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Study on the Reorganization and
Establishment of Databank on

Regulations of Chinese Medicines

Wan-Nan Yu

National Union of Pharmacist Associations of Republic of China

ABSTRACT

The aim of this study is to establish good management and guidance
mechanism of the traditional Chinese medicine (TCM) industry through the
reorganization of the regulations so that the steadily growth of the TCM industry
can be reached. In this study, differentiating the management framework,
integrating administrative law resources, organizing the task force of law and
policy-making consultation of Traditional Chinese Medicine from different
background have been conducted. The task force discussed on the legal cases that
Committee of Chinese Medicine and Pharmacy handed in every month.
Collecting and sorting out the legal rules of U.S.A., European Union, Japan and
Mainland China have been carried out in this study as well, so that the legal
advisory opinion can be provided weekly. Furthermore, in this study the regulations,
interpretations, commentaries, mandates and court verdicts of Ministry of Justice
and the Judicial Yuan, and the relevant laws, regulations, administrative rules of
Department of Health and Committee of Chinese Medicine and Pharmacy since
1971 have been put in order. The information has been sorted in accordance with
regulation name, regulation content, year of announcement, classification and
design formula, and brought them into searching mechanism, thus the CD of

72007 retrieve system of Integrated Data Bank of regulations of Traditional
Chinese Medicine ; had been established and subsequently distributed to schools
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and associations relevant of TCM. The websites and platforms of National
Association of Pharmacist and Committee of Chinese Medicine and Pharmacy have
also been established by which services for queries and update is provided.The
draft of the procedure, framework and amendment clauses of the relevant laws have
been formulated in this study in accordance with manufacture, import, delivery,
dispensing, management, consumer behavior and distribution responsibilities of
TCM. The experts of science and technology of TCM and regulation qualified
personnel are recommended by the relevant industries, associations and schools to
set up the T Professional personnel Data Bank of science, technology and
regulation of Traditional Chinese Medicine ; , which is also included in the
aforementioned platform to provide the consultative channel for the government
and industry.

Keywords: consultation of regulations, Integrated Data Bank of regulations of
Traditional Chinese Medicine
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1.FDA (Food and Drug Administration ) % =t http://www.fda.gov

2.Botanical Review Team (BRT) 4 zk:
http://www.fda.gov/cder/OfficessfODE_V_ BRT/default.htm

The CDER Botanical Review Team (BRT) provides scientific
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expertise on botanical issues to the reviewing staff and ensures
consistent interpretation of the Guidance for Industry-Botanical
Drug Products The BRT participates in all phases of review,
meetings and decision-making processes for all botanical
pre-Investigational New Drug (IND) applications, INDs, and
New Drug Applications (NDAs).

3. GPO (Government Printing Office) 3 #E : http://www. gpoaccess.gov

The U.S. Government Printing Office disseminates official
information from all three branches of the Federal Government.
GPO Access Resources by Branch : 1.Legislative Resources-
View All,Congressional Bills, Congressional Record, Public and
Private Laws, United States Code. 2. Executive Resources-
View All, Code of Federal Regulations, Federal Register,
Presidential Materials, 3. Judicial Resources- View Al,
Supreme Court Web Site

(=) =g
1.EMEA ( European Medicines Agency ) 4 b :
http://www.emea.eu.int
2.EUROPA =t © http://europa.eu/index_en.htm
(Z)p AE2 ¥
http://www.mhlw.go.jp (¥ = F < ¥ /&)
(z)? B+
L¢P ELALfrRR 7S S ESTRFELA
http://www.sda.gov.cn
2.¢ AL rR R 7P %5 z ? 12 £ http://www.satcm.gov.cn
B AEpe R W 4eET £ | botanical ~herbal ~ % ' Traditional
Herbal Medicinal Products (THMP) % herbal ~ p #—j & ~ ¢ =
M- o W S FRER PR P AR R R B
13’? bh’#ﬁﬁfygil L&#T/z|—%_§_ﬁ”f$l\ﬁvi":ﬁﬂ%’?f\ﬁq#ﬂﬁ&'g/z
Fotgs Ao P R TP BRpEE e  FL LTSS
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I.NCTR 2003-2004 Research Plans and Accomplishments,
Genetic and Reproductive Toxicology - 2007/1/05

2.NCTR Research Accomplishments and Plans-FY 2002-2003,
Genetic and Reproductive Toxicology » 2007/1/04

3. Quality Research for Therapeutic Botanicals - 2007/7/23

4.Violation Code translation - Misbranded because it or its
ingredients purport to be or are represented as Ginseng, but are
not an herb or herbal ingredient derived from a plant classified
within - 2007/8/03

5. Guidance for Industry Botanical Drug Products - 2007/1/08
6.Review of Botanical Drug Products - 2007/1/05

(=) B 304

1. Assessment report template for the development of community
monographs and for inclusion of herbal substance(s), preparation
(s) or combinations thereof in the list EMEA/HMPC/418902/05

2. Procedure for calls for Scientific data for use in HMPC assessment
work EMEA/HMPC/1004/06

3.Guidance on documentation to be provided by Member States
and Applicants/MAHs in support of a Simplified Registration
Referral under Articles 16¢(1)c and 16¢(4) EMEA/HMPC/
431129/05

4.Procedure for the Preparation of Community monograph for
traditional herbal medicinal products EMEA/HMPC/182320/05
Rev. 2

5.Procedure for the Preparation of Community monograph for
herbal medicinal products with well established medicinal use
EMEA/HMPC/182352/05 Rev. 2
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6. Template for a community herbal monograph EMEA/HMPC/
107436/05 Rev. 2

7.Public Statement on the Interpretation of the term "External Use"
for use in the field of traditional Herbal Medicinal Products
EMEA/HMPC/31897/06

8.Concept Paper on CTD for Traditional Herbal Medicinal
Products EMEA/HMPC/261344/05

9.Draft Guideline on the use of the CTD Format in the preparation
of a registration application for traditional herbal medicinal
products (2007.05.08) EMEA/HMPC/71049/07

10.Draft Procedure for the preparation of an entry to the
Community list of herbal substances, preparations and
combinations thereof for use in traditional herbal medicinal
products' (2007.05.08) EMEA/HMPC/57137/07

11.Structure of the list of herbal substances, preparations and
combinations thereof EMEA/HMPC/100824/05 Rev. 1

12.Guideline on the documentation to be submitted for inclusion
into the list of Hebal substances, preparations,and combinations
thereof EMEA/HMPC/107399/05

13.Procedure for the appointment by the HMPC of a Rapporteur
responsible in the simplified procedure EMEA/HMPC/108877/
05

14. Timetable for the establishment of a community list entry
and/or a community herbal monograph EMEA/HMPC/126542/
05 Rev. 1

15.Template for a submission of a request for expert advice on
herbal medicinal products EMEA/HMPC/119889/05

16.Publication and consultation of EMEA guidance documents
implementing the new pharmaceutical legislation - 2007/03/27

17.EMEA Implementation of the New EU Pharmaceutical
Legislation - 2007/1/05
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18.Guideline on Quality of Herbal Medicinal Products - 2007/1/09

19.Guideline on specifications: Test procedures and Acceptance
Criteria for Herbal Substances, Herbal Preparations and Herbal
Medicinal Products - 2007/1/09

20.EMEA/HMPC/CHMP/CVMP/58222/06 Concept Paper on
Quality of Combination Herbal Medicinal Products - 2007/1/05

21.COMMUNITY HERBAL MONOGRAPH ON CALENDULA
OFFICINALIS L., FLOS - 2007/7/05

22.COMMUNITY HERBAL MONOGRAPH ON HUMULUS
LUPULUS L., FLOS 2007/7/05

23.COMMUNITY HERBAL MONOGRAPH ON FOENICULUM
VULGARE MILLER SUBSP. VULGARE VAR. VULGARE,
AETHEROLEUM - 2007/7/05

24. COMMUNITY HERBAL MONOGRAPH ON
ELEUTHEROCOCCUS SENTICOSUS (RUPR. ET
MAXIM.) MAXIM., RADIX - 2007/7/05

25.Updated Annexes to the HMPC status report on the
implementation of the provisions of Chapter 2a of Directive
2001/83/EC as amended by Directive 2004/24/EC as regards
traditional herbal medicinal - 2007/7/05

26.COMMUNITY HERBAL MONOGRAPH ON PRIMULA
VERIS L. AND PRIMULA ELATIOR (L.) HILL, FLOS -
2007/10/10

27.COMMUNITY HERBAL MONOGRAPH ON URTICA
DIOICA L. AND URTICA URENS L., HERBA - 2007/10/10

28.COMMUNITY HERBAL MONOGRAPH ON SALIX,
CORTEX - 2007/10/10

29.GUIDELINE ON ALLERGEN PRODUCTS: PRODUCTION
AND QUALITY ISSUES - 2007/9/20

30.COMMUNITY FORMAT FOR A GMP CERTIFICATE - 2007/
9/18
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