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Status of reports of adverse events related to botanical herbal medicines with
toxic precautions officially managed by Korean government: A descriptive
analysis from WHO VigiAccess

Mikyung Kim
Department of Internal Medicine, Dongguk University llsan Oriental Medicine Hospital

Objectives: This study was aimed to review the global status of adverse event (AE) reports and the characteristics
of the reported AEs of plants managed as herbal medicines (HMs) with toxic precautions in Korea.

Methods: This is a cross-sectional quantitative study that analyzed information available through VigiAccess, a
website that provides summarized statistical information from the WHO's global AE database to the public.
VigiAccess was searched in 8 Jan, 2024. Information on the total number of reports, number of reports by year and
continent, and the age and gender of patients were obtained, and the types of frequently reported AEs were also
reviewed.

Results: Data on the status of report submissions were obtained for a total of 9 HMs including Aconitum ciliare,
Aconitum carmichaeli, Arisaema japonicum, Pinellia ternata, Euphorbiae Lathyridis, Croton tiglium, Strychni Ignatii,
Strychnons nux-vomica, and Linum usitatissimum. The number of reports per HM was from 1 to 137. The most
commonly reported type of AEs were gastrointestinal disorders in most of the HMs, followed by neurological
disorders. Serious adverse events were reported only in Strychni Ignatii, Strychnons nux-vomica, and Linum
usitatissimum, including one case of death.

Conclusions: This study shows the status of reported AEs of botanicals considered as HMs with toxic precautions
in Korea based on real world data. However, when interpreting the findings of this study, readers should consider
the significant limitations of this study mainly because of the characteristics of the data source.

Key Words - adverse drug reaction, adverse effect, side effect, spontaneous reporting, pharmacovigilance,
VigiBase
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Fig. 1(A). Number of annual reports for each herbal medicine

X-axis: reported year, Y-axis: number of annual reports

A. ciliare: Aconitum ciliare, A. carmichaeli: Aconitum carmichaeli, AJ: Anisaema japonicum, PT: Pinellia temata, EL: Euphorbiae Lathyridis, CT:
Croton tighum, Sl: Strychni lgnatii, SN: Strychnons nux-vomica, and LU: Linum usitatissimum
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Fig. 1(B). Distribution of individual case safety reports by continent

X-axis: number of cumulative reports for each herbal medicine

A. ciliare: Aconitum ciliare (n=2), A. carmichaeli: Aconitum carmichaeli (n=13), AJ: Arisaema japonicum (n=3), PT: Pinellia ternate (n=17), EL:
Euphorbiae Lathyridis (n=1), CT: Croton tiglium (n=1), SI: Strychni lgnati (n=26), SN: Strychnons nux-vomica (n=39), and LU: Linum
usitatissimum (n=137)
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Fig. 2(B). Age distribution of patients

X-axis: age range, Y-axis: number of reports for each herbal medicine
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Fig. 3. Number of Reports by System of Organ Class (SOC)

A. ciliare (n=2): Aconitum ciliare, A. carmichaeli (n=13): Aconitum carmichaeli, AJ (n=3): Arisaema japonicum, PT (n=17): Pinellia ternata, EL
(n=1): Euphorbiae Lathyridis, CT (n=1): Croton tighum, S| (n==26): Strychni lgnatii, SN (n=39): Strychnons nux-vomica, and LU (n=137): Linum

usitatissimum

BL: Blood and lymphatic system disorders; CA: Cardiac disorders; EA: Ear and labrinth disorders; EN: Endocrine disorders; EY: Eye disorders.
GA: Gastrointestinal disorders; GE: General disorders and administration site conditions; HE: Hepatobiliary disorders; IM: Immune system
disorders; INF: Infections and infestations; INJ: Injury, poisoning and procedural complications; INV: Investigations; ME: Metabolism and nutrition
disorders; MU: Musculoskeletal and connective tissue disorders; NEO: Neoplasms benign, malignant and unspecified; NER: Nervous system
disorders; PRE: Pregnancy, puerperium and perinatal conditions; PRO: Product issues; PS: Psychiatric disorders; REN: Renal and urinary
disorders: REP: Reproductive system and breast disorders; RES: Respiratory, thoracic and mediastinal disorders; SK: Skin and subcutaneous
tissue disorders; SO: Social circumstances; SU: Surgical and medical procedures; VA: Vascular disorders
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1. MEgat 94Xy

o] 19 HE W T o5 I FAA A
7P BHA0E ARRE:= OFfle Haddto] &3
Hhetel Hd/doltt. grojehe Z3At A ForAlof
ofgtoA g AREE AN K= HIlA7L of
Aotollq AEEYTh o5 EXTHORE AL(E
HRE AHI(HER)7E ol A g sh=tl g8 AR
SHATE BE(EM)SHE F/do] Yo BE HIEA] 7k
slo] =4S E9 AHZ AF3] ARgaloF b
olE Aol 3t =4 ¥ FE Y Y A
3t A9k 2919 ARt A=l osf TAsh 417
A5 Bolg 47|z P>, ozt &4k
do7= F9 YUUL 3 4-dihydroxybenzaldehyde,
homogentisic acid®} Z-2 A= & 2o 9Jst
Sty & Yoz FE SAMEE(calcium
oxalate)o] oJs) B/dE wHsRG 249 554 A
=0 9Jet Aog FAst=t|, AAlE A7dolut Hyt
= B8 A WAY 2A e 3 HE
43 9] =4 40| At AMdo] ERlE
7= SHTHY. VigiAccessol Al B9l 7Hs3t Hls)
T HIA 177904 7HE B2 HlES AR
SOCE AAL, AoHEd 52 R A8,
38%)RLL, FEoE HHE= AFAGHNET), &
&5, T, FEH7I 22 HRAE Aol(37)
T HuERth HEd A4S dudesd B
A= 1AL, 379 A BE7E AST, ALT 4
S 22 1715 AAY oldE Earskltt. wheh %
 HIUAAE 5719 AST, ALT A5 AH7F &
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AUEQUe}. Bishut /g2 A A%l & 43
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A] O]E 2]

—

of disid= s Yarl et

2. D|L{2|OfxHH| 2t kXK
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T2 ARA B 2-EoAN, IR = Ao 9%
S uA R Axgols dod & QP
VigiAccessO| A= F A % F35H07 A3
59 AohE 7P Wol Bk, M9 Hf &
59 BN AAS Y3AEY Aol
QIS 4= Uit} o, 7120 =Xl A 22

o>l

174 http://dx.doi.org/10.13048/jkm.24011

A gloli, AAA5S) Ao Fol of
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A A QF dF9| 25%7F B;3lH F=of
3 BAE 55 FAoBER B4 E49
gk ZkpAo] AN ekl 4ol okt A7l
k. VigiAccessollA A% &4-5 HESHA AlARSH:
olgAtlE @4 ofulloAgt B, oy A
FE oAl 34 AR, B (erystal) A
5, AN, AlESolqith ofRlE: 479 7tEw
& TRt Qlol A7 o k2 A Al £4
g 7t=gol ARt A 715l 2 71EA &3

ol ook

N

7iso] ek 2elA sin.
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