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Current Status of Spontaneous Adverse Reactions Reporting System on Herbal
Medicine in China, Japan, Korea and WHO

Yeon-ju Woo', Soo-youn Chung', Byung-joo Park"

'Korea Institute of Drug Safety and Risk Management
2Seoul National University, College of Medicine, Department of Preventive Medicine

ABSTRACT

Drugs may cause adverse effects, and spontaneous adverse drug reaction (ADR) reports have been used as the main
method of drug safety evaluation after drugs have been released. The World Health Organization (WHO) collects ADR data
reported from pharmacovigilance organizations in each nations. In China. pharmacovigilance centers operate with hierarchical

structure at local, provincial and national levels.

Also, Japan and Korea each operate their own respective independent

pharmacovigilance organizations. WHO is collecting ADR reports for herbal medicine and 15~20% of all ADRs was related to
herbal medicine in China. There are status reports of ADRs for herbal medicine in Japan as well. However, in Korea, there is
no ADR reporting system regarding herbal medicine. In light of these overseas cases, a spontaneous ADR reporting system for

herbal medicine in Korea should be necessary as well.
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Table 1. Top 10 Frequently Reported Critical Terms
for ADR on Herbal Drugs in Vigibase, 1968.

1-2010.12".

No. ADR on herbal drugs No. of reports (%)
1 Drug abuse 630 (5.0)
2 Drug dependence 274 (2.2)
3 Hepatitis 263 (2.1)
4 Death 176 (1.4)
5 Angioedema 169 (1.3)
6 Coma 162 (1.3)
7 Face oedema 160 (1.3)
8 Anaphylactic shock 151 (1.2)
9 Cardiac arrest 150 (1.2)
10 Thrombocytopenia 118 (0.9)

Total 12,679

* (lassification and monitoring safety of Herbal medicines,
http://www.who-umc.org/graphics/24727.pdf (accessed November
2013)

Table 2. Top 10 Frequently Reported Herbal Drugs
in Vigibase, 1968.1-2010.12",

No. of reports

No. Herbal drugs (%)
Cannabis sativa L. 1057 (8.3)
Ginkgo biloba L. 960 (7.6)
Hypericum perforatum L. 713 (5.6)
Herbal pollen extract nos 690 (5.4)
Senna alexandrina Mill. 435 (3.4)
331 (2.6)

Cimicifuga racemosa (L.) Nutt. 312 (2.5)
Echinacea purpurea (L.) Moench 302 (2.4)
Plantago ovata Forssk. 287 (2.3)

)

1
2
3
4
5
6 Herbal extract nos
7
8
9
10 Serenoa repens (Bartram) Small 284 (2.2

Total 12,679

* (lassification and monitoring safety of Herbal medicines,
http://www.who-umc.org/graphics/24727.pdf (accessed Novernber
2013)
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MFDS : Ministry of Food and Drug Safety

KIDS : Korea institute of drug safety and risk management
RPVC : Regional pharmacovigilance center

NMC : National medical center

KPA : Korea pharmacist association
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