Uppsala Monitoring
Center); AsPEN (Asian Pharmaco-Epidemiology Network); KFDA (Korea Food and Drug Administration); KIDS (Korea Institute of Drug
Safety and Risk Management); ADR (Adverse Drug Reaction); HIRA (Health Insurance Review and Assessment Service); NSO

(National Statistical Office); EMR (Electronic Medical Record); NECA (National Evidence-based Healthcare Collaborating Agency).
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