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a3 mszuidazansaldinasnisiduldaniienisuanomuanitnslulszme
ganamnssuatnialulssinAaiadelinfanasnfnfoanuias ilparaalflssmAnia
andnaulildunasnisieduldana (Compulsory License) IitenaRLazananinsiendn

wa e luFunasunniiidenanild wszaan Article 31 (f) |929A9NANAY TRIPS

v
s " T 4

a = -3 4 o » :lr ° o 3
panNuseuspnanavea mita lulsemaTiuiiudrfey
¥ o Y o J -g L %4 ' sal ' ¥ o o ya’l’
dadndatsenaraiardinafrouseatinbedalsainasesimuilunardulngl
Wasnsrazaaideauiuralssmaindaimun lunisiiacuduasesdnsinsanlddugn

av dszinadndawmuinndssmaniflunifasAnisnisAnlansesliaandunsesdnsing

o

windndusien nazesdninsasin lduddmnimuieaulnsiaiunsagnaianisaming

indlusaisdsemanliacuduases@nsiasanld  [slinasaianisalinudnineien

? Frederick M. Abbott, “The Doha declaration on the TRIPs Agreement and Public

Health: Lighting Dark Corner at the WTQO", Journal of International Economic Law, 495

(2002).

*Ibid, p. 392
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A. N3 Article 30 iWauAlatToumn Paragraph 6 18ua4

WA NALLEANE (Compulsory License) Musngluasiumnas TRIPs &

RewladuneuvaraiszmshigiiuAnae desindfiunismn etlsfidmnuanas TRIPs

Tnmusliszmandisnunalunisandudniviaanaldlag  Arice 30

tszifudnszimAnifazAuuANIRINTANEMUE At UN ST AUTER

uazRauladulsadr@ndaastsumanianiald Article 30 1gwsalu

yunasranlsunAiawuaet s zAanIgaREnL

°

> Famn

Fan s

NElALNTZUIUNNS

AZUTTINANIAG

Amun lsziautiuansaiueanty UszimAgnigauidniiiudl Article 30 dulisautianig

HeAUldans  Wesan Article 31 & vuanannisadulddniiidlunsanzuda asld

aaslddieaniu@nalu Article 30 lunsimuannasnasTiadl4ansn
vzanszuaunsidnellann Article 31 anvinfuyunessenlsan
AAana Article 30 IWnA1seansfigauazansnsald Aricte 30 Tunasud
2ANNANAY TRIPs 1dae’  Avnuiiusesdsanaimuiudauasy

UssinAspumun luEassana1stnuaua e 198 W

‘Ibid, p. 393.
**Article 30, TRIPs, “Members may provide limited except
rights conferred by a patent, provided that such exceptions do not
with a normal exploitation of the patent and do not unreasonably p
interests of the patent owner, taking account of the legitimate interg
*Thomas A. Haag, “TRIPs since doha: How far will the WT(

the terms for compulsory license ?”, Journal of the Patent

' 4 ]
uansi virnanReul
ANNAININLNGBINTT
latloym Article 31 (f)

e NANIAINBNUILAT

jons to the exclusive

unreasonably conflict

rejudice the legitimate

osts of third parties.”

go toward modifying

Secretary, 955 (December 2002).

%ﬂd Trademark Office
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1.2 uoansalina1d1iaAIINANGS TRIPS WATNNIAEITULT
unAMIalisEN 1AaBANANGY TRIPS LAZNSANEIT0L4 dleul 14 noeamuull A
2001 Usngudninaumiilsemaniaganinldmesadnlasefuludasmaremingduna
ﬁﬂ;ﬂ&l’]ﬁﬁﬁiﬂﬂ’]?ﬂ’]ﬁ’ﬁ‘mqmﬁﬁﬁi’ﬂiﬂ‘ﬁ
n. dszimanthesAnisnisdnlanseiuitaniuddyresdiguinisasnsuge
Tntanizetnadia ﬁngmimszmm‘?'iLﬁm’%uluﬂsxmﬂﬁqﬁqﬁmmuan FENAADEIWAIUN LU
YsAand 1154 (paragraph 1)
1. szimAaniAesdnisnisdilanssfuuazidinlanssiudinaslinsuduases

AnsiimsninainlfisnA1engedin (paragraph 3) uazsraiunseiudiAauanas TRIPs 1

Arsvinuvzadninnisliduiasnisies Annaiellesiudnuiaissugraeilszinania

("We agree that the TRIPS Agreement does not and should not prevent members from

taking measure to protect public health” ,paragraph 2)
=i & ) 23 3 ¥ [ ] = s s o/

A. dszinaniAeaanisnzdnlanmadnlansaiudnnisiineny ansnianindadunig
toyeyrmmanuenas TRIPs aanduldinefiovegu e ldfgniaaimnsalduinsnissineg a
anfhuiegramdauazuilatfyminiraisisngelumsld (paragraph 4) uaziszimania
srealiaruralunisiivuafisaumiuvuisaedntdn AvrNantlulTaAIUIRITR
Wsa "National Emergency” AMuNzauiulssimAaIny

1. dszwmAanAesAnisnisdnlantasusesdnsaestssmAnidluniniaenlduannag
sx3U1UT98nBN199 MUY (Exhaustion of Right) ALANFANAUATNAIMNINNNEANTRITD
dsznedu Insunasnisallnanlildudlavizaiiamndaimunludong 28 aasauen
a3 TRIPs usiaeingla (paragraph 5 (d))

dl v o o 9s o ) . < =

A, dauEFeani1slduinsn1sieduldans (Compulsory License) UssinAn1A/NAEN

» o’ ) - ¥ o . e

Aesuf tymiisauaindenimun W Article 31 (f) 293A271ANAY TRIPs uarldiinng
SusavinlszimaniAauninaunsalduinsansieduliansamudiunisldudnnisseivly
Fa@nn139ming (Exhaustion of Right) iieudlaiioymisaiaiundls (au paragraph 5
YDILDAINTONAEN) '

nsfusesdndrecsainannluizaanisssduluga dnsnnsaminauaznnsldunmsnng
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Teanldantin  widrnoasnisaiazlilsinalasuudasndannigdanane  wandunise
=5 v a a dtdl 9 or d.l. o dl - [ ] 14 al'
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annanflszauilywGasnisgnaiasarresndniugionifianiiasaianinmsiuddau

=

[ 1 4 .
nanAnsinnnanIuludlszing (scmagdann) lanntsisAuldans (Compulsory

License) luilszimadananiiuls '

ﬂ?ﬂaqﬂlmmmmmﬁmmtmmlﬁ’tﬁuvhﬁmmﬂsmﬁﬁmmué’qﬁﬂﬂudﬂuﬁumuﬁ
UszinaindanannuazlsrimAdeaimund ififnanmnisnanen warldfunanssny
Frauseannisynaimentastisnduanendinad  ngudssimaRmuudasaniuann
ﬁn&mqn'm%ﬁamLLa:ﬂﬂ&mﬁf?"mﬁnﬂmwmmammmmﬂszmﬂﬁ'\ﬁqﬁ'mu'}ua:ﬂi:mﬁ
Fagiann anva finnransdns (Waive) UNUsen1snanmANanas TRIPs ° et
UszmARWAMUAIRAIINAINNANGS TRIPS Wetslomfaeamuas yanaaniu

o

woasnsninanaatialifusasdnsuimAaniAas fauiaduninszuaunisinaudlatiymud

aaa

dl o Qs [ e lﬂl
iU NAL T ansn

el A, 2002

"This appears to leave each Member with the discretion to determine whether it
will recognize compulsory licensed marketing or resale of a product in a country of
export as exhausting the patent holder’s rights in the country of import to consent to
importation and resale. supra note 2, p. 494.

. A WTO waiver‘ means. that a member shall not initiate a complaint against
another member if the latter act under the terms of the adopted waiver. But to the extent
that the national law is not aligned with the waiver, it will not prevent the patent owner to
invoke provision in the national law to prevent the acquisition of the patented drug from
other sources. The actual implement of the Decision, therefore, will depend on the extent
to which national laws allow the waived acts...”, Carlos M. Correa. "TRIPS and Access to
drugs : toward a solution for developing countries without manufacturing capacity ?" 17

Emory Int'l L. Rev. 398-399 (2003).

Fendatlyun naleAuld Paragraph 6 289uUnaINITRilAEn .



89

191794114989 Paragraph 6 woasnizailaandnfanariumangd TRIPs ALNISAIS1TGY

(Implementation of Paragraph 6 of the Doha Declaration on TRIPs Agreement and Public

Health)
naanhiuaanisaitaanlé 2 uiui 30 annan w.A. 2546 ANZATINIBNITAIN
ANAY TRIPS tadaaglunisufladguimunuaadiflunaasnisallaar  lng
ATMZNTTNIBNNTANANGS TRIPS nanumanszuauniaiweudlatieymi Paragraph 6 199
= 2/ & :s! = = dlela = os 5 r—‘; o d’ L
waansafinauuannigiu 2 4a Ae (1) Welinsadnani@nitnsauineinmisahses
Wawranatiaiutuvan uay (2) fnssdnstinslfesbiveundnanatinduineaisulszine
1 ' 1) 2
AidAnannlunisnangsesralusimiunaiulluasdseinanlaifddnaniwily 1
d’l’ a o o o d.el ] 29
ansomgsRaRsusitnUssinnenaiiifisnagnndnla
nszusunsiaulloiloyun Paragraph 6 aasunasnisallagni3andn “ssuu Eligible

Importing Country”® Usznaudas 11 Tumau WenisliuinsnisieAuld@ansunansiingd

1AfinnsliudunsainialulszinAisandlszing (parallel patents) Ao Uszinanlid
Ananwnaskdngssuastsvaviym Sesiflulszmadindraninsdunsniniedu
14an3 (“eligible importing country”) uazlsENAGRANEATNNIINARYIUATATNITOHARET
WadnasdeAulddndmudnivassnfuiiadeaanldundszinagindald (“eligible

. A o~ 9 o A PR . a
exporting country”) uaztileiinisldsruuuaznszuaunisfanan HRaulednlszimania

¥ o

NFBIaazANG (waiver) LiflesfasuilszimaniAdntssimnaniie iiesunannanshll gin

Y

} 73 = [ Ls 4=; o 5 11
hnanAurialnanssuunITRIn MUAI Y

® Ibid.
10 ~ o ] =4 n=’l1| o o 9 A d‘ d‘

NUﬂﬂgﬁN’]ﬂU'\\‘M’luL?ﬂﬂﬂ‘j"?.:‘]_l’mﬂ"li‘u')”l"u’lﬁ?ﬂ’]ﬁ‘ﬁ\iﬂui'ﬁ'&wﬁm'ﬂﬂ?:mPWI'A”IN
(third party compuisory license)”, Krithpaka Boonfueng, “Parallel Imports in

Pharmaceuticals: Increase Access to HIV Drug”,|P & IT: The_Intellectual Property and

International Trade L aw Forum, 109 (2004).

11supra note 8, p. 401.
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(1) Wwdndssmadindindadnaiontdy guadn sdesseynyiald@niaingnes
anating (Voluntary License) MlffuanuAnasesdnsinsludssinAresnuuazionlsing
IldldFuaneymangmsadnsiingiu

(2) gundrldadunsietiduldans (Compulsory License) mungunialszing
& o 2
AQILT

@) fuindsianlszifiuuazmenunanisdsziiinanuainisalunisaansitiaiu
meludszmadindusznuddszmadind bifidnenmnisudn wlidraziinnstieaAuld

Y @

ANBUIANBUATHAIAATN

@) findrdesudanniznssunisasAnisnisanlan ineldssuy eligible importing

ANkaaInIsallagn

5) frindrFasianisudsanznssunisasfnisnisénlan eafuddean uas
Ussinanavadeaanuans sty (potential exporter)

6) Wdrudssnagdesan fasaaniisesrsayyrnlddniaingnse@nidns
(Voluntary License) ﬁ"lr%’?ummﬁju psasdndrinslutlszinAresnuuazsinasngdn liledy
BYYAAINENIIENT 09

(7) Waddseanbisunsoldfueunyalidans fdeandassniunisioduldans

AunguInEsTinAgdann

]

(8) Wafdeeananuisniieduld@nduazn@nansiatuudn (sanFundtaranlty
(generic  drug) w3ann off-patent) fdseansiasigaianiantiRaasonnluiGanany
o A [ Lo o 17 i’/
nnnsNrasmadugnsluntsinmsmnguinanslulssmagdsaaniiu
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(1) dszinaddeaansiasiinisuds AnznssunBn1sANNANRY TRIPs  adaailu

Y =

=& LY [N dl o o 9 = :’1
719N R9NI919AL1EANS Raulanisieduldansau

G

da&Fan¥asranlsrmaimuuianysinglu ns1iaduldes Paragraph 6 uoanisallngn

J1A8AINANAY TRIPS ALN1SANEIT044T

14

J o < = o oa e o 1 4 -]
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v ] ¥ ¢ o o 1 % [ dﬂ' 2
fealFunfarnsdssinanidaimuiuazlssmadeaimuy Wasanidrlasnwiloguing
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' dl a v o o Yy Aei L4 ° o -4
drarnanmalsduinsnsidulfanindellanelumagnazdasgniinadudnunanel
dszinAimunaanNAnsenieesfiztaalulssma nquUszmARMUIUAIAY
= 1% ¥o o a o & o @ o o o ' ¥ o
Fanfaslindnndnduiainralaaninsniniiduanaes ludssinAiasss uazaiuunsn
n: a o t L4 ' a = o nﬂ' s'/
nuananlazanisfananlfuansteeananengilameaiuiaieialilunanadssine
WRIUIUAD
Uszinawmuiudatedn nashaiidrmitgsagnadudrnidunisiadeunis
1 il, N i ] ] 3 nai
N384 (trade  diversion) LATNTENLNTLNBUTZUUNIFAITIALIRUANAITULARZ U
(price discrimination) 29913EMa1"?  WasaInnsmesAenuansnaiuluwassundas
WinsadninsanunsomBunulunisinedds annissmnmangalusamanisnme uaz

liaunsasesmengnlulszmeienauls”

12 a em a o prpe] :l/ = ] s <4 . . PO .
nmalfiiRrasFdmeninississaennuanaaiuvTe suu price discrimination
a a4 -4 ¢ Z’/ a ] [ ] z d. o A ]
weannnisiden s lamiainmsassaiuansrsiuluusasvuimussAuantianeu
reeqlaed nanode Tulsmafiinanafuifiiaanadanguneguasds uunets anw
Il [ d' ] o a o :I/ AI 4? 1o 23 o
aaainsudeduiligain uidmenannsaseraniingaauldiee i lifuslnaeanann

¥ a o =i él‘ = o rai d" 14 o W dld
NAA g{uﬂnﬂmuﬂ'n'mmms‘nlumssmmmnmmmﬁmuwwu”lm AFITUIN UssinAnd

|

2y ey o ) - = p Ve o o
Flﬂ"lﬂaUﬂ'WIllﬂ‘]’\“ﬂﬂﬂqqu\?ﬂqﬂﬂﬂﬂgﬂ NHIBOY ﬂﬂqmuﬂ'\ﬂk‘ﬂ\ﬂlu@ﬂ AUATHNUTIATAN

]
¥ L3

= o/ ) :’/ =y L = ] 1 o L 5
W liamnsasasmduinligeldunndn  fuilhalianunsotedudnsaunaauld

uarazil43udaliamaaiwisedudmaununanglusaignndn.  Nabila  Ansari,
“International Patent Rights in a Post-DOHA world”, International Trade Law Journel. 66

(winter 2002).

®Ibid. see also supra note 8, pp. 395-396.
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waaINTTRlAE9NAILAMNANSS TRIPS AUNN9A81704gT  (the Doha Declaration
on TRIPs Agreement and Public Health) ifluaanunenanulunisudlatiymesiunsannnig
ynalngdndiiasiudssmaduanuezlulrznadiming lnasjauflatgwdeutans
T9AUlEANEA N Article 31 () 189AINANAT TRIPS e lilszinaR it Anenannisnem v

sgnsarelilsrimadrahssniAnenmwgaindudneuszdeaanliuridszmenuly

N3ud MANBY ANANSY TRIPs Wdasadasdunnasnisailagn

Waduh 6 FuAN WA, 2549 AMZNIINIENIT AIINANSS TRIPs THTnATuA L
Aa. = nﬂp o o rei o o/ b 73
WudnANanad TRIPs 1iesasfundninausindsnglukoasnisalinanuaznisieduld
1849 Paragraph 6 luunsdn1sallaandnsaaainumnas TRIPs  AUAITAIS19044
(Implementation of Paragraph 6 of the Doha Declaration on TRIPs Agreement and Public
Health) UsenANIARNITNANNITDRIUININDTUTBINITUA MR NANAUAN RS TRIPS
o ) v £ o dl [
Aana lAAuDITun 1 SunAN WA, 2554

MaRNFANANANAY TRIPs I sznaudiag Article 31 bis U8z Annex T4 Article 31
bis assAusnifluntsiiududn  nedinszimadunda (Eligible Importing Country) 1A%
uthlunisindndadusianainlsuneddeann (Eligible Exporting Country) (H84ann
ANANTuMNLaaINITailaan  nastieAuldans lunsmiilusiaeiRenlaniu Article 31 (f)
nanaRe Maladulians ludssinaddeeanlianiusamdnieldludsmng

msldunmsnistiaAuld@aninnu Article 31 bis HaniflusesldfuAnauununmNITan

(adequate remuneration) TagNANsNANANIATNNLATEg A (Economic Value) Turlszing

" Article 31 bis Paragraph 1 of TRIPs “1. The obligatipns of an exporting Member
under Article 31(f) shall not apply with respect to the grant by it of a compulsory‘licence
to the extent necessary for the purposes of production of a pharmaceutical product(s)
and its export to an eligible importing Member(s) in accordance with the terms set out in

paragraph 2 of the Annex to this Agreement.”
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gundn(Eligible Importing  Country) 1w agnlsia winfinsliArnauununmanzanly
Ussinarszmadindudn Alkdasiinnslddpeuunuunismanlulsunaddesan™
UBNAINUY ETQ%'mmdq:rwdqqﬂs:mmé’@ﬂﬁmmu,a:ﬂs:mﬂﬁﬁﬂmmmsmamm
)3 a/ 2 o o e a ] 3 a’l’ % =4 A o [ %4
pasfuazanrsaldsruuninieduld@antidud e wazfinnssrybudundnnisaes
unaINITRdlaa1dns8AINANAY TRIPs AUN19A18130481 (Implementation of Paragraph
6 of the Doha Declaration on TRIPs Agreement and Public Health) WATNSAIAINANN

AN IIRILaInY IRANe

" Article 31 bis Paragraph 2 of TRIPs “2. Where a compulsory licence is granted
by an exporting Member under the system set out in this Article and the Annex to this
Agreement, adequate remuneration pursuant to Aritcle 31(h) shall be paid in that
Member taking into account the economic value to the importing Member of the use that
has been authorized in the exporting Member. Where a compulsory licence is granted
for the same products in the eligible importing Member, the obligation of that Member
under Article 31(h) shall not apply in respect of those products for which remuneration in

accordance with the first sentence of this paragraph is paid in the exporting Member.”

®Article 31 bis Paragraph 3 of TRIPs 3. With a view to harnessing economies of
scale for the purposes of enhancing purchasing power for, and facilitating the local
production of, pharmaceutical products: where a developing or least-developed country
WTO Member is a party to a regional trade agreement within the meaning of Article XXIV
of the GATT 1994 and the Decision of 28 November 1979 on Differential and More
Favourable Treatment Reciprocity and Fuller Participation of Developing Countries
(L/4903), at least half of the current membership of which is made up of countries
presently on the United Nations list of least-developed countries, the obligation of that
Member under Article 31(f) shall not apply to the extent necessary to enable a
pharmaceutical product produced or imported under a compulsory licence in that
Member to be exported to the markets of those other developing or least-developed

country parties to the regional trade agreement that share the health problem in
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question. It is understood that this will not prejudice the territorial nature of the patent

rights in question.

b

=

"iun dsrimaseainndn uaunan Uszaanglal lafuaud diju hdusud uaz
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anigawism

*® Annex to the TRIPs Agreement, Paragraph 2 (b) (ii) “products produced under
the licence shall be clearly identified as being produced under the system through
specific labelling or marking. Suppliers should distinguish such products through
special packaging and/or special colouring/shaping of the products themselves,
provided that such distinction is feasible and does not have a significant impact on
price;”

® Annex to the TRIPs Agreement, Paragraph 6 “Members recognize the
desirability of promoting the transfer of technology and capacity building in the
pharmaceutical sector in order to overcome the problem faced by Members with

insufficient or no manufacturing capacities in the pharmaceutical sector. To this end,
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21 (Eligible Importing Counry) 32°

2. wannsslsunaAanisauidni lunisidinidenn asanIsANETUULNAA ANENS
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ndaaninlszguesdnisnisitanlés unasnasallna ﬂszmﬂw?"gmu?ménﬁ
ulsnnalumadasainisdssuitndsamalugiuuusesfeanasannsddiuuuninia
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eligible importing Members and exporting Members are encouraged to use the system
in a way which would promote this objective. Members undertake to cooperate in paying
special attention to the transfer of technology and capacity building in the
pharmaceutical sector in the work to be undertaken pursuant to Article 66.2 of this
Agreement, paragraph 7 of the Declaration on the TRIPS Agreement and Public Health
and any other relevant work of the Council for TRIPS.”

20 Appendix to Annex to TRIPs Agreement NMANWIN A
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177A 4 ﬁL‘ﬂfamﬁuﬁﬂﬁ “Each Party shall provide that the exclusive right of the patent
owner to prevent importation of a patented product, or a product that results from a
patented process, without the consent of the patent owner shall not be limited by the
sale or distribution of that product outside its territory at least where the patentee has
placed restrictions on import by contract or other means.”

? famnasannisdnaiseudndsimaaniyauiEnifudsunaluienin de 15.9 asea
4 ﬁLﬁﬂm’mﬁa’ﬁ “Each party shall provide that the exclusive right of the patent owner to

prevent importation of a patented product, or a product that results from patented
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process without the consent of the patent owner shall not be limited by the sale or
distribution of that product outside its territory.”

“daanasannisAndrszudalsunaanigeuidmiudszmafealys 4e 16.8 253m 4
ﬁl,ﬁ'am’mﬁ\lﬁ “With respect to any pharmaceutical product that is subject to a patent

(a) each Party shall make available an extension of the patent term to
compensate the patent owner for unreasonable curtailment of the patent term as a result
of the marketing approval process;

(b) the Party shall provide that the patent owner shall be notified of the identity
of any third party requesting marketing approval effective during the term of the patent;
and

(c) the Party shall not grant marketing approval to any third party prior to the

expiration of the patent term, unless by consent or with the acquiescence of the patent

owner.”
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“FapnaaannisAaiszuinalsmimAauigauidnmiudsanada 48 17.10 9330 2 0
L‘ﬁfammﬁﬁ: “With respect to pharmaceutical products that are subject to a patent,
each Party shalt:

(a) make available an extension of the patent term to compensate the patent
owner for unreasonable curtailment of the patent term as a result of the marketing
approval process;

(b) make available to the patent owner the identity of any third party
requesting marketing approval effective during the terms of the patent; and

(c) not grant marketing approval to any third party prior to the expiration of the
patent term, unless by consent or acquiescence of the patent owner.”

PiannasaanisiaTszudadszmaauisaniniulsainaeeainsite 49 17.99338
8 (1) ﬁtﬁﬂm’mﬁdﬁ “With respect to a pharmaceutical product that is subject to a
patent, each Party shall make available an adjustment of the patent term to compensate

the patent owner for unreasonable curtailment of the effective patent term as a result of

the marketing approval process.”

26 o A o o o o o
Hatch - Waxman Act Lﬂungumﬂ‘wwnauiﬂwanmmnuﬁwﬁumﬂma:
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LL‘IN‘ITu?'Iﬂ’]F_I'I, Garald J. Mossinghoft, “Overview of the Hatch-Waxman Act and its

impact on the drug development process”, the Food and Drug Law journal, Vol. 54,

Number 2, 187-194 (1999).

35 U.S.C. 156 (c) The term of a patent eligible for extension under subsection (a)
shall be extended by the time equal to the regulatory review period for the approved
product which period occurs after the date the patent is issued, except that -

(1) each period of the regulatory review period shall be reduced by any period
determined under subsection (d)(2)(B) during which the applicant for the patent
extension did not act with due diligence during such period of the regulatory review
period;

(2) after any reduction required by paragraph (1), the period of extension shall
include only one-half of the time remaining in the periods described in paragraphs
(1)(B)(). (2(B)(), (3)(B)(i), (4)(B)(i), and (5)(B)(i) of subsection (g);

(3) if the period remaining in the term of a patent after the date of the approval of
the approved product under the provision of law under which such reguiatory review
occurred when added to the regulatory review period as revised under paragraphs (1)

and (2) exceeds fourteen years, the period of extension shall be reduced so that the

total of both such periods does not exceed fourteen years; and
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Source: Gregory J. Glover ant Bruce N. Kubik, “Poients and Haich-Waxman: Under g e Debaic & ke Diugs and Generic
Coples " pt ion o The Mationad s Asseciastion (Washingion, DC), 19 Apsit 2002,
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(4) in no event shall more than one patent be extended under subsection (e)(1) for
the same regulatory review period for any product.

®Pharmaceutical Research and Manufacturers of America, *Incentives to Discover
New Medicines: Pharmaceutical Patents”, Pharmaceutical Industry Profile: 2003,
Washington, D.C.: Pharmaceutical Research and Manufacturers of America, 63 (2003).

Panuzipoaiunguane Hatch & Waxman Act flda¥naudnnislunisnsiasen
andtinsrassr lnifléFuniseyinisdmiralunanalan FDA Tnslansusimenay
eindhadsnaanaaniy)lunisiarsanuazliudanussusssdndiins uasiirenadl
(Generic Drug) Lﬁﬂémmﬂ, Rebecca S. Eisenberg, “Patents, Product Exclusivity, and
Information and Information Dissemination: How law Directs Biopharmaceutical

Research and Development” Fordham Law Review, 483 (December, 2000).
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*Rebecca S. Eisenberg, “The Shifting Functional Balance of Patents and Drug
Regulation”, Health Affairs, 123 (September/October, 2001).

31Philip W. Grubb, Patents for Chemicals Pharmaceuticals and Biotechnology

fundamentals of global law, practice and strategy, Forth Edition (Oxford: Oxford

University Press, 2004) pp. 160-162.
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Patent Life

Theoretical extension
to completely replace
the time lost until the
first authorization
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No extension is possible

é E
|

| l

Filing date 5 10 15 20 25
of the basic patent

» Time (years)

First authorization within 5 years from the filing date

“Article 63. European Patent Convention. Term of the European patent (1) The
term of the European patent shall be 20 years as from the date of filing of the
application.

*Bernd Hansen and Fritjoff Hirsch, Protecting Invention in Chemistry. (Weiheim,

(Federal Republic of German): Wiley-VCH Verlag GmbH, 1997), p. 297.
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Tufaanadannsfudiszninanigauidniiusana@ealus™ feanasannisinigg
sendnaniganiEnidulssmasesnnan” dannasiannisAadseuivanigewinadu

dszinauiiaw” IdanasmdnnisFasnnnudunsesnaudumienisdn (Data Protection) 1§

*dannacaanisidirzuindsanaanigendniiudszinaReallf 48 16.8 assa 1
ﬁLﬁ@mmﬁaﬁ “If a Party requires the submission of information concerning the safety
.and efficacy of a pharmaceutical or agricultural chemical product prior to permitting the
marketing of such product, the party shall not permit third parties not having the consent
of the party providing the information to market the same or a similar product on the
basis of the approval granted to the party submitting such information for a period of a
least five years from the date of approval for a pharmaceutical product and ten years
from the date of approval for an agricultural chemical product.”

*dannaaanisAaiszudnlsaindanigauidnidulszimassansian 4a 17.10

293A 1 (1) ﬁl,‘ﬁ’am’mﬁﬁﬁ “If a Party requires, as a condition of approving the marketing
of a new pharmaceutical product, the submission of undisclosed test or other date
concerning safety or efficacy of the product, the Party shall not permit third persons,
without the consent of the person who provided the information, to market the same or a
similar product on the basis of that information, or the marketing approval granted to the
person who submitted such information, for at least five years from the date-of marketing

approval by the Party.”

YannaqnnsAndissudlsamaaniganEniiutlssmauniisu 4a 14.9 299 1

(18) ﬁL‘ﬁ'ﬂﬂfJ’mﬁQ‘ﬁ “If a Party requires or permits, as a condition of granting marketing
approval for a new pharmaceutical or new agricultural chemicat product, the submission
of information concerning safety or efficacy of the product, the Party shall not without the

consent of a person that previously submitted such safety or efficacy information to
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npwnersslsminAanigenEn ldlinisduasesieya (IaaFandt Data Exclusivity)
T Hatch & Waxman Act (21 U.S.C. Section 301 - 392) NTMUANANNITAALY ﬁd'ﬁ“

(n) AAINANATB Data Exclusivity 511 -

Sia FDA deyiiRAnaesnlml® (NDA) dayaildilunsiinisiigad msmasesiu

FOA aZbifimadawmesunyapraniouen wiEndnansidubiannsaditedeyanachi

“obtain marketing approval in the Party, authorized another to market a same or similar

product based on:

® the safety or efficacy information submitted in support of the marketing
approval; or
(ii) evidence of the marketing approval;

for at lease five years for pharmaceutical products and ten years for agricultural
chemical products from the date of marketing approval in the Party. "

Byalerie Junod, “Drug Marketing Exclusivity Under United States and European

Union Law” 59 Food & Drug L J. 479- 514 (2004).

*Gaulnlsznsifan 1aesninustze NDA 'I& Aa doaflu NCE (New Chemical
Entity) '%'wmzlﬁa “New active moiety that FDA has never approved yet” (“a new
chemical‘entily means a drug that contain no active moiety that has been approve by
'FDA in any other application submitted under éection 505 (b) of the Act) NNTAAN
NCE praiflusanipnilianreeyiBudouddalilFueyiBann FDA wadonauisii
mstiuseeyin FDA Fehidhlaadeuls arnailmi (nnovative) FaZldupanudunasas

ANANBLRSALA. supra note 30, p. 33.
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(-] tdl % 2 = aa . r g% = dl
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A118 NDA (3an91 Stand Alone  Application) uaznsdifgiiuanaasahasslaiuneiu

Euﬂaummﬁuﬁwm'\ﬂmn (Right of Reference %98 Inform Consented Application)

“saiwnniunsdldatisianlua iy 139 A dhaes an A lusamieanisdan 165
AUANATDs 5 Tuda siaswudnannsalden A SnnlsaReagasuld MHuituAreiie
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- d‘ [l o = o © 14 ' e’l’ o J 2 2o
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A ar an v a a a o ' L4 13 = < a
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$1ANQNNIT supra note 38, p. 485.
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41supra note 38, pp. 479-516. see also Richard F. Kingham and Grant H. Castle,
“Data and Marketing Exclusivity for Pharmaceuticals in the European Community”, 55
Food & Drug L. J. 209-223 (2000).

qupra note 38, pp. 512-514.
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“lan Dode Smith, “Data protection and abridged applications for marketing
authorizations in the pharmaceutical industry” in Pharmaceutical 'Medicine,
Biotechnology and European Law, Edited by Richard Goldberg and Julian Lonbay

(Cambridge: Cambridge University Press, 2000), p. 112.
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“Nabila Anasari, “International Patent Rights in a Post-DOHA world”, International

Trade Law Journel. 63 (winter 2002).

“dannavasnisAidssruinnlsanaanijauiniiulszmagedlls 4a 16.7 2570 6
ﬁtﬁ’am’mﬁaﬁ “Neither Party shall permit the use of the subject matter of patent without
the authorization of the right holder except in the following circumstances:

to remedy a practice determined after judicial or administrative process to be anti-
competitive under the competition laws of the Party;

in the case of public non-commercial use or in the case of a national emergency or

other circumstances of extreme urgency, provided that:
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such use is limited to use by the government or third parties authorized by the

government

the patent owner is provided with reasonable and entire compensation for such
use and manufacture; and

the Party shall not require the patent owner to transfer undisclosed information or
technical “know how” related to a patented invention that has been authorized for use
without the consent of the patent owner pursuant to this paragraph.
| Where a Party’s law allows for such use pursuant to subparagraphs (a) and (b),
the Party shall respect the provisions of Article 31 of the TRIPs Agreement”

“ femnasaanisiiadizuinalsumAauiseumimnlsumaseamnnas 48 17.9
A 7 ﬁl.‘ﬁ’ﬂﬂ’)’]ﬂﬁx‘lﬁ “The Party shail not permit the use of the subject matter of a
patent without the authorization of the right holders except in the following
circumstances:

to remedy a practice determined after judicial or administrative process to be anti-
competitive under thev Party's laws relating to prevention of anti-competitive practices;

in case of public non-commercial use, or of national emergency, or other
circumstances of extreme urgency, provided that:

the Party shall limit such use to use by the government or third persons authorized

by the government

the Party shall ensure that the patent owner is provided with reasonable
compensation for such use; and

the Party may not require the patent owner to provide undisclosed information or

technical know-how related to a patented invention that has been authorized for use in

accordance with this paragraph.”
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47(a) Whenever an invention described in and covered by a patent of the United
States is used ér manufactured by or for the United States without license of the owner
thereof or lawful right to use or manufacture the same, the owner’s remedy shall be by
action against the United States in the United States Court of Federal Claims for the
recovery of his reasonable and entire compensation for such use and manufacture.
Reasonable and entire compensation shall include the owner's reasonable costs,
including reasonable fees for expert witnesses and attorneys, in pursuing the action if
the owner is an independent inventor, a nonprofit organization, or an entity that had no
more than 500 employees at any time during the 5-year period preceding the use or
manufacture of the patented invention by or for the United States. Nothwithstanding r
the preceding sentences, unless the action has been pending for more than 10 years
from the time of filing to the time that the owner applies for such costs and fees,
reasonable and entire compensation shall not include such costs and fees if the court
finds that the position of the United States was substantially justified or that special
circumstances make an award unjust.

For the purposes of this section, the use or manufacture of an invention described

in and covered by a patent of the United States by a contractor, a subcontractor, or any
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- Essential Pharmaceuticals Act of 1994 (H.R. 4151) fiayayniidinisieAulians

]
Aol o o

(Compulsory License) nsaignniiansimsls e Department of Health and Human

Service wWiudn  gnsedndashildnszuaunisianaslunisdamirondniusiang

a o e

ANBIRTUATNARA LT ENTUIN SRR MmN suias15Us nsziiunsaiailuetinate Tu

AUNITANENTOUGTVTRATARN I TR

- Affordable Prescription Drugs Act of 1999 (H.R. 2927) inwmuanis 1duimsnns

a . v ‘sl ° ] eI/ Lg d’ ] } 4
TRAVANSUIRS(Compulsory  License) un ansuttaanludaunne Fasauliudle

person, firm, or corporation for the Government and with the authorization or consent of
the Government, shall be construed as use or manufacture for the United States.

The court shall not award compensation under this section if the claim is based on
the use or manufacture by or for the United States of any article owned, leased, used by,
or in the possession of the United States prior to July 1, 1918.

A Government employee shall have the right to bring suit against the Government
under this section except where he was in a position to order, influence, or induce use of
the invention by the Government. This section shall not confer a right of action on any
patentee or any assignee of such patentee with respect to any invention discovered or
invented by a person while in the employment or service of the United States, where the
invention was related to the official functions of the employee, in cases in which such
functions included research and development, or in the making of which Government
time, materials or facilities were used.

“ atiwlsfia Rautinlszmaanigeuiniasiingmnsanesnsoisnesieaiunad
wpsnsleduldAviaadnsedniiing wifdaliirnlsnginfinas\dunmsmnidulians
ludszinAanigauidniusiednala. Donald P. Haris. “TRIPs’ Rebound: and historical

analysis of How the TRIPs Agreement can Ricochet back against the United States”, 25

Nw.J. Int't & Bus. 145-146 (Fali, 2004).
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