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Abstract

Objective : The purpose of this study is to find out the possibility of application to herbal medicine’s report
form for adverse drug reaction (ADR) by reviewing and analyzing Asian countries’s ADR report forms,
Method : We investigated, compared, and analyzed ADR report forms (ADR—RF) of Asian countries’s ADR
institutions (ACAI), such as, Korea institute of drug safety & risk management and Dongguk university
Ilsan oriental hospital (DUIOH) in Korea, national center for ADR monintoring (NCAM) in China, pharm—
aceuticals and medical devices agency (PMDA) in Japan, Ministry of Health and Welfare (MOHW) in Taiwan,
and drug office, department of health, the government of the Hong Kong special administrative region
(GHKSAR) in Hong Kong,

Results : ADR-RF for ACAI included common contents, such as, patients information (name(initial), gender,
age, weight), adverse event (AE)’s report information (Recognition and report for AE occurrence, first or
follow up report, Severe AE), the detailed information of AE (the title of AE, onset & closing date of AE
symptoms, the progress & results detailed test of AE), the information of AE's medicine (the types of
medicine, product name, ingredient name, suspected or combination drug, single dose & frequency, dosage
form, administration route, dealing for AE—suspected medicine), and AE reporter's information (reporter’s
information, institution’s information). Taiwan had ADR-RF and the department exclusively for herbal
medicine (HM), but others (except DUIOH) had not only no ADR report form but also contents for HM.,
Conclusion : ADR-RF for HM have to include the common contents of ACAI at least, as well as HM
information related to ADR, such as the title, composition and types of HM, history related to HM's ADR,
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and the contents of drug—induced liver injury and so on, In addition, the main department of government

for HM's ADR will be needed.

Key words : herbal medicine, adverse drug reaction, pharmacovigilance, adverse event, side effect
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(Table 1) The comparison between Asian nations on the contents of adverse drug reaction report questionnaires

Nations Korea

Korea Japan China Taiwan | Hong Kong

Contents KIDS

DUIOH PMDA NCAM MOHW | GHKSAR

1. AE report information

Recognition and report for AE occurrence

First or follow up report

Confirmation of medical experts

Oi0i0iO0

Clinical trial drug

0O:i0i0 0

Impatient or outpatient

Severe AE le)

2. Patient information

Name or initial

Gender/age

Parents information

Race group

Weight o)

0;i0:0:0 .0

Height

Past history

History of drug AE and AE’s drug name

Pregnancy

Smoking/ drinking

Oi0i0i0i0i0i0

Allergic history

Oi0i0i0i0i0i0

The history of liver disease

The history of kidney disease

3. The detailed information of AE

The title of AE

Onset & closing date of AE symptoms

real AE or caused by drug disproduct

Symptom’s running time

Emphasis or Seriousness

The severity of AE
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Nations Korea Korea Japan China Taiwan | Hong Kong

Contents KIDS DUIOH PMDA NCAM MOHW GHKSAR
The effect to fetus's health o o
The progress for AE o) o o
The treatment of AE o o) o
The recovery of AE o) o o
The results of AE ¢} ¢} o
The detailed test of AE 0 e} o

4. The information of AE's medicine
The types of medicine DP (ETC | DP (ETC | DP (ETC | DP (ETC HM, DP (ETC

& OTC), | & OTC), | & OTC) | & OTC MD & OTC),
SA HM vaccine

Product name ¢} 0 e} o e} o
Ingredient name
The types of HM ¢)
The composition of MH's prescription o
Suspected or combination drug o ¢} o o o
Manufacturer & distributor’'s name o o o
The purpose of administration o o o o
Single dose/frequency O o o o o
Administration’s duration o o) o) o)
dosage form/administration route o) ¢) o) o
Manufacturing number(Batch/lot) o o
dealing for AE’s medicine O o o e}

5. causality for suspected medicine
Which suspected medicine’s re—admini— 5 o o o
stration cause occurrence of AE or not?
Do stopping suspected medicine’s o
administration decrease AE’s symptoms?
Assessment the causality relationship o
between suspected medicine and AE ) ) (When o)

death)

6. Reporter’s opinion
First reporter’s opinion o)
Reporter’s opinion o)

7. Reporter’s information of AE ¢) o o) o)
First reporter’s information o
Reporter’'s information o) e}
Institution’s information o) o)

AE : adverse events, KIDS : Korea institute of drug safety & risk management, DUIOH : Dongguk university
Ilsan oriental hospital, NCAM : national center for ADR monintoring, PMDA : pharmaceuticals and medical
devices agency, MOHW : ministry of health and welfare, GHKSAR : drug office, department of health, the
government of the Hong Kong special administrative Region, DP : drug preparation, HM : herbal medicince, MD :
medical device, ETC : ethical drug, OTC : over—the—counter, SA : sanitary aid, HMP : herbal medicinal
preparations (RHZEHTE])
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