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Abstract

Traditional Chinese Medicine (TCM) constitutes an ancient
treasure of indigenous knowledge which can contribute substantially
to the improvement of people’s health in all nations. Its potential
multi-billion dollar world-wide market, however, is contingent upon
its scientific development to ensure high quality, efficacy, safety, and
standardization of its products and practices. Research necessary for
this development of TCM, however, is hampered by the difficulty of
extending intellectual property rights protection to traditional or
indigenous knowledge such as TCM because much of it falls in the
public domain. Thus, there is a need to develop new ways of
protecting such knowledge to maintain a balance of rights and
obligations central to the TRIPS agreement. Therefore, the research
on TCM necessary for its scientific development, must produce new
traditional knowledge and/or new production procedures in order to
qualify for IPR protection. Alternatively, a new legal framework
designed specifically to protect indigenous knowledge could be

developed to ensure such research continues. A sui generis system is
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being advocated by many governments and non-governmental
organizations; however, there are still many points of disagreement.
Efforts are being made in both directions in various countries to
ensure the private rights of researchers and developers as well as
collective rights of traditional knowledge holders and entire
communities from which such knowledge is derived. This is
particularly important for Taiwan to be able to capitalize on its
cultural heritage. Ultimately, there must be better provisions for
ensuring the balancing of intellectual property rights and the public

interest in general.

R EEEPE AN ERCaERTERR 2 +HUE
EALFHEEFEENERANE - LHEEE (Chinese Herbal
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TREHTKE 2003 A HAKGAE 432003588 BS3.

4 World Health Organization, WHO Traditional Medicine Strategy, 2002-2005
Geneva; WHO (2000).

’ Ibid.

¢ Ibid.

7 & % 854X hitp://www.books.com.tw/magazine/item/bio1118.htm » F 4& 5| % 8
A2005 4544118

P PRERBAKHMTTRABANE  PERAXRARAEY » &3 2001
%128 R 1226

? Tbid.

0 World Health Organization, WHO Traditional Medicine Strategy, 2002-2005
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Geneva: WHO (2000).

" PERAAFEMTRBHEREAE SR LR E RSN 4362003
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3 Clarke, Juanne N. Health, Illness, and Medicine in Canada. 3™ edition. Toronto:
Oxford University Press (2000) - )
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BRI RS - Y - (ki (Food Drug Cosmetics Act) Z#H
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B BRYE NS FiTEE B+ RN e #
i 8 fEE” - MRS PEERS  FEREHEEL
IR EIAE - RN B LR EIGHEEA I ik - 8
FiftE < BAK B R mT ] - AR+ FEE MM BRI - DU
BB (LR B R SGE AR R <RI T - PR A
RATEM » TR B CRR - EERENT - K2 -
KR NER ~ LIRS ERABRABRARNGE » hEE L
MERRA AR - £ - B - BABS Kt R =K%,
BRI R AT - T bl =82S RS EE = EE R+
BRSBTS - THE N R8BI RAER ST S EREN
JRHA - R AETEKPERE - BINEEMEEIRE - Bt 5%

2 Cary Elizabeth Zuk, HERBAL REMEDIES ARE NOT DIETARY
SUPPLEMENTS: A PROPOSAL FOR EGULATORY REFORM, 11 Hastings
Women's L.J. 29, 29-38 (2000). Edgar R. Cataxinos, REGULATION OF
HERBAL MEDICATIONS IN THE UNITED STATES: GERMANY
PROVIDES A MODEL FOR REFORM, Utah L. Rev. 561, 561-576 (1995).

P AEMHAMBEAABERNRE — 23S G FDARLAR MR i
FDA A=+ X - AEE - 2 FDA A AMBHMA T A - RIATD I T
AR BBAFTrAZRER F-BRZBRRR ALY —+mE
AT AREZ R MR - AR BLNERLEMEZR 2O ERRME
KATHEH AR REREETH HELTLHEARELEEEA LS
Ak 2 B RAME - 2R —MRABEERTRA > 2 AXEY
£ ¥ T # 100 2] 300 {5 B4 A HMMARB - =AM ERHLTARR
ERTFTANRAMESHBR - BX AP -—REATEEVARMEBEELRL
EHOAE BOREXTABMOBAURTUELHIER - RS A
ZRBERVATES  QAUMBRT XS FDA UK - RERF
ey FM o BYE > FDA LR — Sk REEMB Pk RABRE FDA
BT RGP T BUi— 2 8] 69 IR &b 4T 1 - Weishi Li, Botanical Drugs:
A Future for Herbal Medicines, 19 J. Contemp. Health L. & Pol'y 117, 117-127
(2002).
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“EMARBAASURNELKRBZ AR L B E2Z— Ramirez, José Luis. 2003.
“International Workshop: Building (Bio) Pharmaceutical Systems in Developing
Countries, United Nations University Institute for New Technologies INTECH),
Maastricht, February 26-27. http://www.intech.unu.edw/events/workshops/26-27
feb2003report.pdf. - M EF A M AR BGHR » e MELFAF Rty n
ARTR (MALHEARRARF @ Y EH 200 EEHRAR 140 R D
HWis®) MERAERARRFAGAR  LAENI MK ZIATRER
B4 8 % ¥ - Du-Shieng Chien, The Role of Asia in global Drug Discovery and
Development, 37 Drug Information Journal 1, 3-9 (2003).
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% -~ K48 M # M » World Health Organization Regulatory. Situation of Herbal
Medicines: a worldwide review, WHO/TRM/98.1, WHO Geneva (1998),
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(the EU Traditional Herbal Medicinal Products Directive ) » 35§54
E#E TR IEET 2001/83/EC 5% EERFE@BER —O0FH
F+ A - DEEMHRARER DRSS E R - b - sk
A R5HEY)E (the Food and Drugs Act) 4 FE117 HARRRREE
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% ABMRMADIEE BT AEN 1994 £ 1088 B ANY B B AL
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MR -EF RFPERE AT CHRMARME  EERE SRR
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HREAKEP TN LB T4 E o Joseph A, Levitt, Regulation of Dietary
Supplements: FDA’s Strategic Plan, 57 Food Drug L.J.1, 1-2 (2002).
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Bk Bl PEREUREFI KX RSB OWE > Afrn LMz
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o AN FERN P K28R - Scott Marin, Unlabelled “Drugs” as
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KNEEIRH)ET 88 fL A5 BB (the Pharmaceutical Administration
Law ) B — i, |, — S oh i g {F #5451 ( Regulations on the Protection
of Traditional Chinese Medicines ) » HAMEREEHBIFTE_OO
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WHO Traditional Medicine Strategy ) | > E3E 23K 180 fERBH
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— ~ FIERABZ

Haitt s e HER R EARE - GEEY) - HEYI R
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NEDAHS) " FRERACHFEER AR, CERHE B
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US Health Policy. The Case for Claims on Medicinal Herb Labels, Canada
Provides a Model For Reform, Arizona Journal of International and Comparative
law, Fall, pp.564-574 (1992). Gordon S. Jepson, Regulation of Natural Health
Products in Canada, 57 Food Drug L. J. 59, 59-71 (2002).
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32 1i, Weishi. Botanical Drugs: A Future for Herbal Medicines, Journal of
Contemporary Health Law and Policy, Vol. 117, Winter, pp 117-149 (2002).

¥ Schroeder, Teresa. Comment: Chinese Regulation of Traditional Chinese
Medicine in the Modern World: Can the Chinese Effectively Profit from One of
their Most Valuable Cultural Resources? Pacific Rim Law and Policy Journal,
Volume 11, June. pp. 687-716 (2002).

* Tbid.
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% Jia, Heping and Anju Sharma. Http://www.SciDev.Net. Printed in Indigenous
Knowledge News Asia, April (2004), http://ik-pages.net.

37 Li, Weishi. Botanical Drugs: A Future for Herbal Medicines, Journal of
Contemporary Health Law and Policy, Vol. 117, Winter. p.117-149 (2002).
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% Council Directive 65/66/EEC of 26 January 1965 laying down specific criteria of
purity for preservatives authorized for use in foodstuffs intended for human
consumption,
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‘! Brown, Kathryn. The Business of Human Genome, Scientific American, 7:42
(2002).
European Union. European Parliament and the Council of the European Union.
Amended by Directive 2004/24/EC 2004 of the European Parliament and of the
Council of 31 March 2004 amending, as regards traditional herbal medicinal
products, Directive 2001/83/EC on the community code relating to medicinal
products for human use, Official Journal of the European Communities, L 136,
Pp85-90, 30/4/2002.
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2 China. org. cn. EU Regulation Affects TCM Exports, 2004 August, http://china.
org.cn/english/2004/103236.htm.
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en/oj/dat/2004/1_006/1_00620040110en00290037.pdf
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“ Alan Bensoussan & Stephen P Myers, TOWARDS A SAFER CHOICE The
Practice of Traditional Chinese Medicine in Australia, November 1996,
http://www.dhs.vic.gov.aw/pdpd/chinese/report/xecsum.htm °

% Schroeder, Teresa. Comment: Chinese Regulation of Traditional Chinese
Medicine in the Modern World: Can the Chinese Effectively Profit from One of
their Most Valuable Cultural Resources? Pacific Rim Law and Policy Journal,
Volume 11, pp.695-697 June. (2002).

7 World Health Organization, Regulatory Situation of Herbal Medicines: a
worldwide review, WHO/TRM/98.1, WHO Geneva. (1998), http://www.who.int/
medicines/library/trm/who-trm-98-1/who-trm-98-1.doc °
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* Australian Government, Department of Health and Ageing Therapeutic Goods
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3¢ Alan Bensoussan & Stephen P Myers, TOWARDS A SAFER CHOICE The
Practice of Traditional Chinese Medicine in Australia, November 1996,
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3! Brown, Kathryn. The Business of Human Genome, Scientific American, 7:42
(2000). Du-Shieng Chien, The Role of Asia in global Drug Discovery and
Development, 37 Drug Information Journal, 3-9 (2003). Philip W. Grubb, Patents
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for Chemicals, Pharmaceuticals, and Biotechnology. (Oxford: Oxford University
Press 1999). A. Haluin, Protecting Your Biotechnology Inventions, 3 Chemtech,
52 (1993).

2 World Health Organization, n. d. “Legal Texts: the WTO Agreements”,
http://www.wto.org/english/docs_e/legal_e/ursum_e.htm

* Yinliang Liu, IPR Protection for New Traditional Knowledge: With a Case Study
of Traditional Chinese Medicine, 4 European Intellectual Property Review 194,
194-199 (2003).
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 Juanne N. Clarke, Health, Illness, and Medicine in Canada (3™ ed. Toronto:
Oxford University Press 2000).
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Benefit Sharing, Cardozo Journal of International and Comparative Law,
pp.785~787, Summer (2003).

T BB AR ERA —OO S oA R A E RURMZ T HRE
—Hotmfe ki OOz 4#=BZ2+H&EA ERIHE-_COXES
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F2002-2005 % % 4 8 # 2 3% £ % (the WHO Traditional Medicine

Strategy ) ; H LK B0 BBA LR AMABBAERHR

3 Richard Wilder, Protection of Traditional Medicine, World Health Organization.
Commission on Macroeconomics and Health, CMH Working Paper No. WG 4:4,
July (2001).
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* Indigenous People’s Biodiversity Network. indigenous Peoples, Indigenous
Knowledge and Innovations, and the Convention on Biodiversity. Paper
presented to the Third Conference of the Parties to the Convention on
Biodiversity, Buenos Aires, November 4-15 (1996).

% Ibid. )

ol Stephen A. Hansen, & Justin W. VanFleet, Traditional Knowledge and Intellectual
Property: A Handbook on Issues and Options for Traditional Knowledge Holders
in Protecting Their Intellectual Property and Maintaining Biological Diversity
(Washington, D.C.: American Association for the Advancement of Science 2003).
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