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ABSTRACT

The EU and US use Free trade agreements as a tool to spread patents on life
regime worldwide. ASEAN countries include Thailand are being forced to join
the little known Budapest Treaty trough US-Thailand FTA and ASEAN FTA. The
Budapest Treaty on the International Recognition of the Deposit of
Microorganisms for the Purposes of Patent Procedure, allows deposits of
microorganisms at an international depositary authority to be recognized for the
purposes of patent procedure. The study found that the signing Budapest have
more negative effect compare to little benefit the country may received. The
Treaty does not allow the on going developed "genetic matterial certification”
which is important for the prior infformed consent and benefit sharing
_mechanism under Convention on Biological Diversity. The Treaty also does not
define the word "microorganism®. This will allow the expanding the patent
protection to cover DNA, plasmid, cell line and others parts of life form. The
étudy propose the government to postpone joining the treaty until there are
enough effective regulations to protect community right and sovereign right over
Thailnd's biodiversity. The more broad discussion among scientific community,
farmer groups and NGOs on the context of ethic, environment and legal

implications also needed.
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aasrruuninddunnslyiseninadssmArasasanemingddunadooyilan (WIPO-

World Intellectual Property Organization)

aERaifdnrnsaduadiuauBiygindeeruiniiendviine
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fusathdushnqauvisduislawienileTlailaumsiuses Tnglidadudiashnsesinall

Mlsemanautlssasfastivreiudnsing

ﬂu‘ﬁﬁ:‘gfy’l‘l‘m%ﬂﬂﬁ u?‘ﬂdil;@l.ﬁnd’l “Budapest Treaty on the International
Recognition of the Deposit of Microorganisms for the Purposes of Patent Procedure, or
Budapest Treaty” L{‘]umu‘ﬁﬁ’mryqswdwﬂ?:mﬂﬁﬁms‘mmnLﬂuﬂ;"-mi‘nﬁn@qgmtﬂaﬁ
Ussinedans Wedudl 28 wmeu 1977 fuatleiuldefausnidleud 9 nsngnau 1980 uax
ﬁmsﬂ%"nﬂ@w?@mﬁmﬂﬂiuﬁ 26 fiutnty 1980 %ﬂﬁ‘iﬂﬁﬂﬂﬂﬂﬂlﬁnwu‘i‘m?mmmﬁm‘

nindauntailgyoyrlan (World Intellectual Property Organization -WiPO)

ﬂqqﬁuﬂﬂizmﬁtfhﬂﬁmmud’ﬂéwLﬂuﬂm“ﬁnmﬂmu“ﬁﬁmmmmLﬂﬂﬁuﬁomu 72
sz uasiinatiadulduds 70 sana’ Tmﬂﬂi‘:mﬂﬁ'Lﬂumm*‘hﬂmﬂqﬁu‘ﬁﬁfyﬂgqﬁ&ummé’u
u.n'aJ:r:mﬁﬁLﬂuﬂm%nmmuﬁﬁ’mtmi_l'l?‘ﬂdﬁé’f)ﬂmsé'uﬂ?mﬂﬁ"wéaumm]q;fm
ARAMNTIN (Paris Convention for the Protection of Industrial Property of 1883) B9ANT
nindAugraunssuuaniiniAuensiu  (The African Regional Industrial Property

Organization -ARIPO) 84ANs@ns1insylsifew (Eurasian Patent Organization -EAPO) Uas

! htp:/imww.wipo.int/treaties/en/ShowResults jsp?lang=en&treaty_id=7



B39ANTANEIMsuMg TS (European Patent Organisation -EPO) muAtUsznAnelé

ums 9(1)(a”) M veaauSdoyqyail

4 | A = .
meamlszmaiiuannBnauidygyaulad (99 72 Uszine)

COUNTRIES STATUS ENTRY INTO FORCE
Albania In Force September 19, 2003
Armenia In Force March 6, 2005
Australia in Force July 7, 1987
Austria In Force April 26, 1984
Azerbaijan In Force October 14, 2003
Betarus In Force Ccetober 19, 2001
Belgium In Force December 15, 1983
Bosnia and Harzegovina In Force January 27, 2009
Bulgaria In Force August 19, 1980
Canada in Force September 21, 1996
China In Force July 1, 1995
Costa Rica In Force September 30, 2008
Croatia in Force February 25, 2000
Cuba In Force February 19, 1994
Czech Republic In Force January 1, 1993
gzz:cratic People's Republic of In Force February 21, 2002
Denmark In Force July 1, 1985
Dominican Republic in Force July 3, 2007
El Salvador In Force August 17, 2006
Estonia In Force September 14, 1996
Finland In Force September 1, 1985
France In Farce August 19, 1980
Georgia In Force September 30, 2005
Germany In Force January 20, 1981
Greece In Force October 30, 1993
Guatemala in Force October 14, 2006
Honduras In Force June 20, 2006
Hungary In Force August 19, 1980
Iceland In Force March 23,.1995
India - |In Force December 17, 2001

2 WIPO web site, Budapest Treaty on the International Recognition of the Deposit of Microorganisms
for the Purposes of Patent Procedure, Article 9 Intergovernmental Industrial Property Organizations



Ireland In Force December 15, 1999
Israel In Force April 26, 1996

italy In Force March 23, 1986
Japan In Force August 19, 1980
Jordan in Force November 14, 2008
Kazakhstan In Force April 24, 2002
Kyrgyzstan In Force May 17, 2003
Latvia In Force December 29, 1994
Liechtenstein in Force August 19, 1981
Lithuania In Force May 9, 1998
Luxembourg Signature

Mexico In Force March 21, 2001
Monaco In Force January 23, 1999
Montenegro in Force June 3, 2006
Netherdands In Force July 2, 1987
Nicaragua In Force August 10, 2006
Norway In Force January 1, 1986
Oman in Force October 16, 2007
Peru in Force January 20, 2009
Philippines In Force October 21, 1981
Poland In Force September 22, 1993
Portugal In Force October 16, 1997
Republic of Korea In Force March 28, 1988
Republic of Moldova in Force December 25, 1991
Romania In Force September 25, 1999
Russian Federation In Force April 22, 1981
Senegal Signature

Serbia In Force February 25, 1994
Singapore In Force February 23, 1995
Slovakia In Force January 1, 1993
Slovenia in Force March 12, 1998
South Africa In Force July 14, 1997
Spain In Force March 19, 1981
Sweden In Force October 1, 1983
Switzerland in Force August 19, 1881
Tajikistan In Force December 25, 1991
H;iefggr::' Yugoslav. Republic off . o August 30, 2002
Trinidad and Tobago In Force March 10, 1694
Tunisia In Force May 23, 2004
Turkey In Force November 30, 1998
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Ukraine In Force July 2, 1997

United Kingdom In Force December 29, 1980
United States of America In Force August 19, 1980
Uzbekistan In Force January 12, 2002

o
INN ¢ http:/Mmww wipo.intftreaties/en/registration/budapest/
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* gnuisnAn1dann Sangeeta, Fager. El debate biopolitico en el ambito europeo y aleman. Bio-
Politics Conference.Fundacion Heinrich Boell. Mexico City. October 22-23, 2004. 74839310 Opinion
of The Office of the Ombudsperson of the Republic of Costa Rica uar Manuel Ruiz, CIEL The
International Debate on Traditional Knowledge as Prior Art in The Patent System, South Centre

* WIPO web site, Summary of the Budapest Treaty on the International Recognition of the Deposit of
Microorganisms for the Purposes of Patent Procedure (1977), retrieved on August 11, 2006
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(International Depositary Authority -IDA)  snusuidaufaefluswsdunn Teelummm 7
magusdnyynauadidindenmuessaienuilifunsiusealfifumicsniu

dnasdaniwenld Teeiisuesdunloulalnaduaselalil
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LTl
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Hamnuasa
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f7%uEANAZAN ANAAMuelustideunig ansianaddnanmand uaznistiiung
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3) awsndeudadnuazinasniesinge unsdifliasnsasniiunisiudnas

dnlaadapsovideatnenins Whs®

Tlaqifuil IDA 37 wuis aglutssindsingr 20 Usznevialan Taadaulngjifhalssina

ARAMNITN (A0 MUZEIRTUT 13 Wmey 2007 )

INTERNATIONAL DEPOSITARY AUTHORITIES

Institution Country Date status acquired
Advanced Biotechnology Center (ABC)........cocooerreieeie v italy February 29, 1996
[Agricultural Research Service Culture Collection (NRRL) ...........cocovovven..n.. LUSA Manuary 31, 1981
American Type Culture Collection (ATCC) ......vceeercriiisiiniieeeeeeee USA Nanuary 31, 1981
Banco Nacional de Algas (BNA) ... Spain October 28, 2605
Belgian Coordinated Collections of Mrcroorgamsms (BCCM““) Belgium March 1, 1992
CABI Bioscience, UK Centre (IM).... United Kingdom March 31, 1983
(Centraalburoau voorScmmmeIcuItures (CBS) Netherlands October 1, 1981
China Center for Type Cuiture Collection (CCTCC) ...................................... China July 1, 1995
China General Microbiological Culture Collection Center (CGMCC).............. China Muly 1, 1995
Coleccion Espaiiola de Cuiftivos Tipo {CECT)... Spain May 31, 1992
Collection nationale de cuftures de m:cm-orgamsmes (CNCM) France August 31, 1984
Collection of industrial Yeasts DBVPG. . ftaly January 31, 1897
Culture Collection of Algae and Protozoa (CCAP) United Kingdom September 30, 1982
Culture Collection of Yeasts (CCY) v Slovakia August 31, 1992
Czech Collection of Microorganisms (CCM)........occceveriiinnrcecieecceerecana, Czech Republic August 31, 1992

. A d - v &
* dunaasiBaieniuillifluunee 7 wessiddygyanwlsd lunamanesmesuariug
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DSMZ — Deutsche Sammiung von Mikroorganismen und Zellkulturen GmbH

(DSMZ) ... Germany Cctober 1, 1981
Furcpean Collectlon of CeII Cultures (ECACC) ............................................. United Kingdom September 30, 1984
JIAFB Coilection of Industrial Microorganisms ................cccooeveeceiieivcvveiveacnn. Poland Peacember 31, 2000

:ntemational Patent Organism Depositary (IPOD), National Institute of Advanced
ndustrial Science and Technology (AIST} ..o apan

May 1, 1981

Korean Cell Line Research Foundation (KCLRF)...............ccooeveiriievennnnn.

Republic of Korea

August 31, 1993

Korean Collection for Type Cultures (KCTC).....cocvvveieeiieceeie e

Republic of Korea

Hune 30, 1990

orean Culture Center of Microorganisms (KCCM)...

Republic of Korea

June 30, 1990

Mcroblal Strain Collection of Latvia (MSCL) ... Latvia May 31, 1897
icrobia! Type Culture Collection and Gene Bank (MTCC) ndia October 4, 2002
ationat Bank for Industrial Microorganisms and Cell Cultures (NB!MCC) Bulgaria October 31, 1987

National Collection of Agricuitural and [ndustrial Microorganisms {NCAIM) Hungary June 1, 1986

National Colection of Type Cultures (NCTC) ....ccovnriieiiiiicicecreceeaee,

United Kingdom

August 31, 1982

National Collection of Yeast Cultures (NCYC).............c....covcvevevrieeeivirrinn

United Kingdom

Wanuary 31, 1982

National Collections of Industrial, Food and Marine Bacteria (NCIMB) .._.......

United Kingdom

March 31, 1982

National Institute for Biological Standards and Control (NIBSC)...........cocev...

United Kingdom

December 16, 2004

National Institute of Technology and Evaluation, Patent Microorganism
Depositary (NPMD) . ...t iesr ettt seea e aeaennnes apan

Aprii 1, 2004

National Measurement Institute (NMI}

Australia

September 30, 1988

National Microbiology Laberatory, Health Canada (NMLHC).........................

Canada

November 30, 1998

Mational Research Center of Antibictics (NRCA)......covoevmeveieeieeeieeeieeee

Russian Federation

August 31, 1987

Polish Collection of Microorganisms (PCM).............ocvvcvviiiviiniicn s

Poland

IDecember 31, 2000

Russian Collection of Microorganisms (VIKM)................cocvveeeveeeiieeievecnnn..

Russian Federation

August 31, 1987

Russian National Collection of Industrial Microorganisms (VKPM) ...............

Russian Federation

August 31, 1987

(Total: 37 Authorities)
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bacteriophage vectors w3ala5a)

. #45%38 (organisms) Tl lunrsusmseentestiu (WamTUsAuANAwa)
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. gasl, aqmde, Tusleda, eucaryotic cells, cell lines, hybridomas, viruses,
& A P = ° .
Watlang, aUef uar hosts sT9a139MIN vectors, cell organelles, plasmids,

DNA, RNA, tiu uasiasiulan

. purified nucleic acids
. anTedafildfinaiiwuadnduqfunidditeld 1y “naked” DNA, RNA,
vizanaraiin

sraazasauazaassaienlunisiudhnaisfanan

ngua:ﬂﬂaztﬁﬂﬂ'Lun'mﬁué’udﬂnﬁqazifwmﬁqmw&u usnF ldRNIdaEaY
BT %qf’ztﬂu‘lﬂmm‘::l.ﬁﬂuﬁ'ﬂu%ﬁcyrgmmLﬂﬂﬁlﬁtﬂm'ﬁm’l’a’ viu lu Rule 13.2(a) of the
Regulations  sanflestasidundaiimumsine 1w Guide to the Deposit of
Microorganisms B4 Rule 6.3 of the Regulations 11118

Fethadu aomhudurnansianawda  International Depositary Authority The
National Measurement Institute (NMI) Y8400@AAsT  Futhnuuafide (393D
actinomycetes), Bad uazidos éq‘lu'hia1ﬁqnqwﬁdﬂf?ﬂﬁum§ﬁﬁuazﬁmf:' LATAINITD
dufnmBldluanmududs  uasinlfufieuudude  (freeze-drying)  iduieafuans?
Usenaudatinsationdan (Nucleic acid preparations and phages) delivnWAnsunse
lusnmiesfiAnimialy missendldlid@aiudinansdannannangsed da9 i uas
algal and protozoal cultures, cultures of viral, rickettsial and chlamydial agents ﬂ?‘ﬂ@gﬂ%w
i‘f;ﬁ’mma‘m:‘@uaLﬂuﬁmﬂmzijmﬂﬁué’nm

taadrsrrudlenlunsiuineuiluldauseasidaadrede

Details fee (AUD)
Storage 1,000
Issuance of a viability statement on an existing deposit 270
Furnishing of a sample 270

al g a o g e = ;o ) |\ o o
IUﬂﬁ‘xL'ﬂﬂfylluu“u‘)ﬂ\'l'lu‘ﬂLﬂUTﬂMﬂqﬂQﬂWW“ﬂqﬂlWN TALAQAZUWINTIEATIAEN

nsliFnsuansinaiy daatinay  National Institute of Technology and Evaluation,

» =4

Patent Microorganisms Depositary (NPMD) desvagiiles  Chiba tlaliiinasiuein

4|

7 Depositary Institutions Having Acquired the Status of Intemational Depositary Authority Under the
Budapest Treaty, Last updated: April 2005 .
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Actinomycetes 81519 WANIBRANYHE | archea, WUATIFE, bacteriophages, fadau,
‘as, wanadle (in hosts or not in hosts) uszElas usaniduaaindagndnliluduagia
vaeadanadanmssAui 3 v5e 4 aunAsgIU NITE (National Institute of Technology

and Evaluation) 1aacfu {lusiu TauAad1Enisiall

Actinomycetes, archea, bacteria, bacteriophages, fungi, Fee (JPY)
plasmids (in hosts or not in hosts) and yeasts:
(a) Storage (for 30 years)
- original deposit 139,000
- new deposit 9,000
(b) Issuance of communication under Rule 7.6 2,000
(c) Issuance of viability statement
(i) if the viability test is to be carried out 16,000
(i) based on the last viability test 2,000
(d) Furnishing of a sample (plus handling charge) 6,000
(e) Issuance of attestation under Rule 8.2 2,000

lunnizimiseeunsld DA resdilu Bnuvievilsdie National Institute of
Advance Industrial Science and Technology (AIST) ﬁLﬁm Tsukuba 13‘14 Wiy
Anagsuitlen original deposit 1w 220,000 JPY uay new deposit WiLdY 16,000
JPY ilusiu

TudszimeBwida  Microbial Type Culture Collection and Gene Bank (MTCC)
Institute of Microbial Technology (IMTECH) é’m%fﬁlﬂm Chandigarh EipFusn wuRne,
L%ﬂ?’]. fias, bacteriophages, plasmids in a host and/or as isolated DNA preparations
belonging to Hazard Groups 1 and 2 ff'\'iﬁ']ﬂﬂﬂiﬂﬂﬂﬂ‘)ﬂﬂﬂﬂﬂﬁ‘ﬁﬂﬁﬂ #auqaTnsnulas
Fugnssn uaL isolated DNA  azayaalddnlddiulinadadmuafifganly dou
smsanmieanelfiianansiusegunndansdeniifesntuduinaiu

Arsssuttinuluntsfunn AuAtsesa il ®

Details INR
Storage 15,000
Conversion of a deposit 15,000
Extension of duration storage (per year) - 2,000
Issuance of a viability statement on the basis of test 3,000

8 Depositary Institutions Having Acquired the Status of Intemational Depositary Authority Under the
Budapest Treaty w1 19 aulvanldiann hitp:/amww.wipo.intitreaties/en/registration/budapest/
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Issuance of a viability statement on the basis of last viability test | 1,000
Furnishing of a sample 3,000
Communication of information 1,000
Issuance of an attestation 1,000

Lastupdated: December 2004

dwiuluauigening missenisuednansianmaneld DA T TFsuunliasing
h:ﬁ]‘ﬂﬂ FaeENdy Agricultural Research Service Culture Collection (NRRL) ‘71"3"5
8aduend fwuaansTanmisudn s

1wy S8 molds uaz Actinomycetales WnwiaRldiLINERTNEILAY
ARATUNTTN anidu

(a) Actinobacillus (all species); Actinomyces (anaerobic/microaerophilic, all
species); Afrizona (all species); Bacillus anthracis; Ban‘dneﬂa (all species); Bordetella
(all species); Borrelia (all species); Brucella (all species); Clostridium botufinum;
Clostridium  chauvoei; Clostridium  haemolyticum; Clostridium  histolyticum;
Clostridium novyi;  Clostridium septicum;  Clostridium tetani:  Corynebacterium
diphtheriae; Corynebacterium equi; Corynebacterium  haemolyticum;
Corynebacterium pseudotuberculosis; Corynebacterium pyogenes; Corynebacterium
renale; Diplococcus (all species); Erysipelothrix (all species); Escherichia coli (all
enteropathogenic types); Franciselfa (all species): Haeino,ohilus (all species); Herellea
(all species); Klebsiella (all species); Leptospira (all species); Listeria (all species):
Mima (all species); Moraxella (all species); Mycobacterium avium; Mycobacterium
bovis; Mycobacterium tuberculosis; Mycoplasma (all species); Neisseria (all species);
Pasteurella (all species); Pseudomonas pseudomallei, Salmonella (all species);
Shigella (all species); Sphaerophorus (all species); Streptobacilius (all species);
Streptococcus (all pathogenic species); Treponema (all species); Vibrio (all species);
Yersinia (all species); |

(b)Blastomyces (all species); Coccidioides (all species);  Cryptococcus

neoformans; Cryptococcus uniguttulatus, Histoplasma (all species); Paracoccidioides
(all species);

(c) All viral, Rickettsial, and Chlamydial agents;

]
=

() arsdaundeanlluasinldifansiadeludnd uymwd vieUadnd Faflnseyoyne

unntudniFedesianielulssnaansy
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' ]
=8 ar

(earsaegndndssiamilulsafirialafuaynadmiogud,  wasnde  waunslu
UstinAanis
(f) mixturesIBIAAUNTENNEITTIR

ol g

(g) VAU ﬂﬁijamn'lums‘@l,mLﬁundqﬂnﬁ WAY preparation of lyophilized material;

(h) Phages not inserted in microorganisms;

(i) Monoclonal antibodies;

() cell lines ynails;

(k) wmm‘im?i'q"lajgn inserted TqAuvael
2. Recombinant strains 9899auY7e, strains %amsf-‘g‘iumqaﬁtﬁum, strains%ﬁm‘i"iwmﬂﬁ
ARINETTHINR, strains mﬁwmaﬁmqnﬁssmqﬁﬁiﬁmiaﬂﬁ (host) . strains containing
inserted constructed plasmid(s), LLﬂ:strainsﬁlm‘ﬂ'hi“'m!ﬂ‘nﬁﬁ (ﬂﬂt"iul‘l’?"ﬂ'?;ﬂ?:n’!ﬁdﬂﬂ
Sudhn) Fuanarsuamanisnldlimeasdeadn progeny of the strain(s) @IN190
afiunislémusziiu Physical Containment Level of P1 videndnviniy  uwaslunsdii
ansFanmiiuldfunsusasmaumdninaisiionintes U.S. Department of Health and
Human Services, National Institutes of Health Guidelines for Research Involving
Recombinant DNA Molecules, December 1978 (Federal Register, Vol. 43, No. 247-

Friday, December 22, 1978) and any subseguent revisions.

arurnslunisiudan Wuldsuetseseluil

Details usb
(a) Deposit of each strain {payabie at the time of deposit) 500
{b) Furnishing of a sample 20

Last updated: June 1987

angufeyares IDA nwurdrauandoataresssianmiiein1dly IDA dugou

Wgjgniiuliluaniganinn (smgluniauuan)
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Vszunnassansdananisushnlag IDA fna 9

ABC
m

ATCC
(Us)

BCC
MTM
(BE)

BNA
(ES)

CBS
(NL)

CCA

(GB)

CCM
(C2)

CCTC
C (CN)

ccy
(8K)

CEC

{ES)

Algae

Animal viruses

Animal cell cultures

Bacteria (pathogenic)

x

Bacteria (non-pathogenic)

b

Bacteriophages

KX XXX |

Embryos

Eukaryotic DNA

Fungi (pathogenic)

Fungi (nen-pathogenic)

Human celi cultures

Hybridomas

XXX |

XXX X

Molds

Murine embryos

Mycoplasma

D A R e e R Bl Bt B A el B A B R A A B

Nematodes

Oncogenes

Piant cell cultures

Plant viruses

Plasmids (in hosts)

Plasmids (not in hosts)

XXX

Protozoa {parasitic)

Protozoa (non-parasitic)

Protozoa (pathogenic)

RNA

Seeds

X

Yeasts (pathogenic)

X

X

X

X

Yeasts (non-pathogenic)

AP XX XXX P> [

X

X

X

X

For information purposes only. For the up-to-date list of microorganisms accepted by IDAs
pursuant to Rule 13.2(a) of the Regulations under the Budapest Treaty, please refer to

“Information on Kinds of Microorganisms Accepted and Amount of Fees Charged by IDAs” on

the Budapest Treaty website (hitp:/Aww.wipo.int/budapest).
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dfandimmsdodaondmas o

du ] 1
Uszinnaasaisganinnsuenlag IDA s (sa)

CGMCC | CNCM | DBVPG | DSMZ | ECACC | IAFB | IMI IPOD | KCCM
(CN) (FR) | (T) (DE) | (GB) (PL) J(GB} |{P) | {KR)
Algae X X
Animal viruses X X X X
Animal cell cultures X X X X
Bacteria (pathogenic) X X X
Bacteria (non- X X X X X X X
pathogenic)
Bacteriophages X X X
Embryos X
Eukaryotic DNA X
Fungi {pathogenic) X X X
Fungi {non-pathogenic) X X X X X X X X
Human cell cultures X X X
Hybridomas X X X
Molds
Murine embryos
Mycoplasma X
Nematodes X
Oncogenes
Plant cell cultures X X
Plant viruses X X X
Plasmids (in hosts) X X X X
Plasmids {not in hosts) X 1 X X X
Proiozoa (parasitic)
Protozoa {non-parasitic) X
Protozoa (pathogenic)
RNA
Seeds X
Yeasts {pathogenic) X X X
Yeasts (non-pathogenic) | X X X X X X X X

20




al as ' '
Ussunnuasasianmwnsuchnlag IDA 6199 (Fa)

KCLRF KCTC | MSCL | MTCC | NBIMCC | NCAIM | NCIMB | NCTC | NCYC
{KR) (KR} [ (LV) (IN) {BG) (HU) {GB) (GB) | (GB)

Algae X

Animal viruses X X

Animal cell cultures X X X

Bacteria (pathogenic) X X X X

Bacteria (non- X X X X X x

pathogenic)

Bacteriophages X X X

Embryos X

Eukaryotic DNA X

Fungi (pathogenic) X X

Fungi {(non-pathogenic) X X X X X

Human cell cultures X

Hybridomas X X X

Molds X X

Murine embryos X

Mycoplasma

Nematodes

Oncogenes

Plant cell cultures X X

Plant viruses X X

Plasmids (in hosts) X X X X X

Plasmids (not in hosts) X X

Protozoa (parasitic)

Protozoa (non-parasitic) X

Protozoa (pathogenic)

RNA

Seeds X X

Yeasts (pathogenic) X X

Yeasts (non- X X X X X X X

pathogenic)
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du 3 ]
UszsinnuassrsBannngueiniag IDA sine ) (sia)

NIBSC
(GB)

NMI
(AU)

NML

(€A

NPMD
(JP)

NRCA
(RU)

NRRL
(Us)

PCM
(PL)

VKM
(RU)

VKP

(RU)

Algae

Animal viruses

Animal cell cultures

Bacteria (pathogenic)

Bacteria (non-
pathogenic)

KX X ix

Bacteriophages

x

Embryos

Eukaryotic DNA

Fungi (pathogenic)

Fungi (non—pathogenic)

Human cell cultures

Hybridomas

Molds

Murine embryos

Mycoplasma

Nematodes

Oncogenes

Plant cell cultures

Plant viruses

Plasmids (in hosts)

Plasmids {not in hosts)

Protozoa (parasitic)

Protozoa (non-parasitic)

Protozoa (pathogenic)

RNA

Seeds

Yeasts (pathogenic)

Yeasts (non-
pathogenic})
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. @es1, amde, Usledn uaclafa® we ansBanamunseting i cell lines wulad wana
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=) . 1 =) J 1l 1 a’ : ] vﬂi
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1 v
pnudnginsviandu wiluauSdeyauisie faysdas was WIPO Committee of Experts on
. . . . g . .
Biotechnological Inventions and Industrial Property 'Nﬁn’lﬁ‘ﬂ?z‘gm‘:m’lﬂ 1984 -1988 n
Hla¥aumunely dafilafinnseiunaldlu Comparative Study of Patent Practices in the

Field of Biotechnology Related Mainly to Microbiological Inventions e 20 ¥nsAN 1988

' Kenya on behalf of the African Group, IP/C/W/163.

2 Kenya on behalf of the African Group, IP/C/W/163.

* Brazil, IP/C/M/29, para. 146; Japan, IP/C/W/236; Switzerland, IP/ICAW/284; Venezueia, IP/C/M/29
para, 199.

4 Zimbabwe, tP/C/M/39, para. 111.

® India, IP/C/M/25, para. 70, IP/C/W/161; Pakistan, IP/C/M/26, para. 65.

s Kenya on behaif of the African Group, IP/C/W/163.
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Fuilunnsuiauasaniiusewing European Patent Office, the Japanese Patent Office UWas

the US Patent and Trademark Office lumtin 3 a1 "Definition of Micro-organism, if Any"
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fifiuadaclusanistiudu TRIPS Council FesiesfFedluiAundurfieasidmumungls
dn:I’ as = ’ =l a‘ =) e ¢

lunsdlilavigandnuauadn  AsfauGeain  Tasldwdnngmneasendralezmaly
WM 31 Az 32 983 Vienna Convention on the Law of Treaties’ Tntaydoyoungs

. o« 3 o o - ‘l’ . .
AewwnanelildudniugufaWldadrinacmiall( ordinary meaning of terms ) u

LY v

1UnuazdngszasdrasqgajeninauasingUssaifrasauananiy Tunsdlil Ansaue
Wifarnumnelunsuynsufifewaieussaingusrasdfang s’ iulunaungngi The
Concise Oxford Dictionary acuminasializesyadndniiu » &efidinfualitiusonm
i 1y wuahiFe vie loFar (usu

daldufdaiauadingia BwRedadn lunsdlfananadenianme 31(4) 1eq
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Widuwisznina@adidinlrzinnatefiaudaauiudn §aifaalaiugain Wa vredsd

" United States, 1P/CAWV/209.

s Japan, IP/C/M/29, para. 151; Korea, {P/C/M/32, para. 140; Switzerland, IP/C/M/30, para. 163,
IP/C/W/284; United States, IP/C/M/35, para. 222, IP/C/M/28, para. 131, IP/C/W/209.

® India, IP/C/M/25, para. 70.
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" Brazil, IP/C/M/29, para. 146; India, IP/C/M/30, para. 168.
'" Supreme Court ,Diamond v. Chakrabarty, 447 U.S. 303 #1udn
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“other biological processes” mMelfdannamindduntiloyn?

" Kenya, 1P/C/M/28, para. 152; Bangladesh, [P/C/M/42, para. 103.

* Bangladesh, IP/C/M/42, para. 103.

" Kenya, IP/C/M/28, para. 152.

' Budapest Treaty on the Internaticnal Recognition of the Deposit of Microorganisms for the
Purposes of Patent Procedure and Regulations, done at Budapest on 28 April 1977 and amended on
26 September 19880.

" Korea, IP/C/M/35, para. 225.

"7 India, IPICW/161.

"® Australia, IP/C/M/29, para. 190; United States, IP/C/M/39, para. 113; Canada, IP/C/M/40,
para. 111.

" India, IP/C/M/24, para. 8.

® Kenya, , IP/C/M/28, para. 146.

*' Brazil, IP/C/M/29, para. 146; Zimbabwe, IP/C/M/39, para. 111.

% Kenya, on behalf of the African Group, IP/C/W/163; Zimbabwe, IP/C/M/39, para. 111.
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1. ATNANBINITAITENINANTFRLNEM ALLISEINARNL

*» US-Jordan FTA Huatlaaulfdial] 2000
Uszimaefuausaadrdandlusudnymuwlasiuas  UPOV  Convention  malumiid]
- = 1y o o« o o & 803

vumsitannaseritelinatieauld

= JS-Bahrain FTA RuatiaAuldifiet] 2004

*
L 2 .

s ' = Cd . P
Uszmavisusieadhdaudluan@nysladuas UPOV Convention nnelumilsthiusiaus
fannasaniieiinaieAuld’

® US-Morocco FTA aquind Lﬁﬂﬂ 2004

"szfiuanmsdunmeahinddudnqiunidhamdneds ussdwifinsamindRunnetiooudas
RDUNEIHW-NO N AN 2552 .

2 fAseiideduiingndmaiidhaduullBviugnnadinadndumalumddygritnnidulszduns
wriflssnvmuadilssdunaesanedlagnusssliugndulssdiunismsaniudszmatneiu
anigauitm

* EFTA-Jordan Free Trade Agreement, Art 17,
http://secretariat.efta.int/Web/ExternalRelations/PartnerCountries/Jordan/JO/JOC_FTA.pdf and Annex

‘ US-Bahrein Free Trade Agreement, 2004,
http://www.ustr.gov/Trade_Agreements/Bilateral/Bahrain_FTA/Section_index.html [Art 14.1.2 and

14.11]
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dszmalianlaseadrsaniiusundnyauladuas UPOV Convention (1991) nnelud]
2006°

® US-Dominican Republic-Central America FTA mmuué’oﬂﬂﬂ 2004

dszmapaanidng IaliMERLRA wadaeieef dumuian uazaaugia Aaudifusundn
auddoyyryailasiuay UPOV (1991)°

= US-Peru FTA aqunudalutl 2005
dszwAnlgdassieadniiuandnauddygoyadasuas UPOV (1991)aalull 2008

= US-Oman FTA aawniiei] 2006

Uszimalanusiaadfantuan@nyaidasiuas UPOV Convention (1991) Hufausiiud
ARINANSINIAT ALAnFa NN AUle”

« US-Colombia FTA maiasaafeauudaluil 2006
Usznatasaudiofaadriondusadnymefuazdrianduandnupov (19910l

1l 2008°

2. AMUANRINTAITENIaANA N T51] (European Union)unlssinasiig 4

= EU-Jordan FTA HuatieAuldidet] 1997
UszimreefusudiadfluaundnmEdygyeulasuas uPov analudl 2007"
® EU-Tunisia FTA finatiAuldiilall 1098

drznagiliFeseadrsuaiuanndnysnuladias UPOV Convention(1991) natull 2002"

* US-Morocco Free Trade Agreement, 2004,

http://www.ustr.gov/Trade_Agreements/Bilateral/Morocco_FTA/Section_index.htmt [Art 15.9.2]

® US-Dominican Republic-Central America Free Trade Agreement, 2004,

hitp:/iwww.ustr.gov/Trade_Agreements/Bilateral/DRCAFTA/

Section_Index.htmi [Chapter 15, Art 15.1 and 15.9]

" US-Peru Trade Promotion Agreement, draft of 6 January 2006 (subject tc legal review}, Articles

16.1.2, 16.1.3 and 16.9.2.

http://www.ustr.gov/assets/Trade. Agreements/Bilateral/Peru_TPA/Final_Texts/asset_upload_file509_8

706.pdf

¥ US-Oman Free Trade Agreemant, 2006,

~ http:/iwww.ustr.gov/assets/Trade_Agreements/Bilateral/Oman_FTA/Final_Text/asset_upload_file715_
8809.pdf [Art 15.1.2 and Art 15.8.2]

® US-Colombia Trade Promotion Agreement, signed on 27 February 2006:

http:/fwww.ustr.gov/assets/Trade_Agreements/Bilateral/Colombia_fTA/Draft_Text/asset_upload_file3

37_9394.pdf .

" Euro-Mediterranean Association Agreement establishing an Association between the European

Communities and their Member States, of the onepart, and the Hashemite Kingdom of Jordan, of the

other part, signed on 24 November 1997 and entered into force on 1 May 2002, Official Journal

of the European Communities L 129 of 2002, http:/iwww.bilaterals.org/article. php37?id_article=409

[Art 56 and annex V1]
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* EU-South Africa FTA finatiedu4idletl 1999
ﬁi‘xmﬁLmvﬁmlﬁﬁmlﬁ’msﬁuﬂﬁmﬁw‘éﬂmmiﬂ?zﬁﬁﬁﬁmmﬂTuTﬂﬁ“ihmwﬁﬁ
ﬂ?:ﬁw%mw'lu?:ﬁummﬁ‘gﬂus‘mdwﬂs‘:mﬁ%uqqqm‘z Fomnesaatensdniuannin
yailasisiae

* EU-Morocco FTA Suatfeduldiilet! 2000

UszmaluFonladaaduaniinyanlasivas UPOV (1991) nelull 20047

= EU-Mexico FTA fiuaifedultdugadiet! 2000
UszinAdintindeadndanduanndnyandasinielu 3 Miufsusimnuanamnaniséndine
tefuld

® EU-Bangladesh Cooperation Agreement HaatiaAuldlul 2001
dsznmivramasisadnsnniusudnyaudssiuas UPOV Convention (1991) nelull
2006"

* EU-Korea Trade and Cooperation Agreement HuatiaAu141uT] 2001

" Euro-Mediterranean Agreement establishing an association between the European Communities
and their Member States, of the one part, and the

Republic of Tunisia, of the other part, Official Journal L 097 of 30 March 1998 p. 0002-0183.
hitp://Mmww. bilaterals.org/article.php37id_article=418

[Annex 7]

2 Agreement on Trade, Development and Cooperation between the European Community and its
Member States, of the one part, and the Republic of

South Africa, of the other part, Official Journal L 311 of 4 December 1999 p. 0003-0297.
http:/Awww.bilaterals.org/article. php37?id_article=419 [Art

48]

'* Euro-Mediterranean Agreement establishing an association between the European Communities
and their Member States, of the one part, and the

Kingdom of Moroccao, of the other part, Official Journat of the European Communities (OJ) L 070 of
18 March 2000, p. 0002-0204.

http://iwww. bilaterais.org/article.php3?id_article=415 [Annex 7, Art 1]

" Economic Partnership, Political Coordination and Cooperation Agreement between the European
Community and its Member States, of the one

part, and the United Mexican States, of the other part, Official Joumnal L 276/45 of 28 October 2000.
http://mww.bilaterals.org/ecrire/articles.php3?

id_article=4186 [Art 12.1]. Decision No 1/- of the Joint Council.

hitp:/ivww. bitaterals.org/ecrirefarticies. php3?id_article=416 {[Title IV, Art 36.2 and

36.4]. :

" Cooperation Agreement between the European Community and the People's Republic of
Bangladesh on partnership and development, OJ C143 of

21 May 1999. [Art 4.5] Cooperation Agreement between the European Community and the People's
Republic of Bangladesh on partnership and

development, Official Journal L 118 , 27/04/2001 P. 0048 — 0056.
hitp://iwww.bilaterals.org/article.php3?id_article=407
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dszimainmddaasadniiumaduiusundnyaulasiuas  UPOVConvention (1991) 4
figauinidula e

* EU-Egypt FTA aquniles] 2001

Uszinadtilsreaduiluaindnyandaduas UPOv analu 5 Tudaandennasnisiiedil
untaALly 147

= EU-Algeria FTA squnnifiat] 2002

UszinAsaaidareaduiluanidn UPOV f1 991) nalu 5 Iiufusdannastinarafuld
(Fan il 1996) uasdiadniuandnyaas™

= EU-Lebanon FTA fuatieduldiilet! 2002

UszinAauueudeudusan@nyaulasuss UPOV (1991) anatudl 2008™

* EU-Syria FTA aeunailed 2004
UszinadFusadlinisAnaseminddunieilygin "mmsg'nuswdfmﬂ?zmﬂ%ugqqﬁ"
Tresipadndasafluan@nysulasiuas UPOV Convention (1991) ey 5 1%

" EU-West Africa EPA 8gjszii19n1a1asan
aunglstifudaauelilsamaeniniazduan deslidmentu UPOV (1991) sauvadin

Wuasugnyalas

*® Framework Agreement for Trade and Cooperation between the European Community and its
Member States, on the one hand, and the Republic of

Korea, on the other hand, Brussels, 30 March 2001, hitp:/Arade-
info.cec.eu.int/doclib/html/111835.htm, Article 9 and Annex 1.

K Proposal for 2 Councif and Commission Decision on the conclusion of a Euro-Mediterranean
Association Agreement between the European Communities and their Member States, of the one
part, and the Arab Republic of Egypt, of the other part, COM {2001} 184 final, Official Journal of the
European Communities C 304 E/2 of 30 October 2001,
http:/iwww.bilaterals.org/article.php3?id_article=408 [Art 37 and Annex Vi].

¥ Euro-Mediterranean Agreement establishing an Association between the European Community
and its Member States, of the one part, and the People's Democratic Republic of Algeria, of the other
part -, Annex 6, Art 1.and Protocois Nos 1 to 7, Council of the European Union, Brussels, 12 April
2002, 6786/02 ADD1 AL1, Annex 6, Art 3 http://iwww.bilaterals.org/article.php3?id_article=413

" Interim agreement on trade and trade-related matters between the European Community, of the
one part, and the Republic of Lebanon, of the other part, Official Journal of the European
Communities L 262/2 of 30 September 2002 hitp:/Awww.bitaterals.org/article. php3?id_articte=414.
[Annex 2.2]

* Proposal for a Council Decision on the conclusion of a Euro-Mediterranean Association Agreement
between the European Community and its

Member States of the one part, and the Syrian Arab Republic, of the other part, COM (2004} 808
final, Brussels, 17 December 2004. http:/feuropa.eu.int/eur-
lexfiex/LexUriServ/site/fen/com/2004/com2004_0808en01.pdf Article 72 and Annex VI

* Benin, Burkina Faso, Cape Verde, Céte d'lvoire, Gambia, Ghana, Guinea, Guinea-Bissau, Liberia,
Mali, Mauritania, Niger, Nigeria, Senegal,Sierra Leone and Togo. See Section 10, Articles 10-11 of
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3. ﬁ'nNnna;‘imi‘ﬁ'lﬁﬂu'lﬂumsn"’ll.ﬁ?uﬁqqti‘ﬂ (European Free Trade Association)
fudszinasing g |

= EFTA-Morocco FTA tiaduldlutl 2000
Usznaluenlasasddluanninauddygiyanladnieutl 2000 sanviadnfluasndn
UPOV (1978 or 1991 Act) ﬁ@qﬂ’qﬁ’u'l"ﬁ”nguuﬂﬂﬁﬂ%ﬁ'ﬂmﬂwﬁﬂsxﬁﬁmw ATBLIARNNIT
dseRwglunnanen luszAunmeaiy European Patent Convention famneiepsauagunis
amdnsimsluiTuscdnd™

= EFTA-Mexico FTA flusifedutdluil 2000
szmAdindlnseadniuaufnauddyoyaas mu'iyfm‘mﬂuauﬁn_ UPOV (1978 or
1991) netull 2002”

* EFTA-Jordan FTA aduldluil 2001
Uszinesafusudasdnfuaun@nauddygyaidasnelull 2006 wazdeafeAuld
agvuneAnsinsednaiidse@ninm  aseusqunsdsrAnglunant luszAuduaiy
European Patent Convention Sawneiflaasauagunnsanavsinsluisuazdn i

® EFTA-Chile FTA finatiedulfiiletl 2003

drzinadaseadniuaudnyaulasnelull 2009 uaz UPOV Convention (1978 %7
1991) nwe'lull 2007 ®

® EFTA-Lebanon FTA tadulaluil 2004

the draft EU-ECOWAS Economic Partnership Agreement dated April 2007 in English

(hittp://mww. bilaterals.org/article. php37id_article=9721) or in French

(http://www. bilaterals.org/article. php37id_article=9745).

# EFTA-Morocco Free Trade Agreement.

http://secretariat.efta.int/Web/!Externa|ReIationslPartnerCountﬁes/Morocco/MA/MA_Fr A_EN.pdf [Art

16]

and http://secretariat.efta.intWeb/ExternalRelations/PartnerCountries/MA/Annexes/14-Annex_V.pdf

[Annex V]

** EFTA-Mexico Free Trade Agreement.

http://secretariat.efta.int/Web/ExternalRelations/PartnerCountries/Mexico/MX/MX_FTA.pdf [Art 16]

and

hitp://secretariat. efta.int/Web/ExternalRelations/PartnerCountries/MX/Annexes/30-Annex_XXI.pdf

[Annex XXI]

* EFTA-Jordan Free Trade Agreement, Art 17,

http://secretariat.efta.int'Web/ExternalRelations/PartnerCountries/Jordan/JO/JO_FTA.pdf and Annex

VI http://secretariat. efta.intWeb/ExtemalRelations/PartnerCountries/JO/Annexes/10-Annex_VI.pdf
® EFTA-Chile Free Trade Agreement, Article 46,

http.//seoretanat.efta.mt/Web/ExtemaIReIatlons/PartnerCountries/Chile/CL/CL_FTA.pdf

and Annex X,

http://secretariat. efta.intWeb/ExternalRelations/PartnerCountries/CL/CL_RUAP/Annexes/Annex_XII.p

df

36



dszinAiatususiaadniiuandnawddygrymulasinelull 2008 sausadinfluandn
UPOQV (1978 or 1991 )*°

= EFTA-Tunisia FTA 1eduldldl 2004

UszimapfiFeseadiluandnyaulasinoelull 2010 Wwdestudesduiluaunin
UPOV (1978 or 1991 ) uazsiaasndiuninsafanaidntluaundnluauddoy o mingdunia
flegylumnuszumiasnin EFTA s

= EFTA-Egypt FTA ssusdlatl 2007
UszneddUadesdiiuandnaddygyamadneld 2011 dudesiusaadudy

A33%n UPOV (1978 or 1991) %

] 1Y a = . ol s 3 -
feFaniasuasanizawsnselssnalnensadunisduiiunmg
lusugdpanuailadlyssniisnmaasuamsanssing-anianiEm

nenfhalsznafiaaslunguenduudnanndenlUfiguaausginguladuuasd

ATmANaINsAas  velladuduasa fuafusnull 2548 reufinnnasatecyiag

dansalutlaned 2549 Lfimﬁmnw?’gﬂa‘w'\s“iﬁruluﬂ?:mﬁ‘lm yRNEIRRUNTIasaNTaL

# 6 Wealiu iﬂﬁ‘ﬂﬂ%‘ﬂwaqmu?ﬁﬂLu?mvifaﬂa‘:mﬂ‘lwa'lmzwhan'is‘ms*«mﬂﬂﬁl.ﬂfauﬁ

6 TedaliAuR educlwmidlesudl 2549 i Gunfedliustnalne lidmentiiy

au%é’rymﬁﬁtﬁmﬁum‘wﬂ'ﬁmwﬁmrmmu 10 ety Iaaludousesdefuniesies
.

%
e o4 or

ausdtyaunyalamiuidanudail

“ 3. Uszmagiasardes idneiuTessu luaruanasialifil

* Free Trade Agreement EFTA - Republic of Lebanon, Annex V,
http://secretariat.efta.intWeb/ExternalRelations/PartnerCountries/LB/ILB_RUAP/annexes/LB_Annex_V.
pdf

*" Free Trade Agreement between the States of the European Free Trade Association and the
Republic of Tunisia, 17 December 2004, Annex V. http:// _
secretariat. efta.intWeb/ExternalRelations/PartnerCountries/TN/TN_RUAP_EN/TN%20annexes%20an
d%20protocols%20%28English

%29/TN_FTA_Annex_V.pdf

® EFTA-Egypt Free Trade Agreement, 2007, Art 23
http://secretariat.efta.int’Web/ExternalRelations/PartnerCountries/EG/EG%20%28Folder
%29/EG-FTA.pdf and Annex V,
hitp://secretariat.efta.int\Web/ExternalRelations/PartnerCountries/EG%20%28Folder
%29/Annexes/EG_FTA_Annex_V.pdf
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avdumingdunsdyavanusiinaasteadsialili

CHAPTER 14 : INTELLECTUAL PROPERTY RIGHTS
ARTICLE 14 : GENERAL PROVISIONS:

1. Each Party shall, at a minimum, give effect to this Chapter.

2. Each Party shall make best efforts to ratify or accede fo the following
agreements:

. a) the Patent Law Treaty (2000); and

. b) the Hague Agreement Concerning the International Registration of
industrial Designs (1999)

3. Each Party shall ratify or accede to the following agreements:
. (a) the Patent Cooperation Treaty (1970), as amended in 1 979;

. (b} the Convention Relating to the Distribution of Programme-Carrying
Signals Transmitted by Satellite (1974);

. (c) the Protocol Relating to the Madrid Agreement Concerning the
International Registration of Marks (15989),

. (d) the Budapest Treaty on the International Recognition of the Depaosit of
Microorganisms for the Purposes of Patent Procedure (1977), as amended
in 1980;

. {e) the International Convention for the Protection of New Varieties of
Plants {1991) (UPOV Convention),

(f) the Trademark Law Treaty (1994);

(g) the WIPO Copyright Treaty (1996); and

(h) the WIPO Performances and Phonograms Treaty (1 996)29

2 grudaduniesdemindaumadogratudaidan
http://www. ftawatch.org/autopage1/show_page.php?t=3&s_id=10&d_id=10&page=1 Visn
hitp:/Awww.bilaterals.org/article. php37id_article=37238&var_recherche=budapest
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- STYAMNMNIEUAIATGY Intellectual Property Rights WRseumgu copyright,
utility models, patents (including patents for bio-technological inventions), “&4 (Art. 139
4n 3.)

- CARIFORUM States axiflunnf Patent Cooperation Treaty (last modified
in 1984} wax Budapest Treaty on the International Recognition of the Deposit of Micro-
organism for the Purposes of Patent Procedure (amended in 1980) wazasnengniy
AR Patent Law Treaty (2000) (Art. 147 Patents #ada A. 4a 2.)

- AdtyFusrawmannas¥ Right Holder Nidiayaiisanaluntsisdaacdedn
nsidin nnsdeeen aisdeeendnAianile (re-exportation) MsdiMiTesaniIALAWATL
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5 - =y nﬂl = - i . i : =4 Qracd
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AvBTmsuuAnGe 5 suaniususNFannlssmaAd A

Resuits of RAFI/ETC Group Preliminary Study of ATCC Deposits

Country Deposits 1994 Patents
Brazil 258 23
Chile 67 1
Colombia 75 0
Congo 19 0
Costa Rica 97 5
Ethiopia " t]
India 35 29
Kenya 78 2
Malaysia 87 0
Panama 46 12
Peru 22 3
Philippines 25 10
Venezuela 39 4
Zimbabwe 15 0
[Total 874 89

- 4 . .
el 1994 RAFI wiedeilaatiu Action Group on Erosion, Technology and
. ] é e ala o ar o
Concentration vse ETC guiluesdnsimamauuaziausuusulounefeadullsuisiu
ninensianiwsnenauu IRRuieWANEEes “Microbial BioPiracy: An Initial Analysis
of Microbial Genetic Resources Originating in the South and Held in the North’ {meinin

4a3891nn1s American Type Culture Collection (ATCC).” Fuilunilalu IDA wwinnng

* RAFI (1994) ‘Microbial BioPiracy: An Initial Analysis of Microbial Genetic Resources Criginating in
1he South and Held in the North’ Occasional Paper Series, Voi. 1 No.2, June 1994, Location:
<http:/iwww. etcgroup.org/documents/oce_vol1_2. pdf
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¢ http://mww.cabi.org/datapage.asp?iDoclD=176

® UNEP/CBD/WG-ABS/2/2 'Further consideration of outstanding issues related to access and benefit-
sharing: Use of terms, other approaches and compliance measures: Note by the Executive
Secretary’. Location: <http:/iwww.biodiv.org/doc/meetings/abs/abswg-02/officiallabswg-02-02-
en.doc>.

® Ibid., UNEP/CBD/WG-ABS/2/2.

" Ibid., ten Kate and Laird (1999). See section 3.3.2 for discussion in relation to Microbial sources
and Box 8.2, page 232, in relation to estimates of markets for enzymes.

® Dr. Paul Oldham (2004) Global Status and Trends in Intellectual Property Claims. Issue No. 2. from
the ESRC Centre for Economic and Social Aspects of Genomics (CESAGen), United Kingdom
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COUNTRY CCS CULTURES

Japan 24 113,484
China 20 71,516
Korea (Rep. of) 14 67,572
Thailand 58 42,541
India 20 12,090
Indonesia 16 10,505
Taiwan 2 10,398
Viet Nam 1 6,449
Iran 5 5,949
Philippines 5 3,372
Malaysia 5 2,508
Pakistan 5 1,603
Singapore 2 1,389
Israel 3 776
Sri Lanka 4 136
Hong Kong 1 60

#i11 WDCM STATISTICS 2009
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Numbers of Microbials Cultures in Thailand

ABKMI Department of Applied Biology, Facuily of science King Mongkut's Institute 54
of Technology Ladkrabang
BBPP Bacteriology Branch, Plant Pathology and Microbiology Division, 16
Department of Agricultural Science Ministry of Agriculture and Cooperative
BCC {(catalog) | BIOTEC Culture Collection 6,250
BSMB Bacteriology and Soil Microbiology Branch Dept. of Agriculture 145
CHULA Microbiology Department Faculty of Science Chulalongkom University 48
CISM NIfTAL Rhizobium Coilection (Asia Center) University of Hawaii NHTAL 1,000
Project
CMKKU Clinical Diagnostic Microbiology Srinagarind Hospital, Faculty of Medicine 110
Faculty of Medicine, Khon Kaen University .
DBKKU1 Department of Biology, Faculty of Science Faculty of Science, Khon Kaen 100
University
DBKKU2 Department of Biology, Faculty of Science Faculty of Science, Khon Kaen 10
University
DBKKU3 Depaftment of Biology, Facuity of Science Khon Kaen University 86
DBMU Department of Biotechnology, Faculty of Science, Mahidol University 460
bBMU2 Department of Biotechnology, Faculty of Science Mahidol University 310
DBMUZ2 Department of Biotechnology, Faculty of Science, Mahidol University *
DMCMU2 Department of Microbiology, Faculty of Medicine C.hiang Mai University 76
DMCU Microbiclogy Department, Faculty 6f Science Chulalongkorn University 90
DMIV Department of Microbiology and Immunology Facuity of Tropical Medicine, 45
Mahidol University
DMKKU1 Department of Microbiology, Faculty of Medicine Khon Kaen University 51
DMKKU2 Department of Microbiology, Faculty of Medical Science , Khon Kaen 3
University
DMKU Department of Microbiology, Faculty of Science Kasetsart University 100
DMMUA Department of Microbiology, Faculty of Science Mahidol University 52
DMMU3 Department of Microbiology, Faculty of Medicine Siriraj Hospital Mahidol 1,247

University
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DMST Department of Medical Sciences Culture Collection National Institute of 10,000
Health, Department of Medical Sciences
ERAEP Radiation Ecology Section, Biological Science Division, Office of Atomic 11
Energy for Peace
FTCMU Department of Food Science and Technology, Faculty of Agriculture, 17
Chiang Mai University
IFRPD Institute of Food Research and Product Development, Kasetsart University 520
KKU MICKKU Culture Collection Microbiology Department, Facuity of Science, *
Khon Kaen University
KUFC Kasetsart University Fungus Collection, Department of Plant Pathology, 300
Faculty of Agriculture Kasetsart University
MBML) IMBGInstitute of Molecuiar Biology\ and Genetics, Mahidol university 213
MLLD Microbiological Research Laboratory, Soit and Water Section, Department 603
of Land Development -
MLMJI Departrent of Plant Protection, Faculty of Agricultural Production , Maejo 26
University
MLRU Microbiology Laboratory, Department of Biology, Faculty of Science 70
Faculty of Science, Ramkamhaeng University
MPSU Department of Microbiology Faculty of Science, Prince of Songkla 50
University
MSCMU Microbiology Section, Chiang Mai University (MSCMU) 4,273
MSDS Microbiology Section, Biological Science Division, Department of Science 19
Services Ministry of Science, Technology and Environment
MSPP Mycology Section, Plant Pathology and Microbioiogy Division, Department 60
of Agricultural Science Ministry of Agriculture and Cooperative
MSU Acetobacter Mahasarakham University *
MTKKU Department of Clinical Microbiology, Faculty of Medical Technology 230
Faculty of Medical Technology, Khon Kaen University
NCSC National Center of Streptococcus Collection, Department of Microbiclogy,
Faculty of Medical Science
NRPSU Department of Agro-industry, Faculty of Natural Resources, Prince of Y|

Songkhla University
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NU Department of Microbiology, Faculty of Science Faculty of Medical 9,128
Science, Chulalongkom University
PCU Department of Microbiology, Faculty of Pharmaceutical Sciences 90
Chulalongkom University
PPKMI Plant Production Technology Department,King Mongkut's Institute of | 35
Technology, Chackun Taharn Lat Krabang
PPKU1 Department of Plant Pathology, Faculty of Agriculture , Kasetsart University 50
PPKU2 Department of Plant Pathology, Faculty of Agriculture Kasetsart University 332
PPKU3 Department of Plant Pathology, Faculty of Agriculture Kasetsart University 185
PPKU4 Department of Plant Pathology, Faculty of Agricufture Kasetsart University 60
PPKUS Department of Plant Pathology, Facuity of Agriculture Kasetsart University 368
PPKUG Department of Plant Pathology, Faculty of Agricuiture Kasetsart University 103
PTTC Pranakorn Teacher Training College, Department of Biclogy, Faculty of 10
Science and Technology
RHMU Departrment of Pathology, Faculty of Medical Science, Ramathibordi 153
Hospital '
SMRG Soil Microbiology Research Group, Division of Soil Science, Department of 270
Agriculture Ministry of Agricutture and Cooperative
SSCMU Soil Science and Conservation Department Faculty of Agriculture Chiang 1,600
Mai University |
SSKKU Department of Soil Science, Facuity of Agriculture Khon Kaen University 10
SSMJI Science Section, Department of General Education, Faculty of Agricuftural 12
Business Maejo Institute of Agriculture
Swu2 Department of Biology. Faculty of Science Sri Nakarinwirote University 21
(Bang Khen)
TCMM Thai Collection of Medical Microorganism, Department of Pathology, 1,000
Faculty of Veterinary Science, Chulalongkorn University
TISTR TISTR Culture Collection Bangkok MIRCEN Thailand Institute of Scientific 2,380
and Technological Research
UCGE Unit Cell of Genetic Engineering, Department of Biochemistry 34
Chulalongkern University
Total 42,577
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and the Regulations.
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THE RELATIONSHIP BETWEEN THE TRIPS AGREEMENT AND THE
CONVENTION ON BIOLOGICAL DIVERSITY AND THE
PROTECTION OF TRADITIONAL KNOWLEDGE’

“ in this connection, the TRIPS Agreement should be amended in order to
provide that Members shall require that an applicant for a patent relating to
biological materials or to traditional knowledge shall provide, as a condition
to acquiring patent rights:

€} disclosure of the source and country of origin of the biological
resource and of the traditional knowledge used in the invention;

(ii) evidence of prior informed consent through approval of
authorities under the relevant national regimes; and

(i) evidence of fair and equitable benefit sharing under the national
regime of the country of origin “
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Budapest Treaty on the International Recognition of the Deposit of
Microorganisms for the Purposes of Patent Procedure

Done at Budapest on April 28, 1977, and amended on September 26, 1980
introductory Provisions

Article 1
Establishment of a Union

The States party to this Treaty (hereinafter called “the Contracting States”)
constitute a Union for the international recognition of the deposit of microorganisms
for the purposes of patent procedure.

Article 2
Definitions

For the purposes of this Treaty and the Regulations:
(i) references to a “patent” shall be construed as references to patents for
inventions, inventors’ certificates, utility certificates, utility models, patents or
certificates of addition, inventors’ certificates of addition, and utility certificates
of addition;
(i) "deposit of a microorganism” means, according to the context in which these
words appear, the following acts effected in accordance with this Treaty and the
Regulations; the transmittal of a microorganism to an international depositary
authority, which receives and accepts it, or the storage of such a
microorganism by the international depositary authority, or both the said
transmittal and the said storage;

(iif) "patent procedure” means any administrative or judicial procedure relating
to a patent application or a patent;
(iv) "publication for the purposes of patent procedure” means the official
publication, or the official laying open for public inspection, of a patent
application or a patent;
(v) "intergovernmental industrial property organization” means an organization
that has filed a declaration under Article 9(1);
(vi) "industrial property office” means an authority of a Contracting State or an
intergovernmental industrial property organization competent for the grant of
patents;
(vii) “depositary institution” means an institution which provides for the receipt,
acceptance and storage of microorganisms and the furnishing of samples thereof:
(viii) “international depositary authority” means a depositary institution which
has acquired the status of international depositary authority as provided in Article 7;
(ix) "depositor” means the natural person or legal entity transmitting a
microorganism to an international depositary authority, which receives and accepts
it, and any successor in title of the said natural person or legal entity;
(x) "Union™ means the Union referred to in Article 1;

138



(xi) "Assembly” means the Assembly referred to in Article 10;

(xii) “Organization” means the World Intellectual Property Organization;

(xiii) “International Bureau” means the Intemational Bureau of the Organization
and, as long as it subsists, the United International Bureaux for the Protection of
Intellectual Property (BIRPI);

(xiv) “Director General” means the Director General of the Organization;

(xv) "Regulations” means the Regulations referred to in Article 12.

CHAPTER |
SUBSTANTIVE PROVISIONS

Article 3
Recognition and Effect of the Deposit
of Microorganisms

(1)

(a) Contracting States which allow or require the deposit of microorganisms for
the purposes of patent procedure shall recognize, for such purposes, the deposit of a
microorganism with any international depositary authority. Such recognition shall
include the recognition of the fact and date of the deposit as indicated by the
international depositary authority as well as the recognition of the fact that what is
furnished as a sample is a sample of the deposited microorganism.

(b) Any Contracting State may require a copy of the receipt of the deposit
referred to in subparagraph (a)}, issued by the international depositary authority.

(2) As far as matters regulated in this Treaty and the Regulations are

~concerned, no Contracting State may require compliance with requirements different

from or additional to those which are provided in this Treaty and the Regulations.

Article 4
New Deposit

(N

{a) Where the international depositary authority cannot furnish samples
of the deposited microorganism for any reason, in particular,

(i) where such microorganism is no longer viable, or

(i) where the furnishing of samples would require that they be sent
abroad and the sending or the

receipt of the samples abroad is prevented by export or import restrictions,

that authority shall, promptly after having noted its inability to furnish samples, notify
the depositor of such inability, indicating the cause thereof, and the depositor, subject
to paragraph (2) and as provided in this paragraph, shall have the right {0 make a new
deposit of the microorganism which was originally deposited.

(b) The new deposit shall be made with the international depositary

authority with which the original deposit was made, provided that.

(i) it shall be made with another international depositary authority where

the institution with which the original deposit was made has ceased to

have the status of international depositary authority, either entirely or in
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respect of the kind of microorganism to which the deposited
microorganism belongs, or where the international depositary authority
with which the original deposit was made discontinues, temporarily or
definitively, the performance of its functions in respect of deposited
-microorganisms;
(i} it may be made with another international depositary authority in the
case referred to in subparagraph (a)(ii).
(c) Any new deposit shall be accompanied by a statement signed by the
depositor alleging that the newly deposited microorganism is the same as that
originally deposited. If the allegation of the depositor is contested, the burden of
proof shall be governed by the applicable law.
(d) Subject to subparagraphs (a) to (¢) and (e), the new deposit shall be treated
as if it had been made on the date on which the original deposit was made
where all the preceding statements concerning the viability of the originally
deposited microorganism indicated that the microorganism was viabie and
‘where the new deposit was made within three months after the date on which
the depositor received the notification referred to in subparagraph (a).
(e) Where subparagraph (b)(i) applies and the depositor does not receive the
‘notification referred to in subparagraph (a) within six months after the date on
which the termination, limitation or discontinuance referred to in subparagraph
(b)(i) was published by the Internatiocnal Bureau, the three—month time limit
referred to in subparagraph (d) shall be counted from the date of the said
publication.

(2) The right referred to in paragraph (1)(a) shall not exist where the deposited
microorganism has been transferred to another international depositary
authority as long as that authority is in a position to furnish samples of such
ricroorganism.

Article 5
Export and Import Restrictions

Each Contracting State recognizes that it is highly desirable that, if and to
the extent to which the export from or import into its territory of certain kinds of
microorganisms is restricted, such restriction should apply to microorganisms
deposited, or destined for deposit, under this Treaty only where the restriction is
necessary in view of national security or the dangers for health or the
environment.

Article 6
Status of International Depositary Authority

(1) In order to qualify for the status of international depositary authority, any
depositary institution must be located on the territory of a Contracting State and
must benefit from assurances furnished by that State to the effect that the said
institution complies and will continue to comply with the requirements specified
in paragraph (2). The said assurances may be furnished also by an
intergovernmental industrial property organization; in that case, the depositary
institution must be focated on the territory of a State member of the said
organization. '
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(2) The depositary institution must, in its capacity of international
depositary authority:

(i) have a continuous existence;

(ii) have the necessary staff and facilities, as prescribed in the
Regulations, to perform its scientific and administrative tasks under this
Treaty;

(iii) be impartial and objective;

(iv) be available, for the purposes of deposit, to any depositor under the
same conditions;

(v) accept for deposit any or certain kinds of microorganisms, examine
their viability and store them, as prescribed in the Regulations;

(vi) issue a receipt to the depositor, and any required viability statement,
as prescribed in the Regulations;

(vii) comply, in respect of the deposited microorganisms, with the
requirement of secrecy, as prescribed in the Regulations;

(viii) furnish samples of any deposited microorganism under the
conditions and in conformity with the procedure prescribed in the
Regulations.

(3) The Regulations shall provide the measures to be taken:

(i) where an international depositary authority discontinues, temporarily
or definitively, the performance of its functions in respect of deposited
microorganisms or refuses to accept any of the kinds of microorganisms
which it should accept under the assurances furnished;

(i) in case of the termination or limitation of the status of international
depositary authority of an international depositary authority.

Article 7
Acquisition of the Status of International
Depositary Authority

(1)

(a) A depositary institution shall acquire the status of international depositary
authority by virtue of a written communication addressed to the Director
General by the Contracting State on the territory of which the depositary
institution is located and including a declaration of assurances to the effect that
the said institution complies and will continue to comply with the requirements
specified in Article 6(2). The said status may be acquired also by virtue of a
written communication addressed to the Director General by an
intergovernmental industrial property organization and including the said
declaration.

(b) The communication shall also contain information on the depositary
institution as provided in the Regulations and may indicate the date on which
the status of international depositary authority should take effect.

(2)

(a) If the Director General finds that the communication includes the required
declaration and that all the required information has been received, the
communication shail be promptly published by the International Bureau.
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(b} The status of international depositary authority shall be acquired as from the
date of publication of the communication or, where a date has been indicated
under paragraph (1)(b) and such date is later than the date of publication of the
communication, as from such date.

(3) The details of the procedure under paragraphs (1) and (2) are provided in
the Regulations.

Article 8
Termination and Limitation of the Status of International
Depositary Authority

(1)

(a) Any Contracting State or any intergovernmental industrial property
organization may request the Assembly to terminate, or to limit to certain kinds of
microorganisms, any authority's status of international depositary authority on the
ground that the requirements specified in Article 6 have not been or are no longer
complied with. However, such a request may not be made by a Contracting State or
intergovernmental industrial property organization in respect of an international
depositary authority for which it has made the declaration referred to in Article 7(1){a).

(b) Before making the request under subparagraph (a), the Contracting State or
the intergovernmental industrial property organization shall, through the
intermediary of the Director General, notify the reasons for the proposed
request to the Contracting State or the intergovernmental industrial property
organization which has made the communication referred to in Article 7(1) so
that that State or organization may, within six months from the date of the said
notification, take appropriate action to obviate the need for making the

proposed request.

(c) Where the Assembly finds that the request is well founded, it shali decide to
terminate, or to limit to certain kinds of microorganisms, the status of
international depositary authority of the authority referred to in subparagraph
(a). The decision of the Assembly shall require that a majority of two—thirds of
the votes cast be in favor of the request.

(2)

(a) The Contracting State or intergovernmental industrial property organization
having made the declaration referred to in Article 7(1)(a) may, by a
communication addressed to the Director General, withdraw its declaration
either entirely or in respect only of certain kinds of microorganisms and in any
event shall do so when and to the extent that its assurances are no longer
applicable.

(b) Such a communication shall, from the date provided for in the Regulations,
entail, where it relates to the entire declaration, the termination of the status of
international depositary authority or, where it relates only to certain kinds of
microorganisms, a corresponding limitation of such status.

(3) The details of the procedure under paragraphs (1) and (2) are provided in
the Regulations.
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Article 9
Intergovernmental Industrial Property Organizations

(1)

(a) Any intergovernmental organization to which several States have entrusted
the task of granting regional patents and of which all the member States are
members of the International (Paris) Union for the Protection of Industrial
Property may file with the Director General a declaration that it accepts the
obligation of recognition provided for in Article 3(1)(a), the obligation concerning
the requirements referred to in Article 3(2) and all the effects of the provisions
of this Treaty and the Regulations applicable to intergovernmental industrial
property organizations. If filed before the entry into force of this Treaty
according to Article 16(1), the declaration referred to in the preceding sentence
shall become effective on

the date of the said entry into force. If filed after such entry into force, the said
declaration shall become effective three months after its filing unless a later date
has been indicated in the declaration. In the latter case, the declaration shall take
effect on the date thus indicated.

(b} The said organization shall have the right provided for in Article 3(1)(b).
(2) Where any provision of this Treaty or of the Regulations affecting
intergovernmental industrial property organizations is revised or
amended, any intergovernmental industrial property organization may
withdraw its declaration referred to in paragraph (1) by notification
addressed to the Director General. The withdrawal shalil take effect:
(i) where the notification has been received before the date on which the
revision or amendment enters into force, on that date;
(ii) where the notification has been received after the date referred to in
(i), on the date indicated in the notification or, in the absence of such
indication, three months after the date on which the notification was
received.
(3) In addition to the case referred to in paragraph (2), any intergovernmental
industrial property organization may withdraw its declaration referred to in
paragraph (1)(a) by notification addressed to the Director General. The
withdrawal shall take effect two years after the date on which the Director
General has received the notification. No notification of withdrawat under this
paragraph shall be receivable during a period of five years from the date on
which the declaration took effect.
(4) The withdrawal referred to in paragraph (2) or (3) by an intergovernmental
industrial property organization whose communication under Article 7(1) has
led to the acquisition of the status of international depositary authority by a
depositary institution shall entail the termination of such status one year after
the date on which the Director General has received the notification of
withdrawal.
(5) Any declaration referred to in paragraph (1)(a), notification of withdrawal
referred to in paragraph (2) or (3), assurances furnished under Article 6(1),
second sentence, and included in a declaration made in accordance with Article
7(1)(a), request made under Article 8(1) and communication of withdrawal
referred to in Article 8(2) shall require the express previous approval of the
supreme governing organ of the intergovernmental industrial property
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organization whose members are all the States members of the said
organization and in which decisions are made by the official representatives of
the governments of such States.

CHAPTER I
ADMINISTRATIVE PROVISIONS

Article 10
Assembly

()

(a) The Assembly shall consist of the Contracting States.

(b) Each Contracting State shall be represented by one delegate, who may be
assisted by alternate delegates, advisors, and experts.

{c) Each intergovernmental industrial property organization shall be
represented by special observers in the meetings of the Assembly and any
committee and working group established by the Assembly.

(d) Any State not member of the Union which is a member of the Organization
or of the Intemational (Paris) Union for the Protection of Industrial Property and
any intergovernmental organization specialized in the field of patents other than
an intergovernmental industrial property organization as defined in Article 2(v)
may be represented by observers in the meetings of the Assembly and, if the
Assembly so decides, in the meetings of any committee or working group
established by the Assembly.

2

(a) The Assembly shall:
(i) deal with all matters concerning the maintenance and development of the
Union and the implementation of this Treaty;
(ii) exercise such rights and perform such tasks as are specially conferred upon
it or assigned to it under this Treaty;
(i) give directions to the Director General concerning the preparations for
revision conferences,
(iv) review and approve the reports and activities of the Director General
concerning the Union, and give him all necessary instructions concerning
matters within the competence of the Union;
(v) establish such committees and working groups as it deems appropriate to
facilitate the work of the Union;
(vi) determine, subject to paragraph (1)(d), which States other than Contracting
States, which intergovernmental organizations other than intergovernmental
industrial property organizations as defined in Article 2(v) and which
international non—governmental organizations shall be admitted to its meetings
as observers and to what extent international depositary authorities shall be
admitted to its meetings as observers;
(vii) take any other appropriate action designed to further the objectives of the
Union;
(viii) perform such other functions as are appropriate under this Treaty.
(b) With respect to matters which are of interest also to other Unions
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administered by the Organization, the Assembly shall make its decisions after
having heard the advice of the Coordination Committee of the Organization.
(3) A delegate may represent, and vote in the name of, one State only.
(4) Each Contracting State shall have one vote.

(5)

(a) One-half of the Contracting States shall constitute a quorum.
(b) In the absence of the quorum, the Assembly may make decisions but, with
the exception of decisions concerning its own procedure, all such decisions
shall take effect only if the quorum and the required majority are attained
through voting by correspondence as provided in the Regulations.
(6)

(a) Subject to Articles 8(1)(c), 12(4) and 14(2)(b), the decisions of the

Assembly shall require a majority of the votes cast.

(b) Abstentions shall not be considered as votes.
(7)
(a) The Assembly shall meet once in every second calendar year in ordinary
session upon convocation by the Director General, preferably during the same
period and at the same place as the General Assembly of the Organization.
(b) The Assembly shall meet in extraordinary session upon convocation by the
Director General, either on his own initiative or at the request of one—fourth of
the Contracting States.
(8) The Assembly shall adopt its own rules of procedure.

Article 11
International Bureau

(1) The International Bureau shall:
(i) perform the administrative tasks concerning the Union, in particular
such tasks as are specifically assigned to it under this Treaty and the
Regulations or by the Assembly;
(if) provide the secretariat of revision conferences, of the Assembly, of
committees and working groups established by the Assembly, and of
any other meeting convened by the Director General and dealing with
matters of concern to the Union.
(2) The Director General shall be the chief executive of the Union and shall
represent the Union.
(3) The Director General shall convene all meetings dealing with matters of
concern to the Union.
(4)
(a) The Director General and any staff member designated by him shall
participate, without the right to vote, in all meetings of the Assembly, the
committees and working groups established by the Assembly, and any other
meeting convened by the Director General and dealing with matters of concern
to the Union.
(b) The Director General, or a staff member designated by him, shall be ex
officio secretary of the Assembly, and of the committees, working groups and
other meetings referred to in subparagraph (a).
(5) )
(a) The Director General shall, in accordance with the directions of the
Assembly, make the preparations for revision conferences.
(b) The Director General may consult with intergovernmental and international
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Contracting States at least six months in advance of their consideration by the
Assembly.
)

(a) Amendments to the Articles referred to in paragraph (1) shall be adopted by the
Assembly. '

(b) Adoption of any amendment to Article 10 shall require fourfifths of the
votes cast; adoption of any amendment to Article 11 shall requnre three—fourths
of the votes cast.
(3)
(a) Any amendment to the Articles referred to in paragraph (1) shall enter into
force one month after written notifications of acceptance, effected in
accordance with their respective constitutional processes, have been received
by the Director General from three—fourths of the Contracting States members
of the Assembly at the time the Assembly adopted the amendment.
(b) Any amendment to the said Articles thus accepted shall bind all the
Contracting States which were Contracting States at the time the amendment
was adopted by the Assembly, provided that any amendment creating financial
obligations for the said Contracting States or increasing such obligations shall
bind only those Contracting States which have notified their acceptance of such
amendment.
(c) Any amendment which has been accepted and which has entered into force
in accordance with subparagraph (a) shall bind all States which become
Contracting States after the date on which the amendment was adopted by the

Assembly.

CHAPTER IV
FINAL PROVISIONS

Article 15
Becoming Party to the Treaty

(1) Any State member of the International (Paris) Union for the
Protection of Industrial Property may become party to this Treaty by:
(i) signature followed by the deposit of an instrument of ratification, or
(ii} deposit of an instrument of accession.

(2) Instruments of ratification or accession shall be deposited with the Director

General.

Article 16
Entry Into Force of the Treaty

(1) This Treaty shall enter into force, with respect to the first five States which
have deposited their instruments of ratification or accession, three months after
the date on which the fifth instrument of ratification or accession has been

deposited.
(2) This Treaty shall enter into force with respect to any other State three
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months after the date on which that State has deposited its instrument of
ratification or accession unless a later date has been indicated in the instrument
of ratification or accession. In the latter case, this Treaty shall enter into force
with respect to that State on the date thus indicated.

Article 17
Denunciation of the Treaty

(1) Any Contracting State may denounce this Treaty by nofification addressed
to the Director General.

(2) Denunciation shall take effect two years after the day on which the Director
General has received the notification.

(3) The right of denunciation provided for in paragraph (1) shail not be
exercised by any Contracting State before the expiration of five years from the date on
which it becomes party to this Treaty.

(4) The denunciation of this Treaty by a Contracting State that has made a
declaration referred to in Article 7(1)(a) with respect to a depositary institution which
thus acquired the status of international depositary authority shall entail the
termination of such status one year after the day on which the Director General
received the notification referred to in paragraph (1).

Article 18
Signature and Languages of the Treaty

(1) '

(a) This Treaty shall be signed in a single original in the English and French
languages, both texts being equally authentic.

(b) Official texts of this Treaty shall be established by the Director General, after
consultation with the interested Governments and within two months from the date of
signature of this Treaty, in the other languages in which the Convention Establishing
the World Intellectual Property Organization was signed.

(c) Official texts of this Treaty shall be established by the Director General, after
consultation with the interested Governments, in the Arabic, German, ltalian,
Japanese and Portuguese languages, and such other languages as the Assembly
may designate.

(2) This Treaty shall remain open for signature at Budapest until December 31,
1977.

Article 19
Deposit of the Treaty; Transmittal of Copies;
Registration of the Treaty

(1) The original of this Treaty, when no ionger open for signature, shall be
deposited with the Director General.

(2) The Director General shall transmit two copies, certified by him, of this
Treaty and the Regulations to the Governments of all the States referred to in Article
15(1), to the intergovernmental organizations that may file a declaration under Article.
9(1)(a) and, on request, to the Government of any other State.
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(3) The Director General shall register this Treaty with the Secretariat of the
United Nations.

(4) The Director General shall transmit two copies, certified by him, of any
amendment to this Treaty and to the Regulations to all Contracting States, to all
intergovernmental industrial property organizations and, on request, to the
Government of any other State and to any other intergovernmental organization that
may file a declaration under Article 9(1)(a).

Article 20
Notifications

The Director General shall notify the Contracting States, the
intergovernmental industrial property organizations and those States not members
of the Union which are members of the International (Paris) Union for the
Protection of Industrial Property of:

(i) signatures under Article 18;
(i) deposits of instruments of ratification or accession under Article 15(2);

(iii) declarations filed under Article 9(1)(a) and notifications of withdrawal
under Article 9(2) or (3);
(iv) the date of entry into force of this Treaty under Article 16(1);
(v) the communications under Articles 7 and 8 and the decisions under Article
8;
(vi) acceptance of amendments to this Treaty under Article 14(3);
(vii) any amendment of the Regulations; '
(viii) the dates on which amendments to the Treaty or the Regulations enter into
force;
(ix) denunciations received under Article 17.
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Microorganisms Deposits and Samples (2001 - 2007)
Source: WIPO Statistios Database (November 2008)

Internaional

Depositary Before
Courtry Auth ority Depasits and Samples 2001 2001 2002 2003 2004 2005 2006 2007| Grand Tota*
Australia Nt Number of Deposits 290 50 2 28 29 7 19 B 433
Totd Samplas ) ] 3] 0 0 1 ] 1
Samples to Industiial Property Offices (Rule 11.1) 0 0 0 o 0 0 0 0
Samples to Depositor or Authorized P arties (11.2) 1] 0 0 0 ] 0 1] 0
Samples to Parties Legatiy Entitled (11.3) 0 0 g 0 0 1 0] 1
Belgium BCCM Number of Deposits 280 57 | - 73 3] 21 13 i7] G515
' Total Samples 3 <] 32 3 11 8 1 79
Samples to Industrial Property Offices (Rule 11.1) 0 Q 0 a o 0 0 o
Samplas to Depositor or Authorized P arties (11.2) 2 ¥ 2 3 1 8 “ 77
Samples to Parties Legally Entitled (11.3) 1 1 Y] 8] 0 0 8] 2
Bulgaria NBIMCC Number of Daposita 805 40 B 5] 7 5 50 7 985
Totd Samples 3 7 M 10 7 10 4 117
Samples to Industrial Property Offices (Rule 11.1) 0 a 0 0 0 Q 0 0
Samples to Depositor or Authorized Parties (11.2) 3 70N 10 7 10 H 117
Samples Yo Parties Legally Entitled (11.3) 0 0 0 1] D [} 0 0
Canada NMLHC Number of Deposits z23 48 3 €L 95 3 30 =1} 313
Tota Samples 1 1] 1) 0 2 1 2 6
Samples to Industrial Property Offices (Rule 11.1) 0 0 0 (1] n] o 0 0
Samples to Depositor or Authorized Parfies (11.2) 1 0 0 0 2 0 1 o
Samples to Parties Leagally Entitled (11.3) 0 0 a 0 a 1 1 2
[China’ CCTCC [Number of Deposits 1,184 68 & 121 138 200 195 255 2229
Totd Samples 7 3 9 8 2 6 6 . 38
Samples to Industrial Property Offices (Rule 11.1) 0 a 0 0 0 0 0 0
Samples to Depositor or Authorized Parties (11.2) 7 3 g 6 2 5 B =
Sampies fo Parties Legally Entitlad (11.3) 0 0 0 a 1] 0 0 0
CGMCC Number of Deposits 6177 145 205 211 201 29¢ 33 2B6 2377
Totd Samples 6 3 17 ik 7 2 12 ="
Samples to Industrial Property Offices (Rule 11.1) 0 o ] 1] 0 o 0 0
Samples to Depositor or Asthorized Parties (11.2) ] 3 17 11 7 3 ©z a9
Samples to Parties Legally Enttled (11.3) 1] 0 1] o 0 0 0 0

454



InMternational

Depositary Before

Courtry Ath ority Deposits and Samples 201 2001 2002 2003 2004 2005 2008 2007| Grand Tota*
Czech

Republic CCM Humber of Deposits 43 4 o 4 ) 2 3 1 a.5]

' Totd Samples 12 ) 6 8 2 3 3 =

Samples to industrial Property Offices {Rule 11.1) 0 0 1] 0 0 0 0] 0

Samples to Deposher or Authorized Parties (11.2) 12 ] ] 6 2 2 3 2

Samples to Parties Legally Entitled (11.3) 0 0 u] Q 0 0 0 [u}

France CHNCM Numbear of Deposits 2000 181 201 197 200 202 163 196 3320

Totd Samples 3/ H 7@ B85 = M O 350

Samples to Industrial Property Offices (Rule 11.1) 1] Q 0 1] 0 1] a o

Samples to Dapositor.or Authorized P arties {11.2) 21 B 54 4 L b 0 zZ89

Samples to Parties Lagally Entitled (11.3) 14 3 9 2 8 12 5 70

Germany DShaZ Humber of Deposits 4436 371 223 170, 254 218 282 235 6,199

Totd Samples _ 5 & 83 93 108 100 &5 571

Sampies to Industrial Propeity Offices (Rule 11.1) 0 0 0 0 3] 0 0 D

Samples o Depositor or Authotized Parties {11.2) 23 - 45 o 2 52 xF 275

_ Samples o Parties Leg ally Entitled (11.3) =2l X o) a5 74 8 . 285

Hungany NCAIM Number of Deposits 120 7 5 2 15 5 4] “ 243

Total Samples 4 3 2 2 8 a 19

Samplés to Industrial Property Offices (Rule 11.1) (H 0 0 a o 0 0

Samples to Depesitor or Autharized Parties (11.2) 1 o 0 1] 7 0 8

Samples to Parties |egally Entitled (11.3) 2 3 2 2 1 0 1

India MTCC Number of Deposits 1 22 80 73 o5 e 2495

Tota Samples 0 1] 0 0 0 0 8]

Samples to Industrial Property Offices (Rule 11.1) o 0 5] o 0 o o

S amples to Depositor or Authorized P arties (11.2) 1] a 0 (s} 0 0 o

Samples to Parties Legally Ertitted ¢11.3) 0 0 0 ] 0 0 0

Raky ABC Number of Deposits 11 8 g 4 <] B 8 4 586

Totd Samples 1 1

Samples o Industrial Property Offices (Rule 11.1) 0 o

Samples to Depoasiter or Authorized P arfies (1 1.2) 1 1

S amples fo Parties Legally Entiled(11.3) 0 - D
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Internaional

Depositary Before
Country Authvority Deposits and Samples 2001 2001 202 2003 2004 2005 2008 2007 Grand Totd*
Poland PCM Number of Deposits. 1 2 4 0 0 7 0 ] 5.2]
Tota Samples 0 1] a a [n] 0 8] a
Samples to Industrial Property Offices (Rule 41.1) 0 n] 0 0 0 1] ] 0
Samples to Depositor or Authorized Parties (11.2) 0 0 0 e] o 0 a 0
Samples to Parties Legally Entitled (11.3) a Q 1] a 1] a 0 0
Republic of
Kotea KECM Number of Deposits 23 112 109 o4 2] 95 24 22 914
Totd Samplas 8 3 10 4 10 4 g sl
Samples to Industrial Property Offices (Rule 11.1) 0 0 0 0 ] 0 o 0
Samples to Depositor or Authorized Parties (11.2) 8 3 10 4q 10 4 8 T
Samples o Parties Legally Entitled (11.3) 0 0 0 0 Q 0 0 0
KCLRF Number of Déposits 7 17 B 18 17 17 2 148
Totd Samples 13 0 16 ik 13 10 73
Samples to Industrial Property Offices (Rule 11.1) 1] a a 0 o] 0 0
Samgples b Depositor or Autholized Parfies (11.2) 13 1 16 11 . 13 10 73
Samples to Partias Lagally Entitled (11.3) 0 0 a 0 0 1] 0
KCTC Number of Deposits ' g5 2086 266 1@ 179 132 171 184 2293
Totad Samples 13 2 20 =] 12 32 7 113
Samples o Industriat Property Offices (Rute 11.1) 3 ) 0 0 0 0 0 i
Samples to Depositor or Authorized Parties (11.2) 13 1z x 5] 13 . 7 113
Samples to Parties Legally Entitled (14.3) ] 0 u] Ju] a 0 0 1]
Russian
Federation |NRCA Numbar of Deposits
[Totd Samples
Samples to Industrial Property Offices (Rule 11.1)
Samples to Depositor or Authorized Parties (11.2)
|5 amples to Parties Lagally Entitled (11.3)
KM Number of Deposits 0 0 0 1. 0 1 0 0 32
Totd Samples 1] o 0 0 1] 0 0 0
Samples to Industrial Property Offices (Rula 41.1) a 0 [} a 0 u] u} o
Samples to Depositor or Authorized Parties (14.2) 0 0 0 a] 0 a 0 0
Samples to Parties Legally Ertitled (11.3) Q ] 0 0 0 0 0 0
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Country

Internaional
Depositary
Authoarity

Deposits and Samples

Befare
2001

2001 2002 2003 2004 2005 2008 2007

Brand Totsl?

United
Kingdam

Ml

Number of Deposits

119

Totd Samples

Samples o Industrial Propery Offices (Rule 11.1)
Samples to Depositor or Authorized F arfies (14.2)
Samples % Parties Legally Entitled ¢11.3)

[ o J fan § [0}
L= P
O 0O OIOIN
Q o o|lo|o
O oo|O|a
(o ey =] =]

NCimB

Number of Deposits

1250

Total Samples

Samples to Industrial Property Officas (Rule 11.1)
Samples to Depositor or Authorized Parties (11.2)
Samples to Parties Legally Entitled (11.3)

NCTC

Number of Deposite

Total Samples

Samples to Industrial Property Offices (Rule 11.1)
Samples to Depositor or Authorized Paries {11.2)
Samples to Parties Legally Entitled (11.3)

|0 O OO0
O D Oojob
o o glo|w

NCYC

Nurber of Deposits

wleo o 9|ojo

-

Total Samples

Samples fo Industrial Propérty Offices (Rule 11.1)
Samplas to Depesitor of Authorized P arties (11.2)
Samples to Parties Legalty Entitied ¢11.3)

o o alwlolo o o|olwli~ o oR|Blo o o|o|e

o o olal|fo o olo|s
o ®o|d|ojlo o olols

NIBSC

Number of Deposits

Totd Samplas

Samples to Industrial Property Dffices (Rule 11.1)

|Samples to Depositor or Authorized Parties (11.2)

Samples to Parties Legally Entitled (11.3)

Uinited States
of America

ATCC

Humber of Deposits

18973 1086 916

7089 784 755

24873

Total Samples

38
NE

985 000 715 0613 686

5318

Samples 1o Industrial Property Offices (Rule 11.1)
Samples to Depositor or Authorized Parties (11.2)

Samples to Parties Legally Ertitted (11.3)
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Intarnational
Depositary Before
Country Authority Deposits and Samples 2001 2001 2002 2003 2004 2006 2008 2007| Grand Totai*
United States
of America |NRRL Number of Deposits 2218 130 100 76 & a2 75 101 2878
Total Samples 218 <ol c 250 1094
Samplas to Industrial Property Dffices (Rule 11.1) 1. 3 2 0 7
Samiples to Depositor or Authorized Parties (11.2) "7 o0 95 e 225
Samples to Parties Legally Entitlad (11.3) 100 1490 205 27 762
“[Overal Tetd Deposits 43421 3,232 2870 24756 254 2562 2,704 2708 2517
Overal Total Samplast 1278 1343 1,113 1277 1486 963 1,288 8,754
Total Samplesto Industrial Property Offices (Rule 11.1) 0 1 0 3 7 a 0 11
Total Samplesto Depositor or Authorized Parties(112) 21 2494 281 259 281 221 39 1768
Totd Samplesto Parties Legally Entitled (11.3) 113 .198_ 116 202 43 134 33 1538

*Flease notetha in the case of Samples,the Grand Total covers the period from 2004 to 2007.
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WORLD TRADE

IP/C/W/356

24 June 2002
ORGANIZATION

(02-3480)
Council for Trade-Related Aspects Original: English

of Intellectual Property Rights

THE RELATIONSHIP BETWEEN THE TRIPS AGREEMENT AND THE

CONVENTION ON BIOLOGICAL DIVERSITY AND THE
PROTECTION OF TRADITIONAL KNOWLEDGE

By means of a communication dated 21 June 2002, the following text has been received from
the Permanent Mission of Brazil on behalf of the delegations of Brazil, China, Cuba, Dominican
Republic, Ecuador, India, Pakistan, Thailand, Venezuela, Zambia and Zimbabwe with the request that
it be circulated to TRIPS Council Members.

Summary

(1)

(ii)

(iii)

We believe that the TRIPS Agreement and the Convention on Biological Diversity should
be mutually supportive and promote the sustainable use of resources. Modifications in
the TRIPS Agreement are necessary to ensure that it will not run counter to the objectives
of the CBD.

While the CBD recognizes Members’ sovereign rights over their biological resources, the
TRIPS Agreement allows Members to provide patents over biological resources (plants,
animals and micro-organisms). Currently, the TRIPS Agreement contains no provisions
preventing biopiracy acts, in which a person may claim patent rights in one country over
genetic resources that are under the sovereignty of another country.

In particular, the TRIPS Agreement contains no provisions ensuring the prior informed
consent of the owners of the biological resources used in the invention. The Agreement
also contains no provisions allowing a Member’s claims to enforce its national regimes
for fair and equitable sharing of benefits from the patenting of its own genetic resources
in another country. :

In this connection, the TRIPS Agreement should be amended in order to provide that
Members shall require that an applicant for a patent relating to biological materials or to
traditional knowledge shall provide, as a condition to acquiring patent rights:

disclosure of the source and country of origin of the biological resource and of the
traditional knowledge used in the invention;

evidence of prior informed consent through approval of authorities under the relevant
national regimes; and

evidence of fair and equitable benefit sharing under the national regime of the country
of origin.
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Failure to provide a solution to ensure a mutually supportive relationship between TRIPs
and the CBD may turn out to be detrimental to the objectives of both instruments. With a
view to avoiding conflicts in the implementation of TRIPS, an amendment of the
Agreement to accommodate some essential elements of the CBD will be a necessary
outcome of the single undertaking of negotiations under the outstanding implementation
issues, as part of the multilateral round of trade negotiations under the Doha Development
Agenda. :
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THE RELATIONSHIP BETWEEN THE TRIPS AGREEMENT AND
THE CONVENTION ON BIOLOGICAL DIVERSITY AND
THE PROTECTION OF TRADITIONAL KNOWLEDGE
A. INTRODUCTION
1. The Doha Ministerial Declaration has taken a significant decision to examine the relationship

between the Convention on Biological Diversity (CBD) and the Agreement on Trade Related Aspects
of Intellectual Property Rights (TRIPS). The Declaration provides, in paragraphs 12 and 19, mandate
for Members to introduce proposals for negotiations in the context of outstanding implementation
issues, which “shall be an integral part of the Work Programme” (paragraph 12) established by the
Ministerial Conference. In light of Paragraph 47 of the Doha Ministerial Declaration, “the conduct,
conclusion and entry into force of the negotiations shall be treated as part of a single undertaking” of
the multilateral round of trade negotiations under the Doha Development Agenda.

2. It should be recalled that, in the context of the review of Article 27.3(b) of the TRIPS
Agreement, a number of Members, in particular developing countries, have presented their views on
the relationship between the Agreement and the Convention on Biological Diversity, which include a
number of proposals to ensure compatibility between the TRIPS Agreement and the CBD'.
Furthermore, in the Seminar on the Protection and Commercialization of Traditional Knowledge
(New Delhi, 3-5 April, 2002)%, several developing countries have expressed support for the need to
develop an internationally agreed instrument that recognizes protection of traditional knowledge at the
national level, as it would not only prevent misappropriation but also ensure that national level benefit
sharing mechanisms and laws are respected worldwide.

3. Based on Paragraphs 12 and 19 of the Doha Ministerial Declaration, this submission
addresses “the relationship between the TRIPS Agreement and the CBD and protection of Traditional
Knowledge”. The elements addressed in this document in no way exhaust the issues to be raised in
the context of the relationship between the TRIPs Agreement and the CBD in light of paragraphs 12
and 19. The co-sponsors of this proposal may bring further clarifications and complements to the
issues contained in this document. This submission is without prejudice to positions that its co-
sponsors might take subsequently.

B. RELEVANT PROVISIONS IN THE CONVENTION ON BIOLOGICAL DIVERSITY

4, The TRIPS Agreement and the Convention on Biological Diversity contain important
elements in common. Among other relevant provisions in the CBD, its objectives, as stated in
Article 1, are the conservation of biological diversity, the sustainable use of its components and the
fair and equitable sharing of the benefits arising out of the utilisation of the genetic resources.
Article 3 of the Convention recognizes the principle of sovereign right of its Contracting Parties to
exploit such resources. Article 15 specifically obliges the Parties to take necessary measures to share

! See, for instance, documents WT/GC/W/282 of 6 July 1999 by Venezuela; WT/GC/W/25 of 13 July
1999 by the Least Developed Countries; WT/GC/W/362 12 October 1999 by Bolivia, Colombia, Ecuador,
Nicaragua, and Peru; IP/C/W/166 of 5 November 1999 by Cuba, the Dominican Republic, Honduras and
Nicaragua; IP/C/W/195 of 12 July 2000 by India; IP/C/W/206 of 20 September 2000 by the African Group; and
IP/C/W /228 of 24 November 2000 by Brazil.

? The International Seminar was convened by the¢ Government of India and UNCTAD, with the
participation of representatives from Brazil, Cambodia, Chile, China, Colombia, Cuba, Egypt, Kenya, Peru,
Philippines, Sri Lanka, Thailand, Venezuela and India.
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in a fair and equitable way the results of research and development and the benefits arising from the
commercial and other utilization of genetic resources with the Party providing such resources, on
mutually agreed terms. Article 15 unambiguously states that the authority to determine access to
genetic resources rests with national governments and is subject to national legislation and that access,
where granted, shall be on mutualily agreed terms and shall be subject to the prior informed consent of
the Contracting Party providing such resources. Article 16(5) of the CBD further states that
Contracting Parties, recognizing that patents and other intellectual property rights may have an
influence on the implementation of this Convention, shall cooperate in this regard, subject to national
legislation and international law in order to ensure that such rights are supportive of and do not run
counter to its objectives. Finally, Article 8(j) of the CBD enjoins Contracting Parties to respect,
preserve and maintain knowledge, innovations and practices of indigenous and local communities and
encourages the equitable sharing of benefits arising from their utilization.

5. Moreover, the VI Conference of the Parties of the CBD recently adopted (in the Hague,
Netherlands, 7 - 19 April 2002) under Decision VI/24 (“Access and benefit-sharing as related to
genetic resources™) the Bonn Guidelines on Access to Genetic Resources and Fair and Equitable
Sharing of the Benefits Arising out of their Utilization, which serves as inputs when developing
and drafting legislative, administrative or policy measures on access and benefit-sharing with
particular reference to provisions under Articles 8(j), 10 (¢), 15, 16 and 19; and contracts and other
arrangements under mutually agreed terms for access and benefit-sharing. Among other important
provisions, the Bonn Guidelines define, under the Chapter “Roles and Responsibilities in Access and
Benefit-Sharing Pursuant to Article 15 of the Convention on Biological Diversity”, that “Contracting
Parties with users of genetic resources under their jurisdiction should take appropriate legal,
administrative, or policy measures, as appropriate, to support compliance with prior informed consent
of the Contracting Party providing such resources and mutually agreed terms on which access was
granted. These countries could consider, inter alia, the following measures: (...) (ii} Measures to
encourage the disclosure of the country of origin of the genetic resources and of the origin of
traditional knowledge, innovations and practices of indigenous and local communities in applications
for intellectual property rights; (iii) Measures aimed at preventing the use of genetic resources
obtained without the prior informed consent of the Contracting Party providing such resources.”
Under the provisions on “National monitoring and reporting”, the Bonn Guidelines further defines
that “depending on the terms of access and benefit-sharing, national monitoring may include (...) (c)
applications for intellectual property rights relating to the material supplied™.

6. Regarding the “Role of Intellectual Property Rights in the Implementation of Access and
Benefit-Sharing Arrangements” under the Bonn Guidelines, the Conference of the Parties to the CBD
“mvites Parties and Governments to encourage the disclosure of the country of origin of genetic
resources in applications for intellectual property rights, where the subject matter of the application
concerns or makes use of genetic resources in its development, as a possible contribution to tracking
compliance with prior informed consent and the mutually agreed terms on which access to those
resources was granted”. The COP “also invites Parties and Governments to encourage the disclosure
of the origin of relevant traditional knowledge, innovations and practices of indigenous and local
communities relevant for the conservation and sustainable use of biological diversity in applications
for intellectual”.

C. THE RELATIONSHIP BETWEEN THE TRIPS AGREEMENT AND THE CONVENTION
ON BIOLOGICAL DIVERSITY

7. We believe that the TRIPS Agreement and the CBD should be mutually supportive and
promote the sustainable use of resources. At the implementation level, conflicts between the two
Agreements could arise, for instance, in the case of patents claimed over genetic resources (sometimes
even in naturally occurring genetic resources), which are protected by the CBD. Some examples are
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already well known to the general public. ‘In its paper on "Protection of Biodiversity and Traditional
Knowledge" (IP/C/W/198), for instance, India reports its experience with cases of patents claimed
over turmeric, karela, basmati and the neem tree; another example is the case of the ayahuasca vine (a
native plant of the Amazonian rainforest used by thousands of indigenous peoples of the Amazon for
sacred religious and healing ceremonies).

8. Unauthorized patents on a Member’s genetic resources, granted outside its territory raises the
issue of potential conflicts with the principle of the sovereignty of the Contracting Parties of the CBD
over their genetic resources. Currently, the TRIPS Agreement allows Members to provide for patents
— which are private rights — over genetic resources (plants, animals and micro-organisms). The
Agreement, however, contains no provisions preventing a person to claim patent rights in one country
over genetic resources that are under the sovereignty of another country. In particular, TRIPS contains
no provisions allowing a Member’s claims to enforce fair and equitable sharing of benefits from the
patenting of its own genetic resources abroad. In the absence of clear provisions in TRIPS providing
for a mutually supportive relationship of that Agreement with Members’ obligations under the CBD,
implementation of the TRIPS Agreement may allow for acts of biopiracy and thus result in systemic
conflicts with the Convention. With a view to avoiding conflicts in the implementation of TRIPS, an
amendment of the Agreement to accommodate some essential elements of the CBD will be a
necessary outcome of negotiations related to the mandate in Paragraphs 12 and 19 of the Doha
Ministerial Declaration. Failure to provide a solution to this relationship may turn out to be
detrimental to the objectives of both instruments.

9. In order to provide a mutually supportive relationship between the TRIPS Agreement and the
Convention on Biological Diversity, one important step would be to ensure that patenting of
biological resources — plants, animals or micro-organisms ~ shall not run counter to the provisions of
the CBD, in particular those provisions recognizing the sovereignty of the Contracting Parties of the
CBD over their genetic resources; the objectives of benefit sharing and of prior informed consent; and
the protection of traditional knowledge.

D. PROPOSAL

10. In this conmection, it is proposed that the TRIPS Council recommends to the Trade
Negotiations Committee that it takes a decision to the effect that the TRIPS Agreement should be
amended in order to provide that Members shall require that an applicant for a patent relating to
biological materials or to traditional knowledge shall provide, as a condition to acquiring patent

rights:

(i) disclosure of the source and country of origin of the biological resource and of the
traditional knowledge used in the invention;

(ii) evidence of prior informed consent through approval of authorities under the relevant
national regimes;

(iii)  evidence of fair and equitable benefit sharing under the relevant national regimes.

11. Such measures are fully in line with the provisions of the Convention on Biological Diversity
and the recommendations of the Bonn Guidelines on Access to Genetic Resources and Fair and
Equitable Sharing of the Benefits Arising out of their Utilisation. An amendment of the TRIPS
Agreement to include such provisions would prevent systemic conflicts with the CBD arising from
the implementation of TRIPS.
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12. From a practical standpoint, it would be more cost-effective to establish an internationally
accepted solution as suggested above to prevent biopiracy than to divert national resources to
expensive judicial processes for the revocation of patents that include illegal genetic resources (as
expertenced, for instance, by the Government of India and Amazonian countries in challenging
patents abroad over its genetic resources). Developing countries, in particular, do not have the
resources to follow each and every patent issued outside their territories on the use of their resources.

13. Besides addressing a crucial problem of coherence between two binding international
agreements, fulfilling such requirements would not be any more burdensome than any other regular
requirement in the already existing patent application procedures. Certainly, law-compliant, bona fide
companies and individuals would not have difficulties in fulfilling the requirements mentioned in
paragraph 14 above — and many of which already engage in bilateral contracts that include the
elements of such requirements. Consequently, the proposed amendment would have the clear benefit
of providing a predictable environment for Governments, investors, traditional communities and
researchers. Research and development in biotechnology in developing countries would thus be
encouraged, which would be in line with the objectives of the TRIPS Agreement to promote
technological innovation and the transfer and dissemination of technology.

14. In line with Article 16 of the CBD, several countries’ today are putting in place legislation to
regulate access to genetic resources, many of which contain intellectual property-related provisions.
In many cases, such countries include requirements to disclose the origin of the source of the genetic
material used in biotechnological inventions and the related traditional knowledge used in the
invention, as well as requirements of evidence of benefit sharing and prior informed consent from the
relevant national authorities.

15. The proposed requirements in paragraph 14 would also represent an important step towards
ensuring, although only to a limited extent, protection of traditional knowledge from unauthorised
patenting by third persons without the prior informed consent of the traditional communities that hold
the involved knowledge. Traditional communities have faced threat of misappropriation of their
knowledge arising from increasing evidence of biopiracy and the grant of bad patents. One of the
major concerns in the global community today refers to the patenting of new biotechnological
inventions based on the biological resources and associated traditional knowledge, without any share
of the benefits arising out of commercial use to the communities who conserved and developed such
resources and knowledge.

16. The incorporation of the proposed requirements in the TRIPS Agreement, however, would
only provide defensive protection for traditional communities from misappropriation of their
knowledge — associated or not to genetic resources — through unauthorized patenting. Consequently,
it might be necessary for the TRIPS Council to give further consideration to proposals regarding an
international framework to provide positive protection of traditional knowledge, which would
recognize protection of traditional knowledge at the national and regional levels. As reflected in the
Communiqué issued by the Seminar on the Protection and Commercialization of Traditional
Knowledge (New Delhi, 3-5 April, 2002) regarding the process of identifying essential components of
a framework for international recognition of various sui generis systems, customary law and others
for protection of TK, “some of the possible components identified include: (i) local protection to the
rights of TK holders through national level sui generis regimes including customary laws as well as
others and its effective enforcement inter alia through systems such as positive comity of protection
systems for TK (ii) protection of traditional knowledge through registers of TK databases in order to
avoid misappropriation (iii) a procedure whereby the use of TK from one country is allowed,
particularly for seeking IPR protection or commercialization, only after the competent national
authority of the country of origin gives a certificate that source of origin is disclosed and prior
informed consent, including acceptance of benefit sharing conditions, obtained (iv) an internationally

? The Andean Community, Brazil, Costa Rica, India, the Philippines, Sweden, among others.
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agreed instrument that recognizes such national level protection. This would not only prevent
misappropriation but also ensure that national level benefit sharing mechanisms and laws are

respected worldwide.”

17. In light of the above, Members reserve the right to bring further proposals in the context of
negotiations under paragraphs 12 and 19 of the Doha Ministerial Declaration regarding other issues
regarding the relationship between the TRIPs Agreement and the Convention on Biological Diversity,
such as the development of an international framework for positive protection of traditional
knowledge.
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INTELLECTUAL PROPERTY

Article |

Objectives

The objectives of this Chapter are to:

(a) facilitate the production and commercialization of innovative and creative

products between the Parties; and

(b) achieve an adequate and effective level of protection and enforcement of

intellectual property rights

Sub-Section 1

Principles

Article 2

Nature and Scope of Obligations

1.

The Parties shall ensure an adequate and effective implementation of the
international treaties dealing with intellectual property to which they are parties
including the WTO Agreement on Trade-related Aspects of Intellectual Property
(hereinafter call TRIPS Agreement). The provisions of this chapter shall
complement and further specify the rights and obligations between the Parties
under the TRIPS Agreement and other international treaties in the field of
intellectual property.

For the purpose of this Agreement, intellectual property rights embody copyright,
including copyright in computer programs and in databases, sui generis rights for
non original databases, and neighbouring rights, rights related to patents,
trademarks, trade names insofar as these are protected as exclusive property rights
in the domestic law concerned, designs, layout- designs (topographies) of
integrated circuits, geographical indications, including designations of origin,
indications of source, plant varieties, protection of undisclosed information and
the protection against unfair competition as referred to in Article 104is of the
Paris Convention for the Protection of Industrial Property (Stockholm Act 1967).
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Article 2 bis

Most Favored Nation

Article 3

Transfer of Technology

1. The Parties agree to exchange views and information on their domestic and
international practices and policies affecting transfer of technology. This shall in
particular include measures to facilitate information flows, business partnerships,
licensing and subcontracting deals on a voluntary basis. Particular attention shall
be paid to the conditions necessary to create an adequate enabling environment
for technology transfer in the host countries, including issues such as the relevant
legal framework and development of human capital.

2. The Parties shall ensure that the legitimate interests of the intellectual property
right holders are protected.

Article 4

Exhaustion

The parties shall be free to establish their own regime for the exhaustion of -
intellectual property rights, subject to the provisions of the TRIPS agreement.

Sub-Section 2

Standards Concerning Intellectual Property Rights

Article 5
Copyrights and Neighbouring Rights
Article 5.1 — Protection Granted
The Parties shall comp}y with:

a) Article 1 through 22 of the Rome Convention for the Protection of Performers,
Producers of the Phonograms and Broadcasting Organisations (1961);

176



b) Article 1 through 18 of the Berne Convention for the Protection of Literary and
Artistic works (1886, last amended in 1979);

¢) Articles 1 through 14 of the WIPO Copyright Treaty - WCT (Geneva, 1996);

d) Articles 1 through 23 of the WIPO Performances and Phonograms Treaty —
WPPT (Geneva, 1996).

Article 5.2 — Duration of Authors’ Rights

1. The rights of an author of a literary or artistic work within the meaning of Article
2 of the Berne Convention shall run for the life of the author and for 70 years after
his death, irrespective of the date when the work is lawfully made available to the
public.

2. In the case of a work of joint authorship, the term referred to in paragraph ! shall
be calculated from the death of the last surviving author.

3. In the case of anonymous or pseudonymous works, the term of protection shall
run for 70 years after the work is lawfully made available to the public. However,
when the pseudonym adopted by the author leaves no doubt as to his identity, or if
the author discloses his identity during the period referred to in the first sentence,
the term of protection applicable shall be that laid down in paragraph I.

4. In the case of works for which the term of protection is not calculated from the
death of the author or authors and which have not been lawfully made available to
the public within 70 years from their creation, the protection shall terminate.

Article 5.3 — Duration of Related Rights

I. The rights of performers shall expire not less than 50 years after the date of the
performance. However, if a fixation of the performance is lawfully published or
lawfully communicated to the public within this period, the rights shall expire 50
years from the date of the first such publication or the first such communication to
the public.

2. The rights of producers of phonograms shall expire not less than 50 years after the
fixation is made. However, if the phonogram has been lawfully published within
this period, the said rights shall expire 50 years from the date of the first lawful
publication. If no lawful publication has taken place within the period mentioned
in the first sentence, and if the phonogram has been lawfully communicated to the
public within this period, the said rights shall expire 50 years from the date of the
first lawful communication to the public.

3. The rights of producers of the first fixation of a film shall expire not less than 50
years after the fixation is made. However, if the film is lawfully published or
lawfully communicated to the public during this period, the rights shall expire not
less than 50 years from the date of the first such publication or the first such
communication to the public, whichever is the earlier. The term “film™ shall
designate a cinematographic or audiovisual work or moving images, whether or
not accompanied by sound.

177



4. The rights of broadcasting organizations shall expire not less than 50 years after

the first transmission of a broadcast, whether this broadcast is transmitted by wire
or over the air, including by cable or satellite.

Article 5.4 — Co-operation on Collective, Management of Rights

The Parties shall facilitate the establishment of arrangements between their respective
collection societies with the purpose of mutually ensuring easier access and delivery of
content between the territories of the Parties, as well as ensuring mutual transfer of
royalties for use of the Parties’ works or other copyright subject matters. The Parties shall
ensure that their respective collecting societies achieve a high level of rationalization and
transparency with regard to the execution of their tasks.

Article 5.5 — Broadcasting and Communication to the Public

1.

For the purpose of this provision, the right of communication to the public is
understood as covering all communication to the public not present at the place
where the communication originates. This right covers any such transmission or
retransmission of a work to the public by wire or wireless means, including
broadcasting. This right does not cover any other acts. It is the common
understanding of the Parties that communication to the public includes
broadcasting as defined in Article 2(f) WPPT and any other communication to the
public in Article 2(g) of the WPPT.

The Parties shail provide for performers the exclusive right to authorize or
prohibit the broadcasting by wireless means and the communication to the public
of their performances, except where the performance is itself already a broadcast
performance or is made from a fixation.

The Parties shall provide a right in order to ensure that a single equitable
remuneration is paid by the user, if a phonogram published for commercial
purposes, or a reproduction of such phonogram, is used for broadcasting by
wireless means or for any communication to the public, and to ensure that this
remuneration is shared between the relevant performers and phonogram
producers. The Parties may, in the absence of agreement between the performers
and phonogram producers, lay down the conditions as to the sharing of this
remuneration between them.

The Parties shall provide for broadcasting organizations the exclusive right to
authorize or prohibit the re-broadcasting of their broadcasts by any means, as well
as the communication to the public of their broadcasts if such communication is
made in places accessible to the public against payment of an entrance fee.

Article 5.6 — Artists’ Resale Right in works of arts

1.

The Parties shall provide, for the benefit of the author of an original work of art, a
resale right, to be defined as an inalienable right, which cannot be waived, even in
advance to receive a royalty based on the sale price obtained for any resale of the
work, subsequent to the first transfer of the work by the author.
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“original work of art” means works of graphic or plastic art such as pictures,
collages, paintings, drawings, engravings, prints, lithographs, sculptures,
tapestries, ceramics, glassware and photographs, provided they are made by the
artist himself or are copies considered to be original works of art.

The right referred to in paragraph 1 shall acts of resale involving as sellers, buyers
or intermediaries art market professionals, such as salesrooms, art galleries and, in
general, any dealers in works of art.

The European Community and the ASEAN Member States may provide that the
right referred to in paragraph 1 shall no apply o acts of resale where the seller has
acquired the work directly from the author less than three years before that resale.
They will set a minimum sale price from which the sales referred to in paragraph
1 shall be subject to resale right.

The royalty provided for under paragraph 1 shall be payable by either the seller,
the buyer or the intermediaries art market professional to the author of the work.
The \parties shall provide that for a period of three years after the resale, the
author of an original work of art may require any art market professional
mentioned in paragraph 3 to furnish any information that may be necessary in
order to secure payment of royalties in respect of the resale.

Article 5.7 — Protection of Technological Measures

1.

Each Party shall provide adequate legal protection against the circumvention of
any effective technological measures, which the person concerned carries out in
the knowledge, or with reasonable grounds to know, that he or she is pursuing that
objective.
Each party shall provide adequate legal protection against the manufacture,
import, distribution, sale, rental, advertisement for sale or rental or possession for
commercial purposes of devices, products or components or the provision of
services which:
(a) are promoted, advertised or marketed for the purpose of circumvention of,
or
(b) have only a limited commercially significant purpose or use other than to
circumvent, or
(c) are primarily designed, produce d, adapted or performed for the purpose of
enabling or facilitation the circumvention of any effective technological
measures.

For the purposes of this Agreement, the expression ‘technological measures’
means any technology, device or component that, in the normal course of its
operation, is designed to prevent or restrict acts, in respect of works or other
subject-matter, which are not authorized by the right holder of any copyright or
any right related to copyright as provided for by law. Technological measures
shall be deemed ‘effective’ where the use of a protected work or other subject
matter is controlled by the right holders through application of an access control
or protection process, such as encryption, scrambling or other transformation of
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the work of other subject-matter or a copy control mechanism, which achieves the
protection objective.

Article 5.8 — Protection of Rights Management Information

1. Each Party shall provide for adequate legal protection against any person
knowingly performing without authority any of the following acts:

(a) the removal or alteration of any electronic rights-management
information;

(b) the distribution, importation for distribution, broadcasting, communication
or making available to the public of works or other subject-matter
protected under this Agreement from which electronic rights-management
information has been removed or altered without authority,

if such person knows, or has reasonable groimds to know, that by so doing
he is inducing, enabling, facilitating or concealing an infringement of any
copyright or any rights related to copyright as provided by law.

2. For the purposes of this Agreement, the expression ‘rights-management
information” means any information provided by right holders which identifies
the work or other subject-matter referred to in this Agreement, the author or any
other right holder, or information about the terms and conditions of use of the
work or other subject-matter, and any numbers or codes that represent such
information.

The first subparagraph shall apply when any of these items of information is
associated with a copy of, or appears in connection with the communication to the
public of, a work or other subject-matter referred to in this Agreement.

Article 6

Trademarks
“Article 6.1 — International Agreements

The European Community and the ASEAN Member States shall accede to the
Protocol Relating to the Madrid Agreement Concerning the International
Registration of Marks (1989) and comply with the Singapore Treaty on the law of
Trademarks (2006) and the Trademark Law Treaty (1994).

Article 6.2 — Registration Procedure

The Parties shall proved for a system for the registration of trademarks in which each
final decision taken by the relevant trademark administration is duly reasoned and in
writing. As such, reasons for the refusal to register a trademark shall be
communicated in writing to the applicant who will have the opportunity to contest
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such refusal and to appeal a final refusal before Court. The European Community and
the ASEAN Member States shall also introduce the possibility to oppose trademark
applications. Such opposition proceedings shall be contradictory. The Parties shall
provide a publicly available electronic database of trademark applications and
trademark registrations.

Article 6.3 — Well-known trademarks

The Parties shall co-operate with the purpose of making protection of well-known
trademarks, as referred to in Article 6bis of the Paris Convention (1967) and Article
16(2) and (3) of the TRIPS Agreement, effective.

Article 6.4 — Exceptions to the Rights Conferred by a Trademark

The Parties shall provide for the fair use of descriptive terms, including geographical
indications, as a limited exception to the rights conferred by trademark. They may

provide other limited exceptions, provided that such limited exceptions take account
of the legitimate interests of the owner of the trademark and of third parties.

Article 7
Geographical Indications

(The text below contains for the registration and control, of geographical indications)

[
.

a register listing geographical indications protected in the territory;
2. an administrative process verifying the geographical indications identify a
~ good as originating in a territory, region or locality of one of the parties,

where a given quality, reputation or other characteristics of a good is
essentially attributable to its geographical origins;

3. arequirement that a registered name shall correspond to a specific product

or products for which a product specification is laid down, which can only

be amended by due administrative process;

control provisions applying to production;

ex officio enforcement of the protection of registered names by public

authorities;

6. legal provisions laying down that registered names

v o

(a) may be used by any operator marketing the agricultural product
or foodstuff conforming to the corresponding specification;
(b) is protected against:
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7.
8.

10.

11.

- any direct or indirect commercial use of a registered name in
respect of products not covered by the registration in so far as
those products are comparable to the products registered under
that name or in so far as using the name exploits the reputation
of the protected name;

- any misuse, imitation or evocation, even if the true origin of
the product is indicated or if the protected name is translated or
accompanied by an expression such as “style’, “type”,

I &&

“method”, “as produced in”, “imitation” or “similar”;

- any other false or misleading indication as to the provenance,
origin, nature or essential qualities of the product, on the inner
or outer packaging, advertising material or documents relating
to the product concerned, and the packing of the product in a
container liable to convey a false impression as to its origin;

- any other practice liable to mislead the consumer as to the true
origin of the product.

a rule that protected names nay not become generic;

provisions concerning the registration, which may include refusal of
registration, of terms homonymous or partly homonymous with registered
terms, terms customary in common language as the common name for
goods, terms comprising or including the names of plant varieties and
animal breeds. Such provisions shall take into account the legitimate
interests of all parties concerned;

rules concerning relation between geographical indications and trademarks
providing for a limited exception to the rights conferred under trademark
law to the effect that the existence of a prior tradetnark shall not be a
reason to prevent the registration and use of a name as a registered
geographical indication except where by reason of the trademark’s renown
and the length of time it has been used, consumers would be misled by the
registration and use of geographical indication on the product not covered
by trademark.

a right for any producer established in the area who submits to the system
of controls to produce and use the product labelled with the protected
name;

an objection procedure that allows the legitimate interests of prior users of
names, whether those names are protected as a form of intellectual
property or not, to be taken into account.

Article 8
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Designs
Article 8.2 — International Agreements

The European Community and the ASEAN States shall accede to the Geneva
Act to the Hague Agreement Concerning the International Registration of
Industrial Designs (1999).

Article 8.2 — Definition

For the purpose of this Agreement “design” means the appearance of the
whole or a part of a product resulting from the features of, in particular, the
lines, contours, colours, shape, texture and/or materials of the product itself
and/or its ornamentation.

Atrticle 8.3 — Requirements for protection

1. The European Community and the ASEAN Member States shall provide
for the protection of independently created designs that are new and that
are original or have individual character.

2. A design shall be considered to be new if no identical design has been
made available to the public:

(a) in the case of an unregistered design, before the date on which the design
for which protection is claimed has first been made available to the public;

(b) in the case of an unregistered design, before the date of filing in the
application for registration of the design for which protection is claimed,
or, if priority is claimed, the date of priority.

Design shall be deemed to be identical if their features differ only in
immaterial details.

3. A design shall be considered to have individual character if the overall
impression it produces on the informed user differs from the overall
impression preduced on such a user by any design which has been made
available to the public:

(a) in the case of an unregistered design, before the date on which the design
for which protection is claimed has first been made available to the public;
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(b) in the case of a registered design, before the date of filing the application
for registration of the design for which protection is claimed, or, if priority
is claimed, the date of priority.

4. In assessing individual character, the degree of the freedom of the designer
in developing the design shall be taken into consideration.

5. This protection shall be provided by registration, and shall confer
exclusive rights upon their holders in accordance with the provisions of
this Article. Unregistered designs made available to the public shall confer
the same exclusive rights, but only if the contested use results from
copying the protected design.

Article 8.4 — Exceptions

1. The parties may provide limited exceptions to the protection of designs, provide
that such exceptions do not unreasonably conflict with the normal exploitation of
protected designs and do not unreasonably prejudice the legitimate interests of
third parties.

2. Design protection shall not extend to design solely dictated by technical or
functional considerations.

3. A design right shall not subsist in a design which contrary to public policy or to
accepted principles of morality.

‘Article 8.5 — Rights Conferred

The owner of a protected design shall at least have the right to prevent third parties not
having the owner’s consent in particular from making, offering, putting on the market,
importing, exporting or using a product in which the design is incorporated or to which it
is applied, or stocking such a product for those purposes.

Article 8.6 — Term of Protection

1. The duration of protection available in the European Community and the
ASEAN following registration shall amount to at least 5 years. The right
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holder may have the term of protection renewed for one or more periods of
five years each, up to total term of 25 years from the date of filing.

2. The duration of protection available in the European Community and the
ASEAN for unregistered design shall amount to at least three years as from
the date on which the design was made available to the public in one of the
signatories.

Article 8.7 — Invalidity or Refusal of Registration

2

h)

A design may only be refused for registration or declared invalid in the following
cases:

if the design does not correspond to the definition under Article 8.2;
If it does not fulfil the requirements of Article 8.3;
If, by virtue of a court decision, the right holder is not entitled to the design;

If the design is in conflict with a prior design which has been made available to
the public after the date of filing of the application or, if a priority is claimed, the
date of priority of the design, and which is protected from a data prior to the said
date by a registered design or an application for a design;

If a distinctive sign is used in a subsequent design, and the law of the Party
concerned governing that sign confers on the right holder of the sign the right to
prohibit such use;

If the design constitutes an unauthorized use of a work protected under the
copyright law of the signatory concerned,

If the design constitutes an improper use of any of items listed in Article 6ter of
the Paris Convention for the Protection of Industrial Property or of badges,
emblems and escutcheons other than those covered by the said Article 6ter and
which are of particular public interest in a Party

A Party may provide, as an alternative to the invalidity, that a design subject to
the ground provided for in paragraph 1 may be limited in its use.

Article 8.8 — Relationship to Copyright

A design protected by a design right registered in a signatory in accordance with this
Article shall also be eligible for protection under the law of copyright of that signatory as
from the date on which the design was created or fixed in any form.
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Article 9

Patents
Article 9.1 — International Agreement
The Parties shall comply with

a) Article 1 through 52 of the Patent Co-operation Treaty (Washington, 1970,
last modified in 2001);

b) Article 1 through 16 of the Patent Law Treaty (Geneva, 2000);

c) Article 2 through 9 of the Budapest Treaty on the International
Recognition of the Deposit of Micro-organisms for the Purposes of Patent
Procedure (1977, amended in 1980).

Article 9.2 — Patents and Public Health

1. The Parties recognize the importance of the Doha Declaration on the TRIPS
Agreement and Public Health adopted on 14 November 2001 by the Ministerial
Conference of the World Trade Organization. In interpreting and implementing
the rights and obligations under this Article the Parties shail ensure consistency
with this Declaration.

2. The Parties shall contribute to implementation and respect the Decision of the
WTO General Council of 30 August 2003 on Paragraph 6 of the Doha
Declaration on the TRIPS Agreement and Public Health, as well as the Protocol
amending the TRIPS Agreement, done at Geneva on 6 December 2005. Nothing
in this Agreement shall be construed as to impair the capacity of the Parties to
promote access to medecines.

Article 9.3 — Supplementary Protection Certificates

1. The Parties recognize that medicinal and plant protection products protected by a
patent on their respective territory may be subject to an administrative
authorization procedure before being put on their market. They recognize that the
period that elapses between the filing of the application for a patent and the first
authorization to place the product on their respective markets, as defined for that
purpose by the relevant legislation, may shorten the period of effective protection
under the patent.

2. The Parties shall provide for extension of the duration of the rights conferred by
the patent protection for a period that will be equal to the period referred to in
paragraph 1 second sentence above, reduced by a period of five years.

3. Notwithstanding paragraph 2 and the extension for paediatric use for
pharmaceutical products, the duration of the certificate may not exceed five years.
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Article 10

Protection of Data Submitted to Obtain a Marketing Authorisation

l.

The Parties will implement a comprehensive system to guarantee the
confidentiality, undisclosed and non-reliance of data submitted for registration
purpose of medicinal products.

The Parties will enact and implement legislation ensuring that any information
submitted to obtain marketing approval, i.e., registration, of pharmaceutical
products will remain undisclosed to third parties and benefit from a period of[...]
years of protection against unfair commercial use starting from the date of grant
of marketing approval in the Parties, i.e. that during this period of protection, no
person or entity (public or private), other than the person or entity who submitted
such undisclosed data, will without the explicit consent of the person or entity
who submitted this data, rely directly or indirectly on such data in support of an
application for medicinal product approval/registration.

During this [...]-year period, any subsequent application for marketing approval
or registration would not be granted, unless the subsequent applicant submitted
his/her own data (or data used with authorization of the right holder) meeting the
same requirements as the first applicant. Products registered without submission
of such data would be removed from the market until the requirements were met.
In addition, the [...]-year period referred shall be extended to a maximum of [...]
years if, during the first [...] years after obtaining the registration in the Parties,
the registration holder obtains an authorization for one or more new therapeutic
indications which are considered of significant clinical benefit in comparison with
easting therapies.

Article 11

Plant Varieties

The Parties shall co-operate to promote and reinforce the protection of plant varieties
based on the Intemational Convention for the Protection of New Varieties of Plants
(UPOV) as revised on March 19, 1991, including the optional exception to the breeder’s
right as referred to in Article 15(2}) of the said Convention.

Sub-Section 3

Enforcement of Intellectual Property Rights
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Article 13

General Obligations

1. Both Parties reaffirm their commitments under the TRIPS Agreement and in
particular of its Part H1, and shall provide for the following complementary measures,
procedures and remedies necessary to ensure the enforcement of the inteliectual property
rights'. Those measures, procedures and remedies shall be fair and equitable, and shall
not be unnecessarily complicated or costly, or entail unreasonable time-limits or
unwarranted delays.

2. Those measures and remedies shall also be effective, proportionate and dissuasive
and shall be applied in such a manner as to avoid the creation of barriers to legitimate
trade and to provide for safeguards against their abuse.

Article 14

Entitled Applicants

1. The Parties shall recognize as persons entitled to seek application of the measures,
procedures and remedies referred to in this section and in Part III of the TRIPS
Agreement:

a) the holders of intellectual property rights in accordance with the provisions o the
applicable law,

b) all other persons authorized to use those rights, in particular licensees, in so far as
permitted by and in accordance with the provisions of the applicable law,

¢} professional defence bodies which are regularly recognized as having a right to
represent holders of intellectual property rights, in so far as permitted by and in
accordance with the provisions of the applicable law.

2. The Parties may recognise as persons entitles to seek application of the measures,
procedures ad remedies referred to in this section and in Part III of the TRIPS
Agreement, intellectual property collective rights management bodies which are
regularly recognised as having a right to represent holders of intellectual property
rights, in so far as permitted by and in accordance with the provisions of the
applicable law.

! For the purposes of Article 13 to 25 the notion of “inteliectual property rights” should at least cover the
following rights; copyright; rights related to copyright; sui generis right of a database maker; rights of the
creator of the topographies of a semi conductor product; trademark rights; design rights; patent rights,
including rights derived from supplementary protection certificates; geographical indications; utility model
rights; plant variety rights; trade names in so far as these are protected as exclusive rights in the national
law concemed.
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Article 15

Evidence

The Parties shall take such measures as are necessary, in the case of an infringement of
an intellectual property right committed on a commercial scale to enable the competent
judicial authorities to order, where appropriate and following an application, the
communication of banking, financial or commercial documents under the control of the
opposing entity, subject to the protection of confidential information.

Article 16
Measures for Preserving Evidence

The Parties shall ensure that, even before the commencement of proceedings on the
merits of the case, the competent judicial authorities may, on application by an entity who
has presented reasonable available evidence to support his claims that his intellectual
property right has been infringed or is about to be infringed, order prompt and effective
provisional measures to preserve relevant evidence in respect of the alleged infringement,
subject to the protection of confidential information.

Article 16

Measures for Preserving Evidence

The Parties shall ensure that, even before the commencement of proceedings on the
merits of the case, the competent judicial authorities may, on application by an entity who
has presented reasonably available to support his claims that his intellectual property
right has been infringed or is about to be infringed, order prompt and effective
provisional measures to preserve relevant evidence in respect of the alleged infringement,
subject to the protection of confidential information. Such measures may include the
detailed description, with or without the taking of samples, or the physical seizure of the
infringing goods, and, in appropriate cases, the materials and implements used in the
production and/or distribution of these goods and the documents relating thereto. Those
measures shall be taken, if necessary without the other party being heard, in particular
where any delay is likely to cause irreparable harm to the right holder or where there is a
demonstrable risk of evidence being destroyed.

Article 17

Right of Information

1. The Parties shall ensure that, in the context of proceedings concerning an
infringement of an intellectual property right and in response to a justified
and proportionate request of the claimant, the competent judicial
authorities may order that information on the origin and distribution
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networks of the goods or services which infringe an intellectual property
right be provided by the infringer and/or any other person who;

a) was found in possession of the infringing goods on a commercial scale;

b) was found to be using the infringing services on a commercial scale;

c) was found to be providing on a commercial scale services used in
infringing activities; or

d) was indicated by the person referred to in point (a), (b) or (c) as being
involved in the production, manufacture or distribution of the goods or the
provision of the services.

2. The information refereed to in paragraph 1 shall, as appropriate, comprise:

a) the names and addresses of the producers, manufactures, distributors,
suppliers and other previous holders of the goods or services, as well as he
intended wholesalers and retailers;

b) information on the quantities produced, manufactured, delivered, received
or ordered, as well as the price obtained for the goods or services in
question.

3. Paragraphs 1 and 2 shall apply without prejudice to other statutory
provisions which;

a) grant the right holder rights to receive fuller information;

b) govern the use in civil or criminal proceedings of the information
communicated pursuant to this Article;

c) govern responsibility for misuse of the right of information;

d) afford an opportunity for refusing to proved information which would
force the person referred to in paragraph 1 to admit to his own
participation or that of his close relatives in an infringement of an
intellectual property right; or

e) govern the protection of confidentiality of information sources or the
processing of personal data.

Article 18

Provisional and Precautionary Measures

1. The parties shall ensure that the judicial authorities may, at the request of the
applicant issue an interlocutory injunction intended to prevent any imminent infringement
of an intellectual property right, or to forbid, on a provisional basis and subject, where
appropriate, to a recurring penalty payment where provided for by domestic law, the
continuation of the alleged infringements of that right, or to make such continuation
subject to the lodging of the guarantees intended to ensure the compensation of the right
holder. An interlocutory injunction may also be issued, under the same conditions,
against an intermediary whose services are being used by a third party to infringe an
intellectual property right.
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2. An interlocutory injunction may also be issued to order the seizure or delivery up
of the goods suspected of infringing an intellectual property right so as to prevent their
entry into or movement within the channels of commerce.

3. In the case of an infringement committed on a commercial scale, the Parties shall
ensure that, if the applicant demonstrates circumstances likely to endanger the recovery
of damages, the judicial authorities may order the precautionary seizure of the movable
and immovable property of the alleged infringer, including the blocking of his/her bank
accounts and other assets. To that end, the competent authorities may order the
communication of bank, financial or commercial documents, or appropriate access to the
relevant information.

Article 19

Corrective Measures

1. The Parties shall ensure that the competent judicial authorities may order, at the
request of the applicant and without prejudice to any damages due to the right holder by
reason of the infringement, and without compensation of any sort, the recall, definitive
removal from the channels of commerce or destruction of goods that they have found to
be infringing an intellectual property right. If appropriate, the competent judicial
authorities may also order destruction of materials and implements principally used in the
creation or manufacture of those goods.

2. The judicial authorities shall order that those measures shall be carried out at the
expense of the infringer, unless particular reasons are invoked for not doing so.

Article 20

Injunctions

The Parties shall ensure that, where a judicial decision is taken finding an infringement of
an intellectual property right, the judicial authorities may issue against the infringer an
injunction aimed at prohibiting the continuation of the infringement. Where provided for
by domestic law, non-compliance with an injunction shall, where appropriate, be subject
to a recurring penalty payment, with a view to ensuring compliance. The Parties shall
also ensure that right holders are in a position to apply for an injunction against
intermediaries whose services are used by a third party to infringe an intellectual property
right.

Article 21
Alternative Measures

The Parties may provide that, in appropriate cases and at the request of the person liable
to be subject to the measures provided for in Article 18 ‘corrective measures’ and/or
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Article 19 ‘injunctions’, the competent judicial authorities may order pecuniary
compensation to be paid to the injured party instead of applying the measures provided
for in Article 18 “corrective measures™ and/or Article 19 “injunctions” if that person
acted unintentionally and without negligence, if execution of the measures in question
would cause him disproportionate harm and if pecuniary compensation to the injured
party appears reasonably satisfactory.

Article 22

Damages

1. The Parties shall ensure that when the judicial authorities set the damages:

a) they shall take into account all appropriate aspects, such as the negative
economic consequences, including lost profits, which the injured party has
suffered, any unfair profits made by the infringer and, in appropriate cases,
elements other than economic factors, such as the moral prejudice caused to
the right holder by the infringement ; or

b) as an alternative to (a), they may, in appropriate cases, set the damages as a
lump sum on the basis of elements such as at least the amount of royalties or
fees which would have been due if the infringer had requested authorization
to use the intellectual property right in question.

2. Where the infringer did not knowingly, or with reasonable grounds to know,
engage in infringing activity, the Parties may lay down that the judicial
authorities may order the recovery of profits or the payment of damages
which may be pre-established.

Article 23

Legal Costs

The Parties shall ensure that reasonable and proportionate legal costs and other expenses
incurred by the successful party shall as a general rule be borne by the unsuccessful party,
unless equity does not allow this.

Article 24

Publication of Judicial Decisions

The Parties shall ensure that, in legal proceedings instituted for infringement of an
intellectual property right, the judicial authorities may order, at the request of the
applicant and at the expense of the infringer, appropriate measures for the dissemination
of the information concerning the decision, including displaying the decision and
publishing it in full or in part. The Parties may provide for other additional publicity
measures which are appropriate to the particular circumstances, including prominent

advertising.

192



Article 25

Presumption of Ownership

For the purposes of applying the measures, procedures and remedies provided for under
this Agreement, for the holders of rights related to copyright with regard to their
protected subjected subject matter, in the absence of proof to the contrary, to be regarded
as such, and consequently to be entitled to institute infringement proceedings, it shall be
sufficient for his/her name to appear on the work in the usual manner.

Article 26
Criminal Sanctions

[The EU reserves the right to propose specific language ensuring that all intentional
infringements of intellectual property rights, with the exclusion of patents, are sanctioned.
Those sanctions shall be effective, proportionate and dissuasive.]

Article 27
Liability of Intermediary Service Providers
Article 27.1 - Use of Intermediaries’ Services

Both Parties recognize that the services of intermediaries may be used by third parties for
infringing activities. To ensure that free movement of information services and at the
same time enforce intellectual property rights in the digital environment, each Party shall
provide for the following measures for intermediary service providers where they are in
no way involved with the information transmitted.

Article 27.2 — Liability of Intermediary Service Providers: “Mere conduit”

1. Where an information society service is provided that consists of the
transmission in a communication network of information provided by a
recipient of the service, or the provision of access to a communication
network, Parties shall ensure that the service provider is not liable for the
information transmitted, on condition that the provider:

a) does not initiate the transmission;

b) does not select the recetver of the transmission; and

¢) does not select or modify the information contained in the transmission.

2. The acts of transmission and of provision of access referred to in paragraph 1
include the automatic, intermediate and transient storage of the information
transmitted in so far as this takes place for the sole purpose of carrying out the
transmission in the communication network, and provided that the information
is not stored for any period longer than is reasonably necessary for the
transmission.
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3. This Article shall not affect the possibility for a court or administrative

authority, in accordance with Parties’ legal systems, of requiring the service
provider to terminate or prevent an infringement.

Article 27.3 — Liability of Intermediary Service Providers: “Caching”

1.

a)
<)
d)

Where an information society service is provided that consists of the
transmission in a communication network of information provided by a
recipient of the service, Parties shall ensure that the service provider is not
liable for the automatic, intermediate and temporary storage of that
information, performed for the sole purpose of making more efficient the
information’s onward transmission to other recipients of the service upon their
request, on condition that:
the provider does not modify the information;
the provider complies with conditions on access to the information;
the provider complies with rules regarding the updating of the information,
specified in a manner widely recognized and used by industry;
the provider does not interfere with the lawful use of technology, widely
recognized and used by industry, to obtain data on the use of the information;
and
the provider acts expeditiously to remove or to disable access to the
information it has stored upon obtaining actual knowledge of the fact that the
information at the initial source of the transmission has been removed from
the network, or access to it has been disabled, or that a court or an
administrative authority has ordered such removal or disablement.

This Article shall not affect the possibility for a court or administrative
authority, in accordance with Parties legal systems, of requiring the service
provider to terminate or prevent an infringement.

Article 27.4 — Liability of Intermediary Service Providers: Hosting

i.

Where an information society service is provided that consists of the storage
of information provided by a recipient of the service, the Parties shall ensure
that the service provider is not liable for the information stored at the request
of a recipient of the service, on condition that:

the provider does not have actual knowledge of illegal activity or information
and, as regards claims for damages, is not aware of facts or circumstances
from the illegal activity or information is apparent; or

the provider, upon obtaining such knowledge or awareness, acts expeditiously
to remove or to disable access to the information.

Paragraph 1 shall not apply when the recipient of the service is acting under
the authority or the control of the provider.

This Article shall not affect the possibility for a court or administrative
authority, in accordance with Parties’ legal systems, of requiring the service to
terminate or prevent an infringement, nor does it affect the possibility for the
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Parties of establishing procedures governing the removal or disabling of
access to information. ,

Article 27.5 — No General Obligation to Monitor

1.

The Parties shall not impose a general obligation on providers, when providing
the services covered by Articles 26.2, 26.3 and 26.4, to monitor the information
which they transmit or store, nor a general obligation actively to seek facts or
circumstances indicating illegal activity. '

The Parties may establish obligations for information society service providers
promptly to inform the competent public authorities of alleged illegal activities
undertaken or information provided by recipients of their service or obligations to
communicate to the competent authorities, at their request, information enabling
the identification of recipients of their service with whom they have storage
agreements.

Article 28

Border Measures

The Parties shall, unless otherwise provided for in this section, adopt procedures
to enable a right holder, who has valid grounds for suspecting that the
importation, exportation, re-exportation, entry or exit of the customs territory,
placement under a suspensive procedure or placement under a free zone or a free
warehouse of goods infringing an inteliectual property right”3 may take place, to
lodge an application in writing with competent authorities, administrative or

? It is understood that there shall be no obligation to apply such procedures to imports of goods put on the
market in another country by or with the consent of the right holder.
? For the purposes of this provision, “goods infringing an intellectual property right” means:

(2)

)

©)

“counterfeit goods™, namely: ‘

(i} goods, including packaging, bearing without authorization a trademark identical to the
trademark duly registered in respect of the same type of goods, or which cannot be
distinguished in its essential aspects from such a trademark, and which thereby infringes
the trademark holder’s rights;

(ii) any trademark symbol (logo, label, sticker, brochure, instructions for use or guarantee
document), even if presented separately, on the same conditions as the goods referred to
in point (i);

(iii) packaging materials bearing the trademarks of counterfeit goods, presented separately, on

the same conditions as the goods referred to in point (i);
“pirated goods™, namely goods which are or contain copies made without the consent of the
holder, or of a person duly authorized by the holder in the country of production, of & copyright or
related right or design right, regardiess of whether it is registered in national law;
goods which, according to the law of the Party in which the application for customs action is
made, infringe: -

(i) a patent;
(ii) a plant variety right; .
(iii) a design; .

(iv) a geographical indication
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judicial, for the suspension by the customs authorities of the release into free
circulation or the retain of such goods,

2. Any rights or duties established in Section 4 of the TRIPS Agreement concerning
the importer shall be also applicable to the exporter or to the holder of the goods.

Article 29

Codes of Conduct and Forensic Co-operation

1.
(@

(b)

Parties shall encourage:

the development by trade or professional associations or organizations of
codes of conduct aimed at contributing towards the enforcement of
intellectual property rights, particularly by recommending the use on
optical discs of a code enabling the identification of the origin of their
manufacture;

the submission to the competent authorities of the Parties of draft codes of
conduct and of any evaluations of the application of these codes of
conduct

Parties shall co-operate in order to identify forensically illegal optical
discs which are produced by plants located in the ASEAN. The competent
authorities shall collect and store samples for each production line in a
database to which trade or professional associations or organizations shall
have access, under the conditions defined by domestic law, to compare
samples found on the market. In exchange, these associations or
organizations may use, at the request of the competent authority, their
international sample database to help that competent authority determine
the source of the illegal product that it has reason to believe was produced
outside the ASEAN.

Sub-Section 4

Article 30

Co-operation

1.

2.

(@

- (b)

The Parties agree to co-operate with a view to supporting implementation
of the commitments and obligations undertaken under this Chapter.
Subject to the provisions of Article [X, horizontal art. on assistance/co-
operation issues] of this Agreement, areas of co-operation include, but are
not limited to, the foliowing activities:

exchange of information on the legal framework concerning intellectual
property rights and relevant rules of protection and enforcement; exchange
of experiences on legislative progress;

exchange of experiences on enforcement of intellectual property rights;
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©

(d)
(e)

®

exchange of experiences on central and sub-central enforcement by
customs, police, administrative and judiciary bodies; co-ordination to
prevent exports of counterfeit goods, including with other countries;
capacity-building; exchange and training of personnel;

promotion and dissemination of information on intellectual property rights
in, inter alia, business circles and civil society; public awareness of
consumers and right holders;

enhancement of institutional co-operation, for example between intellectual
property offices.

[Possible inclusion of a Dialogue mechanism to be launched at the request
of one of the Parties].

Article 31

Regional integration

1.

The ASEAN undertakes to adopt further steps towards deeper regional integration
in the field of intellectual property rights. This process shall cover further
harmonization of intellectual property laws and regulations, further progress
towards regional management and enforcement of national intellectual property
rights, as well as the creation and management of regional inteliectual property
rights, as appropriate.

The Parties undertake to move towards a harmonized level of intellectual property
protection between their respective regions.
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