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he reinforcement of regulation on of post-market safety management including adverse drug

reactions (ADRs) has received significant emphasiszed significantly over the last several years
in Korea. Not only has there been an increase in the number of spontaneous reports on ADRs, but
an amendment of to the pharmaceutical law has been passed and notifications have noticeably
been accelerated noticeably. However, compared with advanced countries, the efficiency of the
system and people’s satisfaction withon post-market safety management was has been as low as
ever. This article focuses on the state of the regulations with regard to reporting of ADRs infor-
mation. In addition, the status and kinds of drug utilization review informations offered by the Korea
Food and Drug Administration were are illustrated in detail.
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Table 1. The cancelled and/or suspended pharmaceuticals associated with safety or effec-

tiveness problems since 2000 in Korea

Current status of pharmaceutical safety management in Korea %
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2003 Nefazodone Canada  Liver toxicity Suspension? 7Fe S8l AlE i ol Abse Al
Cisapride USFDA Cardiovascular event  Withdrawal” o|Z o] tjokst AAbA ALE- 3HAS- wlked
2004 Phenylpropanolamine USFDA  Hemorrhagic stroke Withdrawal 37)ol= A7 917w, Al o]
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N-aminophylline US FDA  Agranulocytosis Withdrawal B
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maleate
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and lower
effectiveness

KFDA, Korea Food and Drug Administration; US FDA, US Food and Drug Administration;
EMA, European Medicines Agency; PMDA, Pharmaceuticals and Medical Devices Agency.

? Prohibit the sales of pharmaceuticals on the marketing place.
" \Withdrawal of approval on pharmaceutical manufacture or import.
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Table 2. The 20 regional pharmacovigilance monitoring centers designated by Korea Food

and Drug Administration in 2012
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Regional center Hospitals

Seoul 7 Seoul University Hospital, Yonsei University Severance
Hospital, The Catholic University of Korea, Seoul St.
Mary’s Hospital, Asan Medical Center, Samsung
Medical Center, Hanyang University Medical Center,
Chungang University Hospital

Inchen 1 Inha University Hospital

Gyeonggi-do 3 Dongguk University llsan Hospital, Ajou University
Hospital, Hallym University Sacred Heart Hospital

Gangwon-do 1 Chuncheon Sacred Heart Hospital

Chungcheong-do 2
Gyeongsang-do 4

Keimyung University Dongsan Medical Center,
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Chonnam University Hospital, Chosun University Hospital
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Table 3. The number of drug utilization review informations provided by Korea Food and Drug Administration since 2004

Informations ‘04 ‘05 ‘06 ‘07 ‘08 ‘09 10 M Sum

Contraindication substance Drug interaction 162 42 - 133 113 50 118 139 612
Age 10 14 - 23 - 58 6 19 127

Pregnant woman - - - - 314 - - - 314

Subtotal 172 56 - 60 - 106 123 158 1,053

Disease - - - - 378 207 823 0 1,030

Caution substance Therapeutic duplication - - - - - - 231 0 231
Therapeutic dosage - - - - - - 1 0 1

Subtotal - - - - - 207 1,055 0 1,262

Total: 2,315 substances.

Table 4. The list of drug utilization review information books (or leaflets) provided by Korea Food and Drug Administration since 2008

Types 2008 2009

2010 201

Book or leaflet Drug-allergy

interactions leaflet for aged

Drug-disease interactions I

Drug informations Drug informations for
pregnant woman

Drug informations for
children (217), kidney disease (163),
liver disease (168)

Therapeutic duplication leaflet
Drug-disease interaction II
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