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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 T Integrated
Data Bank of regulations of Traditional Chinese Medicine ; has been established
and subsequently distributed to schools and associations relevant of TCM . The
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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 ' 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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1.3 R
(1)FDA (Food and Drug Administration) % *t: http://www.fda.gov
(2) Botanical Review Team (BRT) % zk:

http://www.fda.gov/cder/OfficessfODE_V_ BRT/default.htm

The CDER Botanical Review Team (BRT) provides scientific
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 ) b :

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 : a.Legislative Resources-
View All,Congressional Bills, Congressional Record, Public
and Private Laws, United States Code. b.Executive Resources-
View All, Code of Federal Regulations, Federal Register,
Presidential Materials, c.Judicial Resources- View Al, Supreme
Court Web Site

2.%E
(1) EMEA (European Medicines Agency) izt

http://www.emea.eu.int

(2)EUROPA =t : http://europa.eu/index_en.htm

P AE A FHE C http/www.mhlw.go.jp (&= P < HR)
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() B AEFzdp e WKegF | £ K botanical ~ herbal ~ &
Traditional Herbal Medicinal Products (THMP) % herbal ~ p ~—
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(1) % WL & 4 5 FDA, Botanical Review Team (BRT) 2006/11/02
Frequently Asked Questions on Botanical Drug Product
Development * FDA2006/8/4 Significant Items > MedWatch Safety
Summaries - Ephedrine2006/6/27FDA Statement on Street Drugs
Containing Botanical Ephedrine °

G)BmPREE "*‘ » EMEA, Committee for Medicinal Products for
Human Use (CHMP) 2006/10/13 Publication and consultation of
Community monographs > EMEA, Committee for Medicinal
Products for Human Use (CHMP) 2006/10/12 Publication and
consultation of entries to the Community list » EMEA2006/9/4
Inspections - What's New ArchiveWhat's New in Inspections
Archive °

(F)PAREREFLELF @Y 2003/1/6 ¥ AEOVHbY5E > F
NRFALADLDNRIEERTIEG IOV T 7Ty E DL HP
IR bR RE & R(EKGLEFT FES)IIoVT

(M) ¥ B A ERRE 58T EE I E 2006/07/20 B ¥t g ¢ <
REF > FAPIRANFIRERZ ERRE R DL
S0 WA S E S TR E LA 2006/07/17 Aok (BT Y E GRS
A ALY L SR Y G MR AT )
oo B RE S E TR E R 2006/09/28 Bk 3NA ¢ Fe 5
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