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A Comparative Analysis of the Systems Related to the Production,
Authorization, and Listing for Insurance of Herbal Medicine Products in
South Korea and Taiwan
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Objectives: Systems related to the production, authorization, and listing for insurance of herbal medicine products
were compared between South Korea and Taiwan to illuminate herbal medicine products system issues in South
Korea.

Methods: Papers, and laws and policies related to the production, authorization, and listing for insurance of herbal
medicine products in South Korea and Taiwan are analyzed to create the primary documents. The documents from
South Korea were screened with the advice of a specialist, while those from Taiwan have been verified through local
investigation and with the help of a related specialist. The screened documents were then compared and analyzed
in the order of the systems related to the production, authorization, and listing for insurance of herbal medicine
products.

Results: The systems related to the production of herbal medicine products satisfy GMP requirements in both
countries, while Taiwan has more specialized systems related to the production of herbal medicine products and a
more strict authorization program as compared to South Korea. While South Korea has most of the herbal medicine
products classified as non-prescription drugs, Taiwan has them as prescription drugs. And while South Korea does
not allow new herbal medicine products to be listed for insurance, Taiwan allows for once-a-year application toward
listing for insurance.

Conclusions: In order to ensure the safe and effective use of herbal medicine products, systems related to the
production, authorization, and listing for insurance of herbal medicine products are to be established, while the
categorization of medicine products principally used by Korean medicine doctors should be prepared. Furthermore,
prescription by a Korean medicine doctor for new drugs made with natural products and their listing for insurance
need to be encouraged.
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Searching papers with key words
T A, TetAA B, Tk A
5171, -StekElA] HE’ at Natonal
Assembly Library, DBPIA, KISS,
Ewoboe Scholar and RISS from July
1th to 3th, 2011.

v v

101 papers is searched

Searching the laws about herbal medicne at
National Law Information Center (warw.law.go.kr)
from July bth to 12th, 2011.

We found ‘The Pharmaceubical affairs law’,
Permissaon level for heavy metal content of law

« Exclusion of papers material medidne, ‘The Rule about Herbal Products
1.Clinical Stndies - 33 Authorization and Dedaration’, “The Criterion of
ZNo relaied papers o dass mumber for Medidnes', “The List of harance

the herbal medidne
products system - 39

Rambwsement for Herb Extracts and Table of Maxzirmm
Price" The Rue about Standard of MNational Heddth
Inarance Reimbursement”.

29 papers are selected.

1st Doaments about Herbal Mediane
Products System in South Korea

v

| 1st Consultation |

|
| Revision |
|

‘ 2nd Consultation |

L/

Completed Documents abowt Herbal
Medicine Products System in South Korea

Fig. 1. Flow chart of the Research Process about Herbal Medicine Products System in South Korea
Papers, and laws and policies related to the production, authorization, and listing for insurance of herbal medicine products in South Korea
analyzed to create the primary documents. The documents from South Korea are screened with the advice of specialists.
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Searching papers with key words
ot Fok, Wk Folsk, yuk sot
HA’, ‘Taiwan Herbal Medicine’,
Taiwan Chinese medidne, at
National Assembly Library. DBPIA,
KISS, EKwobo Scholar, RISS and
google from July 1th to 3th, 2011.

35 papers are searched

Searching the laws of herbal Mediane in Tarwan at
Buream of MNational Health Insurance in Taiwan
hompage  (http/www.nhi.gov.tw/), Committee on
Chinese Mediane and Pharmacy in Taiwan
hompage {http:/Awrwrw.ccmp.gov.tw/index. asp),
Department of Health in Tawan homepage
(http:/ferwrw. doh.gov.tw/cht 2006 Andex _populace.aspx)
. Laws and Regulations on Management of Chinese
Mediane Products in Taiwan. Laws and Regulations
on Management of Chinese Medicdne and Pharmacy,
Indicators on Chinese Mediane Administration, The
complation directiing mamal of the training exact
dfect for the Traditional Chinese Medicme GMP
factories and Yearbook of Herbal Medidne Industry
2009,

system: 18

= Exchision of papers

HNo related papers to
Tamwanese hexbal
medidne prodods

17 papers are selected.

We found ‘The Pharmaceutical affairs lawr,
Permissaon level for heavy metal content of
Chinese herbal extract’, The Bule about Mediane
Registration and Inspection’., ‘The Rule about New
Tradiional Chnese Medidne Regisoration’, The
Standard of Clinical Practice of New Tradtional
Chinese mediane’. The Rule aboumt Standard of
Hational Health Inawrance Reimbursement '

1st Doaments about Herbal Medidne
Products System in Taiwan

v

| Local Investigation |

| Revision |

| 2nd Consultation |

v

Completed Documents about Herbal
Medicine Products System in Tarwan

Fig. 2. Flow chart of the Research Process about Herbal Medicine Products System in Taiwan
Papers, and laws and policies related to the production, authorization, and listing for insurance of herbal medicine products in Taiwan analyzed
to create the primary documents. The documents from Taiwan are screened with local investigation and the advice of specialists.
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Table 1. The Major Society and Economic Indicators of South Korea and Taiwan (2008, 2009 GDP)

Items(unit) South Korea Taiwan
Population(persons) 48,606,790 23,037,031
Aging of Population aged 65 and over(%) 10.3 10.43
Average Life Expectancy(years) 83.3 78.54
Infant Mortality(per 1,000 live births) 35 4.69
2009 GDP(USS) 832,512 378,969
Table 2. The Health Care Indicators of South Korea and Taiwan (2008)
Items(unit) South Korea Taiwan
Doctor 195.0 161.0
Health Il\il)?)ngg(\;ver Traditional Medicine Doctor 36.0 22.1
(p;rerson’s) Dentist 49.0 482
Nurse 508.0 446.1
Hospital and Clinics 37.955 10,819
Traditional Medicine Hospital 11,387 3,182
Medical Institution Dental Hospital 13,802 6,173
Etc Health Center 3,448 :
Total 58,099 20,174
Beds(Per 10,000 persons) 102 66.37

Items

Table 3. Comparison of Health Insurance System of Traditional Herbal Medicine in South Korea and Taiwanese

Insurance Payment System

South Korea(2009)

Taiwan(2011)

Total Insurance Finance

Total Insurance Payment for
Traditional Medicine

Medication Payment for Traditional
Medicine Insurance

Insurance of Traditional
Herbal Medicine

Medical Insurance Fee

Fee-For-Service
39,430 billion Won(2009)

4% of Total Insurance Finance

1.2% of Korean Medical Insurance

56 Singular Mixed Herbal Extracts,
68 Singular Herb Extracts

Consultaion Fee
Medication Fee
Dispensing Fee

Global Budget
508 billion NT$

4% of Total Insurance Finance

30% of Chinese Medical Insurance

Herbal New Drugs and the Singular Herb Extracts
for Chinese Medicine Doctor that is produced in
GMP factory,

Complex Herbal Extracts that is reported on
'Common Clinical Traditional Chinese Medicine
Prescription Sandard ([ #; F & ke 1 )
Consultation Fee per a visit 80-310 NT$
Medication Fee per a visit 30 NT$/a day
Dispensing Fee 10 or 20 NT$

Table 4. The Comparison of Herbal Medicine Products’ Production System in South Korea and Taiwan

Nation The Standard for Pollutant of Herbal medicine Standard for Standard Standard of Herbal
products GMP Prescription Medicine Products
South Korea Permission Level for Heavy Mgtal Content of KGMP None None
Law Material Medicine
Permission Level for Heavy Metal Content of .
Taiwan Chinese Herbal Extract CGMP Unified Formulas Staﬁiiggloé‘)gg;ese
(PEERHRR A TR SR 2 )
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Table 5. The Comparison of Herbal Medicine Products” Authorization System and Medicine Classification System in South
Korea and Taiwan

Nation The Law about Authorization Medicine Classification Effectiveness Classification
The Rule about Herbal Products Authorization Non-Prescription Medicine According to the Western
South Korea . except New Herbal Drugs and . . .
and Declaration _ Medicine Classification
4 Constitution Drugs
® The Rule about Medicine Registration and
Inspection
® The Rule about New Traditional Chinese
Medicine Registration
Taiwan ® The Standard of Clinical Practice of New According to the Chinese

.. . . P; iption Medici
Traditional Chinese Medicine rescription Medicine

- The stability data and test of TLC should be
submitted for herbal products.
- Indicator component data should be submitted
for herbal extracts.

Medicine Classification

Table 6. The Comparison of Herbal Medicine Products’ Listing for Insurance System in South Korea and Taiwan

Listing for

Nation The Law about Listing for Insurance
Insurance System

Herbal Medicine Products to be listed for Insurance

® The List of Insurance
Reimbursement for Herb Extracts and

South . . Positive List 56 Singular Mixed Herb Extracts, 68 Singular Herb
Korea Table of Maximum Price system Extracts
® The Rule about Standard of National
Health Insurance Reimbursement
Herbal New Drugs and the Singular Herb Extracts for
Standard of National Health Insurance Chinese Medicine Doctor that is produced in GMP
Taiwan Pharmaceutical Pricing and Negative List factory,
Reimbursement System Complex Herb Extracts that is reported on 'Common
(4 R{EF{F g EILHE) Clinical Traditional Chinese Medicine Prescription

Standard (PR 4 RPEHE S )'

A Comparison of The Amount of Traditional Herbal A Comparison of The Amount of Traditional Herbal Medicine
Medicine Production in Korea and Taiwan Production for a person in Korea and Taiwan
4000 12,000
3500
10,000
3000 W“r
2500 8,000
2000 /..;QC 6,000 N
1500 4,000 \‘\‘_"\-..
1000
2,000
500
0
0
2002 2003 2004 2005 2006 2007 2008 2002 2003 2004 2005 2006 2007 2008
itional Herbal Medicine Production in Taiwan(L00million Won) — —fli=The Amount of Traditional Herbal Medicine Production a person in Taiwan(100millicn Won)
itional Herbal Medicine Production in Kerea(100million Won) +Th? Amount of Traditional Herbal Medicine Preduction a person in Korea(100millien Won)

Fig. 3. A Comparison of the Amount of Traditional Herbal Medicine Production in South Korea and Taiwan
From 2003, the amount of traditional herbal medicine production in Korea has decreased, but in Taiwan, the amount of traditional herbal
medicine production has increased.
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Questionnaires about Taiwanese Herbal Medicine Production

System to Taiwanese Specialists
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