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Abstract

The protection of intellectual property rights includes moral interests, social
interests and economic interests, but the three interests may conflict with each other.
Patents of pharmaceutical product are the common cases. If the products are under the
protection of patents, the price and accessibility will become the obstacles for obtaining
essential medicines. The "compulsory license" system is considered to be a flexible
instrument that can be used when patented drugs are required by patients.

This research aims to analyze the possible impact of patent compulsory license
system on accessibility of medicines. In the second chapter, I points out the rule
of operation of compulsory license from international conventions, introducing
the current international conditions.

Chapter 3 describes the function of compulsory license, that the reconciliation and
balance between the economic and public interests can be achieved in the patent system.
The opponents consider that economic harm would be caused by compulsory license.
However, the actual economic loss of the patent owner is not as great as the opponents
describe. In contrast, the incentive for the abuse of the right can be effectively reduced
through the existence of the compulsory license system.

Chapter 4 focuses on how compulsory license system affect on public health
policies. For developing countries, the establishment of a stable compulsory license
system helps them to cross the initial barriers and start to foster their own
pharmaceuticals industry. Building their own medicines supply chain helps them to
achieve the accessibility of medicines.

Chapter 5 illustrates the attitude toward compulsory license in developed and



developing countries. The chapter introduces means of compulsory license in
the United States, Canada, India and other countries. It emphasizes that,
whether compulsory license or other more powerful means, to retain a flexible
method for social interests is important in the patent law system.

Chapter 6 analyzes the history of Taiwan's patent law. This chapter
emphasizes the impact on lack of flexibility about compulsory license, and it

mentions the direction of the amendment to Taiwan Patent Law.

Key words: compulsory license, patent law, accessibility of medicines, public health
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> JE3Z : Each country of the Union shall have the right to take legislative measures providing for the grant
of compulsory licenses(f) to prevent the abuses which might result from the exercise of
the exclusive rights conferred by the patent(g), for example, failure to work(h).

% Frankel, S., & Lai, J. C. (2015). Recognised and Appropriate Grounds for Compulsory Licences: Reclaiming
Patent Law’s Social Contract. In Compulsory Licensing. Springer Berlin Heidelberg. p. 153
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%8 BEAHZ BB E
— » &R/ % ( Paris Convention for the Protection of Industrial Property )
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¥ Gopalakrishnan, N. S., & Anand, M. (2015). Compulsory Licence Under Indian Patent Law. In Compulsory

Licensing. Springer Berlin Heidelberg. p. 13.
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i JFE 3 @ TRIPS Atticle 5 A. Patents: Importation of Articles; Failure to Work or Insufficient Working;
Compulsory Licenses

(2) Each country of the Union shall have the right to take legislative measures providing for the grant of
compulsory licenses to prevent the abuses which might result from the exercise of the exclusive rights conferred
by the patent, for example, failure to work.

"2 JH3 © (3) Forfeiture of the patent shall not be provided for except in cases where the grant of compulsory
licenses would not have been sufficient to prevent the said abuses. No proceedings for the forfeiture or
revocation of a patent may be instituted before the expiration of two years from the grant of the first compulsory
license.

P JEHSC ¢ (4) A compulsory license may not be applied for on the ground of failure to work or insufficient
working before the expiration of a period of four years from the date of filing of the patent application or three
years from the date of the grant of the patent, whichever period expires last; it shall be refused if the patentee
justifies his inaction by legitimate reasons. Such a compulsory license shall be non-exclusive and shall not be
transferable, even in the form of the grant of a sub-license, except with that part of the enterprise or goodwill
which exploits such license.

4 yiEsE 8 0 B 52-55
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'3 Cohen, S. (1979). Compulsory Licensing of Patents-The Paris Convention Model. Idea, 20, 153.
' Hi4EEE 6 0 P.154

7 World Trade Organization » | f&§f§ WTO

Agreement on Trade-Related Aspects of Intellectual Property Rights » | fiff# TRIPS

' Doha Declaration on the TRIPS Agreement and Public Health » [ f&fBALI4 H =
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* Halajian, D. (2012). Inadequacy of Trips & the Compulsory License: Why Broad Compulsory Licensing Is
Not a Viable Solution to the Access to Medicine Program. Brook. J. Int'l L., 38, P.1196-1197.

BT TR R
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Article 27 Patentable Subject Matter

1. Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions, whether
products or processes, in all fields of technology, provided that they are new, involve an inventive step and are
capable of industrial application. Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3
of this Article, patents shall be available and patent rights enjoyable without discrimination as to the place of
invention, the field of technology and whether products are imported or locally produced.

2 HiEEE 6 0 P1SS

11



(a) sbHA1E G L SBR M E#F

(b) dAaRE I EAE R BEEAZACEE G BTN BRKROEZR
EIEHRGFEITFT A2 e S TER R AT KT T TR~ o BEIB K&
RE AT BEER - KBTS FIZ ARG - A THEFTEZ BN 2L AFE
BN KR IAES BEWENT » JEDTE T (TG Ve B I FI A A - BRI TS FIZ
HAE T » do BT KBTI 2D HI N - K48 BF 16 5 oo 2 A 0BG EE by JE S BERF A8 P
K i 2o B 3 1 T R T st B A+ A JE 3 Bp 3B Ao fE R A A o

(¢ ) sEHA1E 2 36 B R BT BT JEIRAC AT T2 B 49 4o 2y F FRER M7 JEAE LU IE#
ZNHRAET - KA FEE 5] K ATHARSF I By R FATHZ BB AR

(d ) sb2a1E F fe B 14

(e )dLAatE i T 123 52 (2 B BAE ] F 2 B E R R — B2 R AR

(f) i@k EERLBEGIZEECBAATHZER

(g Vil & IRHERIIE M IAZEEF AT — B ZHIEHE 69 IE AT M A

ARIEFHAE ARG T AR - EEREFHEED R RELF G AR GHEE

Ht
(h) GE#ELHREZLTEET » B EZ 5 RGA G HE S T HEFIFE

(i) EBEEFEDZAFFHM  Eh e B AR ESL A —1AFFALE
LRZ BB 2 EE o
(j ) 1EATHBE S ZE 5 M & B2 M ED  Xd— 187 LG

LRZ BB 2 EE o

12
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(1) R—BF ( F=FF ) LIERES —FF ( F—FF] ) - S1FH I 174
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27 PR BRI B = IEA A P

» JFSC ¢ Article 31 Other Use Without Authorization of the Right Holder

Where the law of a Member allows for other use [7] of the subject matter of a patent without the authorization
of the right holder, including use by the government or third parties authorized by the government, the following
provisions shall be respected:

(a) authorization of such use shall be considered on its individual merits;

(b) such use may only be permitted if, prior to such use, the proposed user has made efforts to obtain
authorization from the right holder on reasonable commercial terms and conditions and that such efforts have
not been successful within a reasonable period of time. This requirement may be waived by a Member in the
case of a national emergency or other circumstances of extreme urgency or in cases of public non-commercial
use. In situations of national emergency or other circumstances of extreme urgency, the right holder shall,
nevertheless, be notified as soon as reasonably practicable. In the case of public non-commercial use, where
the government or contractor, without making a patent search, knows or has demonstrable grounds to know that
a valid patent is or will be used by or for the government, the right holder shall be informed promptly;

(c) the scope and duration of such use shall be limited to the purpose for which it was authorized, and in the case
of semi-conductor technology shall only be for public non-commercial use or to remedy a practice determined
after judicial or administrative process to be anti-competitive;

(d) such use shall be non-exclusive;

(e) such use shall be non-assignable, except with that part of the enterprise or goodwill which enjoys such use;
(f) any such use shall be authorized predominantly for the supply of the domestic market of the Member
authorizing such use;

(g) authorization for such use shall be liable, subject to adequate protection of the legitimate interests of the
persons so authorized, to be terminated if and when the circumstances which led to it cease to exist and are
unlikely to recur. The competent authority shall have the authority to review, upon motivated request, the
continued existence of these circumstances;

(h) the right holder shall be paid adequate remuneration in the circumstances of each case, taking into account
the economic value of the authorization;

(1) the legal validity of any decision relating to the authorization of such use shall be subject to judicial review or
other independent review by a distinct higher authority in that Member;

(j) any decision relating to the remuneration provided in respect of such use shall be subject to judicial review or
other independent review by a distinct higher authority in that Member;

(k) Members are not obliged to apply the conditions set forth in subparagraphs (b) and (f) where such use is
permitted to remedy a practice determined after judicial or administrative process to be anti-competitive. The
need to correct anti-competitive practices may be taken into account in determining the amount of remuneration
in such cases. Competent authorities shall have the authority to refuse termination of authorization if and when
the conditions which led to such authorization are likely to recur;
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(1) where such use is authorized to permit the exploitation of a patent ("the second patent") which cannot be
exploited without infringing another patent ("the first patent"), the following additional conditions shall apply:
(1) the invention claimed in the second patent shall involve an important technical advance of considerable
economic significance in relation to the invention claimed in the first patent;
(i1) the owner of the first patent shall be entitled to a cross-licence on reasonable terms to use the invention
claimed in the second patent; and
(iii) the use authorized in respect of the first patent shall be non-assignable except with the assignment of the
second patent.
2 HiFEE 20 - P.1202
> World Health Organization. (n.d.). THE DOHA DECLARATION ON THE TRIPS AGREEMENT AND
PUBLIC HEALTH. Retrieved Jan 30, 2017, from
http://www.who.int/medicines/areas/policy/doha_declaration/en/
2 HifEE 6 - P.156-157
27 Decision of 6 December 2005 ( WTO Doc. WT/L/641, 2005 )
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2 = WTO & B #4030 Ti@81% » 3437 TRIPS #) & % — 184 £ £°% ( Amendment of the
TRIPS Agreement ) - #73% TRIPS 31bis #1,%¢ °

AEEET TP SBEFERERA RRGAEZLWBERLUIF AL 46 X F o iR
B TRIPS » Az b B o) ERHBBRHMAET X ATRBIFRE oAl EME M) - 8 —
B #AFo TRIPS fe 3048 £ AR A A ) - & A2 @ 8 B & TRIPS 4} 3% M $H4 B2 4 7T
fEMEE A DB MY - E 35588 TRIPS 38R @ &R JEATR AL iR B B BUR R EAT £ 17
AR CHRBUTERWGRIET AR EEM - FEEHARARA RS E TN
K o A R R B IRAEFPATIN o FATIAT AR BB R R FF B R A Tk
B % ¢ SUHF A AT AT 30 75 B B fo i 0 i RABAS Y R AE B 4 -

FALSRAZ T > LB AERAMRE T REEMIES : 8L TRIPS EF gL BKE S
Tk VAR R & B A A% R 58 1A% A B T A v B 64 P RR e B B e ) @I RA R A HEAE
Mg R o AL 2002 FFEEATMEEFGREES A - AT T ERRABERZHE
MR e BARTHARIERE 201651 A 1 B 201548 11 A 6 B& WTO K&k
o XBAHILEARIEE 2033 51 B -

b s T PR H AT TRIPS 1} € R €& JETR AL X B B SRR G AR R B |

HETEHEBEAEREA AL (WHO ) 245k B2 Eey R - P ERHFmeki B

AR TRIPS fRIEfRRARE N LA A ERZEFEY - FERTF Ke#

P R RARRBEEAER SR A4S > EEMERTE 66 W > hHERBESE TEATRER
EEMEZ S S > 2008(66) © P.20-26.

* WTO. (n.d.). The Doha Declaration explained. Retrieved Jan 30, 2017, from
https://www.wto.org/english/tratop _e/dda e/dohaexplained e.htm#trips

* wto.org. (2017). WTO | 2015 News items - WTO members agree to extend drug patent exemption for poorest
members. [online] Available at: https://www.wto.org/english/news_e/news15_e/trip_06nov15_e.htm [Accessed
2 Jul. 2017].
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3> World Health Organization. (n.d.). THE DOHA DECLARATION ON THE TRIPS AGREEMENT AND
PUBLIC HEALTH. Retrieved Jan 21, 2017, from

http://www.who.int/medicines/areas/policy/doha_declaration/en/
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¥ Abbott, Frederick M., Intellectual Property and Public Health: Meeting the Challenge of Sustainability
(November 15, 2011). Global Health Programme Working Paper No. 7/2011; FSU College of Law, Public Law
Research Paper No. 566. Available at SSRN: https://ssrn.com/abstract=1965458 or
http://dx.doi.org/10.2139/ssrn.1965458 - P.4

¥ 2ERHF— > Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and public
health

19



AEOBR LR EAMRE R CRRAR TR - FIRBAEY  BMERELEHLARR
TRIPS YR EHAT  BA T E B O W R e Wik o th 0 £ 4 %oy ik fdk -
o RESBHABEAHLEE DR RAGRE > B0 RT URFERBIAMEITAEE - KW >
TRIPS #.5€ » FhIER#lix i eh B ey R BB R F% ( # 31 #4K) ) TRAIEHFENE
shb/BT X R RRBGHIFTAGBN TS (F 3140 ) SERFLR-FAAK
2 RB SR O EEREEANREGERL B LRA S ALRMEAOEALT &
ATHREZANE Y -

3lbis A& AR GBBHBMABLES R ZHEENRRGBEAR > K MH%RRK
BENHEWYG J2 et AHHEN L OEEMfonE - B 3lbis b EFRE 0
P o BB e LA S T KRR E T RS - I AT Ui LA AR
WTO J&ho3% B4 + B FH 26 ) 6 38 4 > RALIITERAS - 3R 5 4 F B R HIKE 4
B REBAT R ke -

TRIPS 31bis {4 IE % » #2017 £ €% WTO =52 —® B X A2 14 B4F

1 23 8Ex4%"

Z - BHE I MEAZF RS E RGP E
(=) $AsRAHE B
1. BAE
" Ak 45 % (patentlinkage ) A LM AR EL BN ETESRSF Y
PRt e R ERESWEAGRBEREAMADKEREL AR LT E SRR

PREPREHE R THRRELERFAEL RAB AT LT B - SLEHRA

* Correa, C. M., & World Health Organization. (2004). Implementation of the WTO General Council Decision
on paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health. P.1.

*! Tipo.gov.tw. (2017). &7 R 78 - i 25 - TRIPS 75 56 31 52 1 IEIEFNS4E 1 A 23 HARL
[online] Available at: https://www.tipo.gov.tw/ct.asp?xItem=613955&ctNode=7127&mp=3 [Accessed 11 Mar.
2017].
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* Abbott, Frederick M., Trade in Medicines (September 11, 2015). in TRADE AND HEALTH: TOWARDS
BUILDING A NATIONAL STRATEGY 117-40 (eds. R. Smith et al.), World Health Organization (2015); FSU
College of Law, Public Law Research Paper No. 770; FSU College of Law, Law, Business & Economics Paper
No. 16-5. Available at SSRN: https://ssrn.com/abstract=2659277., P.120-121
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°! U.S.-Dominican Republic-Central America Free Trade Agreement » DR-CAFTA

* Free Trade Agreement between the United States and Morocco

 ARTICLE 17.9: PATENTS

1. Each Party shall make patents available for any invention, whether a product or process, in all fields of
technology, provided that the invention is new, involves an inventive step, and is capable of industrial
application. The Parties confirm that patents shall be available for any new uses or methods of using a
known product. For the purposes of this Article, a Party may treat the terms “inventive step” and “capable
of industrial application” as synonymous with the terms “non-obvious” and “useful”, respectively.

43 R, https://ustr.gov/trade-agreements/free-trade-agreements/australian-fta/final-text

** ARTICLE 15.9: PATENTS

2. Each Party shall make patents available for the following inventions: (a) plants, and (b) animals. In
addition, the Parties confirm that patents shall be available for any new uses or methods of using a known
product, including new uses of a known product for the treatment of humans and animals.

43 R, https://ustr.gov/trade-agreements/free-trade-agreements/morocco-fta/final-text

33 ARTICLE 14.8: PATENTS

2. Each Party shall make patents available for plant inventions. In addition, the Parties confirm that patents

shall be available for any new uses or methods of using a known product, including products to be used for
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29 R AMBRHELETERNERGEFNFAARET NEF I AR 4 B

4% > ™ TRIPS 322K HRILIBRF - 4243 » RAIZHTREAT| B2 L B D

particular medical conditions, subject to the exclusions provided in Article 14.8.1 and the conditions of

patentability.

43 R, https://ustr.gov/trade-agreements/free-trade-agreements/bahrain-fta/final-text

% Article 15.9:  Patents

3. Nothing in this Chapter shall be construed to prevent a Party from excluding inventions from patentability
as set out in Articles 27.2 and 27.3 of the TRIPS Agreement. Notwithstanding the foregoing, any Party
that does not provide patent protection for plants by the date of entry into force of this Agreement shall
undertake all reasonable efforts to make such patent protection available. Any Party that provides patent
protection for plants or animals on or after the date of entry into force of this Agreement shall maintain such
protection.

E3'8)

https://ustr.gov/trade-agreements/free-trade-agreements/cafta-dr-dominican-republic-central-america-fta/final-te

xt

" FINK, Carsten; REICHENMILLER, Patrick. Tightening TRIPS: Intellectual property provisions of US free

trade agreements. 00 TRADE, DOHA, AND DEVELOPMENT, WORLD BANK. 2006, 289. P.290

* ARTICLE 17.9: PATENTS

7. A Party shall not permit the use of the subject matter of a patent without the authorisation of the right holder

except in the following circumstances: (a) to remedy a practice determined after judicial or administrative

process to be anti-competitive under the Party’s laws relating to prevention of anti-competitive practices;17-16

or (b) in cases of public non-commercial use, or of national emergency, or other circumstances of extreme

urgency, provided that: (i) the Party shall limit such use to use by the government or third persons authorised by

the government; (ii) the Party shall ensure that the patent owner is provided with reasonable compensation for

such use; and (iii) the Party may not require the patent owner to provide undisclosed information or technical

know-how related to a patented invention that has been authorised for use in accordance with this paragraph.

43 R, https://ustr.gov/trade-agreements/free-trade-agreements/australian-fta/final-text
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BREbT 3y BRI A A e R IR A B IRA T BAME R 0T A 0 TR BLIE A
#4E TRIPS 58 5374 M 2 B A% > BARMPE OB T T &EFRIE | 694
B RELEBBNEREBEAAFRERD S HHKS > FE L RBFERLLY &4
A 0 AL AR H A B A A 18 R R TR I LA RAE A 4T T F BB T AT -
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ERNGREAEG RFI RS » ERE TRIPS g9 A mE R TR METHRLE
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AR NEBARE TR EEEE - M AXRA  TRIPS HRF M RBEAEN TSR
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FRETHE  HRBFREGERATHREAALERM -
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YT LR A BARE T AT HY R A ME I RST R D FTA HEM EARAH £ A

* HijjEEE 57 P291

0" Abbott, Frederick M., The Doha Declaration on the TRIPS Agreement and Public Health and the
Contradictory Trend in Bilateral and Regional Free Trade Agreements (December, 27 2011). Quaker United
Nations Office (Geneva) (QUNO), Occasional Paper No. 14, April 2004. Available at SSRN:
https://ssrn.com/abstract=1977300., P.12
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R=F  RPIRAM SRR EAH B BEAT A &P

F—f REIME R R T e A

— ERHIIRAEAE A B A EA G 24 (social contract ) 4 H 89 F B

CBBNIE R R ARRREIABEF LG E D BRLERE R AW REE S
A 6B ( BATAZ D 20 SR ) » AEHEARGHRD ( Li58RNE R ) Fo )
o QHEBEARBEOTHEENHR ) > BRHF ERERWYATRE > wRBFH T
P AL B H H BARG B ASIRALEE I APV R KRR B B A A Foi 48 B 2 AT
%o AN FH F BT KT A QA AAIF R A » B b HF F 7T 008 % R B
WEHE  BARAFEAFETH ETRRNS H o T EARE Rt 2 5 T B HAL &
EA R R BIE R ER AN RS B RS s B
MAEE—EE EOYERBN BT B ASHEAE R T EAF B An &5 - Bt
BTG NEERAR LB CER T EAHE M AEN . A A R REME A AR X
ATHER A TREGHEZTER ERE AT EMRE LA B LR BB FRHE
HAT e ke & RIB Hoa v R 26 R 90 3 = & B A HA IR & R AT 2 28 B A 45 A 2 A %
EVAMECREZRAREE )G THREMA 2REAT Lk®d  ReEREFHA
ERAN DI RS FANEL AREARENRE R GRY  EREEFHAA
MR AL — R R B R o RAE . SRR A AE AT
BEFANE

B—Fd o EREREGRE RHERSHORARZHARCE AT REA | ®EHES

RA M o B ARTEAEAF AR R A — FE A N AR At AFERRAT A B9 ARE 12 BAIH AL A

ol miEEE 6> P.150
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THIERER L EF > RAEEEALARER  BEMFE—F AL - SHEATE
EERET A R BBEAAZAR | R RE

fefe A1 5 —4& " #4387 , ( pseudo monopolies ) 843 L BF » A& R LA KK E
B o IR B An FLIE 09 AR BT R ) 6 R B A 0 F AU A R A Lk B S AR ey £
For R BANVAE BAER BA] - ke B4 35 L R 654 JF % % #4542 & BAR( penicillin )
BRI F o B R BT E S B4 o R TA EHE - EADR R R ARG RET - A
BB ARG R B ot HE B IR Bl A MR R A BRER  BREER
TRIZ H A ARE - S50 A XFEFRFEREAF . SHOBTROIRLS
63,

TRIPS 3 e & @ A ZAR IR EBAT SA MGG RARE oo AN LS
RBEEA o RE L - A @ RO R AFoSHE A 0B BN T A 5 0g 438 - 38R
R RS THEAHNFIE  FIEE S THREEAABNAH - MAIHLE BN
ABH - RBUNT AFFE  HNELM  REREEAERE G2 OBMAY
MRFEL A - TRIPS W R E th M os B PRI RHNE T HAZ 8 BRE TRV EA »
5 AR 4 7T A AR B TRIPS % ik 632 294 A 0430 A

fe Foma Rl ¥ o TRIPS 8 7 4@ % 8 45 R D3I A -+ 22 MH 18 kol

e A £ WTO thhe K—— & &4 ( Canada—Pharmaceutical Patents ) — % >

2 HiHEEE 6 0 P151-152
© HijjEEE 6 P.152

“ RifEEE 6 > P.ISS

“ RiEEE 6 > P.159

% Article7 Objectives

The protection and enforcement of intellectual property rights should contribute to the promotion of
technological innovation and to the transfer and dissemination of technology, to the mutual advantage of
producers and users of technological knowledge and in a manner conducive to social and economic welfare, and
to a balance of rights and obligations.

7 Article 8 Principles

1. Members may, in formulating or amending their laws and regulations, adopt measures necessary to protect
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BE7 ey " TRIPS EEMREGME  FLLAMRA - ZE R N AR A L HEIH 7]
18 % TRIPS &4 R A1 ¥ B AR - RAEAE A B B8 btk ka3 d - {22 4 A4 TRIPS &)
BB B AR R AR R A AT RN A RARELANY
8 % KR HE AR FE TRIPS 6y R A1 B AR R B MBS R B LT TN ELRAL
& TRIPS &4  A R Al i R A4 h R 2 o

B TRIPS % 31 & B EEROBEREAREG T TR ITRHEAN TS £
18 Pl L IR ] 46 8% B4R 3T o 2% Michael Blakeney % 4242 - 3 #1354 Bk X778 T
¢ TRIPS % 8 ff7ib i th » 7% 8 45 ¥ TRIPS BB B A M > BfvF 7 54 B
A F SN T ERA REHMCEBERBMERSENEEEE2 N EHE B
AT o B2 3406 » M 3R I FEHE Br R LA T e e Hh i 2 —

SREPTH . B TARE SETRARREFEIESHAL TR YIRYRS A
BN R F BT A R e » T TRIPS #9745 423k B 3gsb o] 83T HAZ & » .35 38 4]
WAL AR E o £ B ATRLE T R ey T4 > Hak T AR AHA B a9 852 (L3
ABISMER ) R GIERRABHER T THZARLDGER - R SE

%E 70

= HfATR®F BRTE

public health and nutrition, and to promote the public interest in sectors of vital importance to their
socio-economic and technological development, provided that such measures are consistent with the provisions
of this Agreement.

2. Appropriate measures, provided that they are consistent with the provisions of this Agreement, may be
needed to prevent the abuse of intellectual property rights by right holders or the resort to practices which

unreasonably restrain trade or adversely affect the international transfer of technology.
 RiEEE 6 > P.159
“ HifEE 6 > P.161
7 RiEEE 6 > P162
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"' Moonka, R., & Mukherjee, S. Marriage between Innovation Bride and Competition Groom: The way
Forward., CPJ global review. vol. viii no. 1, P.147. July 2016.
" piEEE 71
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THRA ARG NNELERMERFHFF > R EHRRMNRFHT FATIEHEY
"R EE R R Y BRNR R A B e BB AR L BABRMIA RS T A B R S ATUATHR
By T RB4%3% 5% 38 % ( Essential Facilities Doctrine ) | » 322 B 4 S s oy ) 8] €12
RAEBRM ( RARMEA ) otbrI e F 4 > 2R €A F 5 A T HERIES
st R -

TRIPS % 31 #4 K B ' fi4ob 5 S ARt ey 380k - 7 RAE AR R L B0 RAR
AL S8 A B NS 0E A AR IR RAE AT 0 JB B A 0 IR AR AR o 45 o F o 3k B A 0K PP RO F
ATH I Bz IEd 2 — » #iedk F4k ( Singapore Patents Act 1994 ) 3% [ 4%

T E B4R AT R TR ShARYE B A4 DU R A BRI FAT AP L B ATER .

(=) ssalEAT& > SRREFEABY

¥ BB A ) S B AR B YRIRET LR MR B AR A T SRR B T B o 35 42 TRIPS
BHF SRR ZHEAAMRE > LEAEF 3K KIE > e B B4R BRI R A AR
FATH o R 31 4k K IR IR A PARE R & KA EARN RBF4T ARk B 43 2 4#

710 ROARE BAR A PEtbtE ? ATHE R A3 A 4 00 B 8AT AU RBMAR A RBLF - R

7 Ong, B. (2015). Compulsory Licences of Pharmaceutical Patents to Remedy Anti-Competitive Practices
Under Article 31 (k) of the TRIPS Agreement: Can Competition Law Facilitate Access to Essential Medicines?.
In Compulsory Licensing. Springer Berlin Heidelberg. p. 250

" g BRI EASTERE R EIT R A RO B 0 DAIE(E F MR RO - 151 2 (b)THEL(DIE 2 19
He WEAEZEM - R E B SR S BUUENE R T R R E - E SRR F I ATREE S A
FERIEAIEEK L ITE -

7 Singapore Patent Act (Chapter 221, Revised Edition 2005):

55.—(1) Any interested person may apply to the court for the grant of a licence under a patent on the ground
that the grant of the licence is necessary to remedy an anti-competitive practice.
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1. Nelfinavir = Efavirenz » & @&
AT UM A —REARE RO T X ARERSA NN ERRAEZEEY > £

VER A BAE R RS R EED ( RSB TRR ) RANFRZ— EEIUF

Bp 48 LA MR B4 R # B B R PR - 2001 4 o SMBY B R e B4k © B BURHUR B4k

FEBDRBOBBRE =22 = b A RH T oy 0 LR Wskom & B ey A6

™ HibEEE 73 » P258

7 HiEEE 73 » P256

% Correa, C. M. (2015). The use of compulsory licences in Latin America. In Compulsory Licensing. Springer
Berlin Heidelberg. p. 50
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2. Lopinavir #v Ritonavir 424 #4 (Kaletra®) » 34 tb 22
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2009 FEUFRAB L - LI TAIH T KA RO o £ LRF 0 RN EFH T
BUETRAE 2012 F 9 B 698 A T #3530 0 R ¥ o 3 RATBUEIRIE LI AR F AL - 24k

7930 AL € 1% 30 R H Kaletra® AT EAA AL ER TEREEHA - HRBEATHATH

81 CORIAT, Benjamin, and Fabienne ORSI. "Pharmaceutical Patents, Generic Drugs and Public Health Under

The TRIPS Agreement The Case for Access to HIV-Care." P.12

82 HifEEE 80 5 P.5O
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 HiHEEE 80 » P51
* TRIPS %5 31 {4
() where such use is authorized to permit the exploitation of a patent ( " the second patent ; ) which cannot be
exploited without infringing another patent ( " the first patent | ), the following additional conditions shall apply:
(1) the invention claimed in the second patent shall involve an important technical advance of
considerable economic significance in relation to the invention claimed in the first patent;
(i1) the owner of the first patent shall be entitled to a cross-licence on reasonable terms to use the invention
claimed in the second patent; and
(iii) the use authorized in respect of the first patent shall be non-assignable except with the assignment
of the second patent.
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¥ FITiE, etal. 7 TRIPS {77 BN B Fn ARG > IR BLRIR. RHOAEEETS, 1.1: P234.
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¥ Besen, S. M., & Raskind, L. I. (1991). An introduction to the law and economics of intellectual property. The
Journal of Economic Perspectives, 5(1), P.3-4.
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2% EDA (n.d.). New Drugs at FDA: CDER's New Molecular Entities and New Therapeutic Biological Products.
Retrieved March 10, 2017, from
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/Druglnnovation/default.htm

125 WHO. (n.d.). Neglected tropical diseases. Retrieved March 10, 2017, from
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BEELEBEH L RAFRE SR IFEREIE G MRRBFIREGITE - £
Vitamin Technologist, Inc. v. Wisconsin Alumni Research Foundation.— £ » & 4] A
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0 Vitamin Technologists v. Wisconsin Alumni Research F., 146 F.2d 941 (9th Cir. 1945)

67



ST A & & Hi i D Bk B A o A ESRPIRFR S B TR T RILA LA
MR GHRMEEA > BRAALEN BN S HEHERNBESTIREE - #tbed D A
BAEERRY SRS E AR h BT Ee D 3 8 RAE M Anh e R R A —
Ri&E LB H G ERATHNRFNEER ERPE - LRERAF R+ 3] A Mercoid
Corp. v. Mid-Continent Inv. Co., — R PHH R ZHERZ LA " ®FHFH LT Lt
Frgfoh Moy ey 244 MR BAEBEAFE T EA Rmzwa R
AR AR — A BUNERREAN RN ZER E MRS  ARAEREAN LS E
R B A28 4 (injunction ) B - R RAVHEAR G 2 A BARE S BEEEER T A
HANEHBHHE

L E T BAHAPTH 2 B A T3 & R RBUT g ted D 6T aEME > AEIR D B &
tEm Emm KRR EA TE2M A EABRARERESF L EAHHEARE
MERIESHAAEFBOGEEER ERAN DN LA B L MR G FHHE AL L
ZHFH > REFUSEE A LA PSSR b D AT - B LER T %

LIECE B8 S

F B 89 BURE A AR —— B 7 28 USC §1498
B % 00 3 1454 P Bp 614 BURAE A BLAk B S I MARE L0 £ B ) R R R R

BHMFE—F > HBURE R A AR - LB A 28 US.C.5 1498 & AL 3F 0 #1 B

1 B85 Vitamin Technologists v. Wisconsin Alumni Research F., 146 F.2d 941 (9th Cir. 1945) :

It is now well established that a patentee may not put his property in the patent to a use contra to the public
interest. The grant of a patent is the grant of a special privilege 'to promote the Progress of Science and useful
Arts.” Const. Art. I, Sec. 8. However, as stated in Mercoid Corp. v. Mid-Continent Inv. Co., 320 U.S. 661, 665,
64 S.Ct. 268, 271, it is not the private use but

¢ * * * the public interest which is dominant in the patent system. Pennock v. Dialogue, 2 Pet. 1, 7 L.Ed. 327;
Kendall v. Winsor, 21 How. 322, 329, 16 L.Ed. 165; Adams v. Burke, 17 Wall. 453, 21 L.Ed. 700;
Motion-Picture Co. v. Universal Film Co., supra, 243 U.S. pp. 510-511, 37 S.Ct. (416), 61 L.Ed. 871, L.R.A.
1917A, 1187, Ann. Cas. 1918A, 959; Morton Salt Co. v. G. S. Suppiger Co. (314 U.S. 488, 493, 62 S.Ct. 402,
86 L.Ed. 363); United States v. Masonite Corp., 316 U.S. 265, 278, 62 S.Ct. 1070, 1077, 86 L.Ed. 1461. * * *
The patent is a privilege. But it is a privilege which is conditioned by a public purpose. * * *°
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143 Kapczynski, A., & Kesselheim, A. S. (2016). ‘Government Patent Use’: A Legal Approach To Reducing

Drug Spending. Health Affairs, 35(5), P.791-792.
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Act and the Food and Drugs Act (The Jean Chrétien Pledge to Africa) ) ; - 2005 &5 A &
5 BEAFHE A » BATIRBI? 2005 46 A 1 BAA © kR REFE b 38— 18
Bk AT BB AEE R BAREA ZARAAN LM AP (use of Patents for
International Humanitarian Purposes to Address Public Health Problems ) » #145 CAmR'* -

RETEATRARM AEBRREENEARTURASE S ARE 2R

' HiEEE 143 0 P.794
146 Kohler, J. C., Lexchin, J., Kuek, V., & Orbinski, J. (2010). Canada's Access to Medicines Regime: Promise
or Failure of Humanitarian Effort?. Healthcare Policy, 5(3), P.42
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FRRES B E—ER TRIPS S EE » ABRFRMENH OHBEE - LA FExE
EEBEH AL R R BB T > #LBEE FHEA] - 2006 5 8 A BF » Apotex 1
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FH5 A A6 B BEF 7T Rk Al K BA£ 02007 £ 9 A 20 B w® K F AT 5841424 > B 7 2007
10 A 4 Bk WTO @3k - [ B & %3 B4 B IR484% %42 - 2008 4~ 7 A 7 B » Apotex
T O FAE TS IFRERAER 195 £ (ERAERARE )Y - 2008 £ 9 A
24 B > Apotex ¥ —ht B4 E A P B 23E > AN E B (R U5 21,000 A )
%o B A Fl e B AR 2009 £ 9 AR AE R RiE 3 EABMAR S

KZRE WTO ¥ 3% - B 8 Apotex 42 S A45 A4 NBATH A R WAoo 2Bk h B aoFRT -

= M EKR-EREH A CAmR & A2

% & CAmR &9 % — 18R]3k £ 4] » Apotex ¥ pbAt H 25 % F - Apotex 453> H 2] 2007
F£2 8 e E 300 ¥ U A S H b RIS RARANEF 2 EARE e #
SR MRS AH TR EEER c B EARBENREEZYESEZ —Z CAmR

ZROBFEZLMEHEF] > MAZAFELHEEEH AHBTZBE LA - Apotex 488

YT HiEEE 146 > P43
'8 Lybecker, K. M., & Fowler, E. (2009). Compulsory licensing in Canada and Thailand: comparing regimes to

ensure legitimate use of the WTO rules. The Journal of Law, Medicine & Ethics, 37(2), 222-223
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T & A AE A F B Apo-TriAvir® 2 4% » Apotex & E& 69 5 — 18 & K P85 & #1 GSK »
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21.043)(c) B R B FA REBAHARFR UL ARG AL Ef g &4 o)
B RLFFH WTO R EwydctE » M ERERAZBG | - X FTARARAHEHKRY

A %A CAMR & Koy B aEAZE o Apotex 2 = 5 % B2 P 6938 #1273 R A7 » Apotex &
AR REAEAT M AR AT B AR -

Apotex mERHYIRIZ — B X FEHR A BERENR S o BriE£FR T CAmR 877

A BN ESEZ 1% » Apotex 17 K40 mAF B REBR R E > A TREHR Apo-TriAvir®
(ErEEZ R %) - Apotex L /AITH A BANE L EHUAFREH

4w Apotex 9% /1 AT & BA 4 » CAmR ¥4 — s Z K » 454538 A B a6 v # oA B 4 Ao

B #EdY o T CAmR B LR T HAGGEIESN > AP EHFALE LRS- Mgk

AR A BT HBEALE > KmRigHEEANLB RS A M - Jillian

49 HiEEE 146 5 P43-44

150 MiEEEE 146 0 PA43-44

1 Tsai, G. (2008). Canada's access to medicines regime: Lessons for compulsory licensing schemes under the
WTO Doha Declaration. Va. J. Int'l L., 49, P.1077-1078
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4= TRIPS 31bis ff#k3% 1% - B TR Z o IHFRAEHTAROIR T LLR AR
28 ik B A o b5 > 3lbis BB ANFSL R AERAG Rk TARAAR
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FRGBREAF RIS L OB FHED R ERGEF REDAD Rtk
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$k o flho B2 AR E RN - A RIEARAZ B P B BAR K MBI B o R BIIM L 0
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oo RRAEAL LML KAEHE T BamE  MARR SN WIO B EHERI
BB o

B & B RN 4353136 31bis Fu T e ey B R ob » 12 TR 4 B K H L 3RAA A ATk
# o A3 A 31bis RA AR o ple — L CABEBRE (ELB %L+ mEKR) kT B
FHENBBEFTHIALEREEIT LB EY BRARE ZH M 218 £ i5% -
ML B RRA  BRERTHEAGFET ( BRBELMESHER ) RATEHAX
MRS PR ERALAWIO P AR EEBEMB ERmASMALBRIEER -

flhe FB R REAEMT 3 E2ERMB —RE RN RER R —5AA & @nsk

mﬂ}

B g%,
3R S AT AEFR G 0 BRI 31bis o 3B A B AF A0 A A @R - 2 AR
B ERKFTAT » A m S BRAN  TERHEHENEE  Baphnds FE2E

& AABUANRZR TR ED e R GBI REFENH SAMA - HE PR EL R

'35 Ho, Cynthia M., Complicated Compulsory Licenses: The Waiver/Article31bis 'Solution' (February 2, 2011).

Cynthia M. Ho, ACCESS TO MEDICINE IN THE GLOBAL ECONOMY: INTERNATIONAL
AGREEMENTS ON PATENTS AND RELATED RIGHTS, Oxford University Press, April 2011; Loyola
University Chicago School of Law Research Paper No. 2011-032. Available at SSRN:
https://ssrn.com/abstract=1922825, P.217-218
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ERE 324 ) BT BRRE s ) ISR BRI RN
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# #] ( Exclusive Marketing Rights » EMR ) 4 #t c X7 2005 %3 A 23 B » (PR @

BT T FAEEEE 62005, « A 1970 FenfpE KN S ZREE o TR

f i
&

BAEIFEP R EAIE R4S TRIPS ey B2 R > £ Bz —ZEPAEMN 2005 £ 1 A 1
AART R& Aol Hdy WA BSF BB T RAAFHR 1970 5 £ 5155 158 -
FleFa R 2( A&  #MimTHOBMMELRBIH AT HBEPELE
BEOAMELARABANREENNEABERARTRBE LR T R EFER
REEDR TRIPS R AMPEREE T LA ERAFEMEL LN -3t AT
MEH I EE > RN B LILE S N I e K AR 33 E 5 & T0 B KA
80 FRAMUEORFFERRTE O LM ER BT LR R A TRIPS 2B X 692

HEAYE  HENKEELRARMNERAE v ABTRERELB T ERE'"

(=) BB 3a 4R A B 0y e & 451
1. Nexavar £ : Bayer v.s. Nacto

Fp B AN TRIPS 24 HEAEMEE » 2B R EFMG— LB ¥
AR B H F — 4 Bayer v.s. Nacto — £ A EP E 4% T 69 % — 1B 58 Hl 4242 £ 491 - B 2008
LR - Bayer £ EP E#E A Nexavar ( % % % Sorafenib Tosylate ) 4] » 2% 4] A 704
T AT Ao B o BB B A B4 M B 69 £ 4% % ik Natco » RIF IR BT H b fo gl £
Nexavar #9#F] o {RIFEPE RAEE 84 45 » BUR T AR U FAETIE 3% T £ 41093
FE AT ARHEAHEANESERZRAWHL | T ARF RS T BEHLE

FEAEE T BAEARAEEALINER | o 415 A - B A Nexavar £ B

12 Ram, P. (2005). India's New TRIPS-Complaint Patent Regime between Drug Patents and the Right to Health.

Chi.-Kent J. Intell. Prop., 5, 195.
1 Nair, G. G. (2008). Impact of TRIPS on Indian pharmaceutical industry., J Intellec Prop Rights, September
2008, P.438 > Available at http://nopr.niscair.res.in/handle/123456789/2029
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¥ PR U A B R B bRk 15

2. C AF# 4 Solvadi® : Ep E T 4] ik 8y Ak 2
B Rt PESERAE A ESHEETR L HEEYBHNERR
MR RBIEAERFRLENE > RN ETREG U S Y EHTHE - R AR

— %@ » Bpf# TRIPS P ES W EEMEAMLE > LAHEFRAGTHREDE » 41

' Banerjee, A. (2016). The Law and Politics of Pharmaceutical Patents in India. In Innovation and IPRs in

China and India. Springer Singapore, P.153
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= T EMN
(—) e&

B 4 2007 - $H0 R 5% % & 4 4 Efavirenz 3R IR 3% 413548 69 MUE o £ AT R 4142
HELUAT - B BB Y &5 fife Merck %6y H] > 4138 A Merck 2 H b fo & B35 R
f2 ALY B B4R AR B K8 09 Efavirenz » B2 AR R E LB ART ERE K
%% > FIBFED 6y 2 4 BB Ae AR B K18 69 Efavirenz - {5454 & Merck 2§ &y w o2
— o W2tk - Merck FEEA B BHR BRI E 1.59 A AMBIKE 1.10 £ - 12 & BB
WARR - B 2007 £ 5 8 > AAEA Hey3E G o ¥ Efavirenz 4TI ¥ A 8 649 7%

FlaeH > mmEE'Y

1% Duggan, M., Garthwaite, C., & Goyal, A. (2016). The market impacts of pharmaceutical product patents in

developing countries: Evidence from India. The American Economic Review, 106(1), P.100
17 HibEk 80 » P.52-53
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JB B 06 B i A B B BB 25 3 o o A T4 2006 AL R R T H =R EWFTATIRIIAE -
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2007 4+ 1 A 25 8 » HBEAH P — I Kaletra® § 2 58 H] 424 - Kaletra® %
A 403 #8245 7% & 2 4% Lopinavir v Ritonavir & 4] 484~ % B H & %om AR &4 1)
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1% Ri4EEY 80 » P.53-54
1 Suwan-In, N. (2012). Compulsory License, a Long Debate on Trips Agreement Interpretation: Discovering
the Truth of Thailand's Imposition on Pharmaceutical Patents. Asian J. WTO & Int'l Health L & Pol'y, 7, P.238.
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PEIRAIAXA IR AT R BAIEABITHH L R ERBHBZEOEDER G S
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1 Article 2 Intellectual Property Conventions

1. Inrespect of Parts I, III and IV of this Agreement, Members shall comply with Articles 1 through 12, and
Atrticle 19, of the Paris Convention (1967).

2. Nothing in Parts I to IV of this Agreement shall derogate from existing obligations that Members may have
to each other under the Paris Convention, the Berne Convention, the Rome Convention and the Treaty on
Intellectual Property in Respect of Integrated Circuits.
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193 Article 27 Patentable Subject Matter

1. Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions, whether
products or processes, in all fields of technology, provided that they are new, involve an inventive step and are
capable of industrial application. (5) Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and
paragraph 3 of this Article, patents shall be available and patent rights enjoyable without discrimination as to the
place of invention, the field of technology and whether products are imported or locally produced.
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iERES

— ~» Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement

and public health>*

The General Council,
Having regard to paragraphs 1, 3 and 4 of Article IX of the Marrakesh Agreement

Establishing the World Trade Organization (“the WTO Agreement”);

Conducting the functions of the Ministerial Conference in the interval between meetings

pursuant to paragraph 2 of Article IV of the WTO Agreement;

Noting the Declaration on the TRIPS Agreement and Public Health
(WT/MIN(01)/DEC/2) (the T Declaration ;) and, in particular, the instruction of the
Ministerial Conference to the Council for TRIPS contained in paragraph 6 of the
Declaration to find an expeditious solution to the problem of the difficulties that WTO
Members with insufficient or no manufacturing capacities in the pharmaceutical sector
could face in making effective use of compulsory licensing under the TRIPS Agreement

and to report to the General Council before the end of 2002;

Recognizing, where eligible importing Members seek to obtain supplies under the
system set out in this Decision, the importance of a rapid response to those needs

consistent with the provisions of this Decision;

2% Wto.org. (2017). WTO | intellectual property (TRIPS) - Implementation of paragraph 6 ofthe Doha

Declaration on the TRIPS Agreement and public health. [online] Available at:
https://www.wto.org/english/tratop e/trips_e/implem_para6_e.htm [Accessed 2 Jul. 2017].
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Noting that, in the light of the foregoing, exceptional circumstances exist justifying
waivers from the obligations set out in paragraphs (f) and (h) of Article 31 of the TRIPS
Agreement with respect to pharmaceutical products;

Decides as follows:

1. For the purposes of this Decision:

(a) " pharmaceutical product ; means any patented product, or product manufactured
through a patented process, of the pharmaceutical sector needed to address the public
health problems as recognized in paragraph 1 of the Declaration. It is understood that
active ingredients necessary for its manufacture and diagnostic kits needed for its use

would be included; (1)

(b) " eligible importing Member ;| means any least-developed country Member, and any
other Member that has made a notification (2) to the Council for TRIPS of its intention
to use the system as an importer, it being understood that a Member may notify at any
time that it will use the system in whole or in a limited way, for example only in the case
of a national emergency or other circumstances of extreme urgency or in cases of public
non-commercial use. It is noted that some Members will not use the system set out in
this Decision as importing Members (3) and that some other Members have stated that,
if they use the system, it would be in no more than situations of national emergency or

other circumstances of extreme urgency;
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(c¢) " exporting Member ; means a Member using the system set out in this Decision to

produce pharmaceutical products for, and export them to, an eligible importing Member.

2. The obligations of an exporting Member under Article 31(f) of the TRIPS
Agreement shall be waived 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 below in

this paragraph:

(a) the eligible importing Member(s) (4) has made a notification (2) to the Council for

TRIPS, that:

(1)  specifies the names and expected quantities of the product(s) needed (5);

(i) confirms that the eligible importing Member in question, other than a least
developed country Member, has established that it has insufficient or no manufacturing
capacities in the pharmaceutical sector for the product(s) in question in one of the ways

set out in the Annex to this Decision; and

(ii1) confirms that, where a pharmaceutical product is patented in its territory, it has
granted or intends to grant a compulsory licence in accordance with Article 31 of the

TRIPS Agreement and the provisions of this Decision (6);
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(b) the compulsory licence issued by the exporting Member under this Decision shall

contain the following conditions:

(i)  only the amount necessary to meet the needs of the eligible importing Member(s)
may be manufactured under the licence and the entirety of this production shall be

exported to the Member(s) which has notified its needs to the Council for TRIPS;

(i) products produced under the licence shall be clearly identified as being produced
under the system set out in this Decision 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; and

(ii1) before shipment begins, the licensee shall post on a website (7) the following

information:

- the quantities being supplied to each destination as referred to in indent (i) above; and -

the distinguishing features of the product(s) referred to in indent (ii) above;

(c) the exporting Member shall notify (8) the Council for TRIPS of the grant of the
licence, including the conditions attached to it (9). The information provided shall

include the name and address of the licensee, the product(s) for which the licence has
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been granted, the quantity(ies) for which it has been granted, the country(ies) to which
the product(s) is (are) to be supplied and the duration of the licence. The notification

shall also indicate the address of the website referred to in subparagraph (b)(iii) above.

3. Where a compulsory licence is granted by an exporting Member under the system
set out in this Decision, adequate remuneration pursuant to Article 31(h) of the TRIPS
Agreement 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 be waived in respect of those
products for which remuneration in accordance with the first sentence of this paragraph

is paid in the exporting Member.

4. In order to ensure that the products imported under the system set out in this Decision are
used for the public health purposes underlying their importation, eligible importing
Members shall take reasonable measures within their means, proportionate to their
administrative capacities and to the risk of trade diversion to prevent re-exportation of the
products that have actually been imported into their territories under the system. In the
event that an eligible importing Member that is a developing country Member or a
least-developed country Member experiences difficulty in implementing this provision,
developed country Members shall provide, on request and on mutually agreed terms and

conditions, technical and financial cooperation in order to facilitate its implementation.
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5. Members shall ensure the availability of effective legal means to prevent the importation
into, and sale in, their territories of products produced under the system set out in this
Decision and diverted to their markets inconsistently with its provisions, using the means
already required to be available under the TRIPS Agreement. If any Member considers
that such measures are proving insufficient for this purpose, the matter may be reviewed

in the Council for TRIPS at the request of that Member.

6. With a view to harnessing economies of scale for the purposes of enhancing purchasing

power for, and facilitating the local production of, pharmaceutical products:

(1) 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) of the TRIPS Agreement shall be waived 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 question.
It is understood that this will not prejudice the territorial nature of the patent rights in

question;
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(i1) it is recognized that the development of systems providing for the grant of regional
patents to be applicable in the above Members should be promoted. To this end,
developed country Members undertake to provide technical cooperation in accordance
with Article 67 of the TRIPS Agreement, including in conjunction with other relevant

intergovernmental organizations.

7.  Members recognize the desirability of promoting the transfer of technology and
capacity building in the pharmaceutical sector in order to overcome the problem
identified in paragraph 6 of the Declaration. To this end, eligible importing Members
and exporting Members are encouraged to use the system set out in this Decision 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 the
TRIPS Agreement, paragraph 7 of the Declaration and any other relevant work of the

Council for TRIPS.

8. The Council for TRIPS shall review annually the functioning of the system set out
in this Decision with a view to ensuring its effective operation and shall annually report
on its operation to the General Council. This review shall be deemed to fulfil the review

requirements of Article IX:4 of the WTO Agreement.
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9.  This Decision is without prejudice to the rights, obligations and flexibilities that
Members have under the provisions of the TRIPS Agreement other than paragraphs (f)
and (h) of Article 31, including those reaffirmed by the Declaration, and to their
interpretation. It is also without prejudice to the extent to which pharmaceutical products
produced under a compulsory licence can be exported under the present provisions of

Article 31(f) of the TRIPS Agreement.

10. Members shall not challenge any measures taken in conformity with the
provisions of the waivers contained in this Decision under subparagraphs 1(b) and 1(c)

of Article XXIII of GATT 1994.

11. This Decision, including the waivers granted in it, shall terminate for each Member
on the date on which an amendment to the TRIPS Agreement replacing its provisions
takes effect for that Member. The TRIPS Council shall initiate by the end of 2003 work
on the preparation of such an amendment with a view to its adoption within six months,
on the understanding that the amendment will be based, where appropriate, on this
Decision and on the further understanding that it will not be part of the negotiations

referred to in paragraph 45 of the Doha Ministerial Declaration (WT/MIN(01)/DEC/1).
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= > Amendment of the TRIPS A,(zreement209

The General Council,;

Having regard to paragraph 1 of Article X of the Marrakesh Agreement Establishing the
World Trade Organization (" the WTO Agreement | );

Conducting the functions of the Ministerial Conference in the interval between meetings
pursuant to paragraph 2 of Article IV of the WTO Agreement;

Noting the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2)
and, in particular, the instruction of the Ministerial Conference to the Council for TRIPS
contained in paragraph 6 of the Declaration to find an expeditious solution to the problem of
the difficulties that WTO Members with insufficient or no manufacturing capacities in the
pharmaceutical sector could face in making effective use of compulsory licensing under the
TRIPS Agreement;

Recognizing, where eligible importing Members seek to obtain supplies under the system set
out in the proposed amendment of the TRIPS Agreement, the importance of a rapid response
to those needs consistent with the provisions of the proposed amendment of the TRIPS
Agreement;

Recalling paragraph 11 of the General Council Decision of 30 August 2003 on the
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health;

Having considered the proposal to amend the TRIPS Agreement submitted by the Council for

TRIPS (IP/C/41);

2% Wto.org. (2017). WTO | intellectual property (TRIPS) - Amendment of the TRIPS Agreement. [online]
Available at: https://www.wto.org/english/tratop e/trips_e/wtl641 e.htm [Accessed 2 Jul. 2017].
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Noting the consensus to submit this proposed amendment to the Members for acceptance;

Decides as follows:

1. The Protocol amending the TRIPS Agreement attached to this Decision is hereby adopted

and submitted to the Members for acceptance.

2. The Protocol shall be open for acceptance by Members until 1 December 2007 or such

later date as may be decided by the Ministerial Conference.

3. The Protocol shall take effect in accordance with the provisions of paragraph 3 of Article X

of the WTO Agreement.

ATTACHMENT

PROTOCOL AMENDING THE TRIPS AGREEMENT

Members of the World Trade Organization;
Having regard to the Decision of the General Council in document WT/L/641, adopted
pursuant to paragraph 1 of Article X of the Marrakesh Agreement Establishing the World

Trade Organization (" the WTO Agreement | );

Hereby agree as follows:
1. The Agreement on Trade-Related Aspects of Intellectual Property Rights (the " TRIPS

Agreement | ) shall, upon the entry into force of the Protocol pursuant to paragraph 4, be
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amended as set out in the Annex to this Protocol, by inserting Article 31bis after Article 31

and by inserting the Annex to the TRIPS Agreement after Article 73.

2. Reservations may not be entered in respect of any of the provisions of this Protocol

without the consent of the other Members.

3. This Protocol shall be open for acceptance by Members until 1 December 2007 or such

later date as may be decided by the Ministerial Conference.

4. This Protocol shall enter into force in accordance with paragraph 3 of Article X of the

WTO Agreement.

5. This Protocol shall be deposited with the Director-General of the World Trade

Organization who shall promptly furnish to each Member a certified copy thereof and a

notification of each acceptance thereof pursuant to paragraph 3.

6. This Protocol shall be registered in accordance with the provisions of Article 102 of the

Charter of the United Nations.

Done at Geneva this sixth day of December two thousand and five, in a single copy in the

English, French and Spanish languages, each text being authentic.
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ANNEX TO THE PROTOCOL AMENDING THE TRIPS AGREEMENT

Article 31bis

1. The obligations 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.

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 Article
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.

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
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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 question. It is understood that this

will not prejudice the territorial nature of the patent rights in question.

4. Members shall not challenge any measures taken in conformity with the provisions of this
Article and the Annex to this Agreement under subparagraphs 1(b) and 1(c) of Article XXIII

of GATT 1994.

5. This Article and the Annex to this Agreement are without prejudice to the rights,
obligations and flexibilities that Members have under the provisions of this Agreement other
than paragraphs (f) and (h) of Article 31, including those reaffirmed by the Declaration on the
TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2), and to their interpretation. They
are also without prejudice to the extent to which pharmaceutical products produced under a

compulsory licence can be exported under the provisions of Article 31(f).

ANNEX TO THE TRIPS AGREEMENT

1. For the purposes of Article 31bis and this Annex:

(a) " pharmaceutical product ; means any patented product, or product manufactured through
a patented process, of the pharmaceutical sector needed to address the public health problems

as recognized in paragraph 1 of the Declaration on the TRIPS Agreement and Public Health
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(WT/MIN(01)/DEC/2). It is understood that active ingredients necessary for its manufacture

and diagnostic kits needed for its use would be included(1);

(b) T eligible importing Member ; means any least-developed country Member, and any
other Member that has made a notification(2) to the Council for TRIPS of its intention to use
the system set out in Article 31bis and this Annex (" system ;) as an importer, it being
understood that a Member may notify at any time that it will use the system in whole or in a
limited way, for example only in the case of a national emergency or other circumstances of
extreme urgency or in cases of public non-commercial use. It is noted that some Members
will not use the system as importing Members(3) and that some other Members have stated
that, if they use the system, it would be in no more than situations of national emergency or

other circumstances of extreme urgency;

(c) " exporting Member ; means a Member using the system to produce pharmaceutical

products for, and export them to, an eligible importing Member.

2. The terms referred to in paragraph 1 of Article 31bis are that:

(a) the eligible importing Member(s)(4) has made a notification2 to the Council for TRIPS,
that:

(1) specifies the names and expected quantities of the product(s) needed(5);

(i1) confirms that the eligible importing Member in question, other than a least developed

country Member, has established that it has insufficient or no manufacturing capacities in the
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pharmaceutical sector for the product(s) in question in one of the ways set out in the
Appendix to this Annex; and

(ii1) confirms that, where a pharmaceutical product is patented in its territory, it has granted or
intends to grant a compulsory licence in accordance with Articles 31 and 31bis of this

Agreement and the provisions of this Annex(6);

(b) the compulsory licence issued by the exporting Member under the system shall contain
the following conditions:

(i) only the amount necessary to meet the needs of the eligible importing Member(s) may be
manufactured under the licence and the entirety of this production shall be exported to the
Member(s) which has notified its needs to the Council for TRIPS;

(i1) 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; and
(ii1)) before shipment begins, the licensee shall post on a website(7) the following
information:

— the quantities being supplied to each destination as referred to in indent (i) above; and

— the distinguishing features of the product(s) referred to in indent (ii) above;

(c) the exporting Member shall notify(8) the Council for TRIPS of the grant of the licence,
including the conditions attached to it.(9) The information provided shall include the name

and address of the licensee, the product(s) for which the licence has been granted, the
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quantity(ies) for which it has been granted, the country(ies) to which the product(s) is (are) to
be supplied and the duration of the licence. The notification shall also indicate the address of

the website referred to in subparagraph (b)(iii) above.

3. In order to ensure that the products imported under the system are used for the public
health purposes underlying their importation, eligible importing Members shall take
reasonable measures within their means, proportionate to their administrative capacities and
to the risk of trade diversion to prevent re-exportation of the products that have actually been
imported into their territories under the system. In the event that an eligible importing
Member that is a developing country Member or a least-developed country Member
experiences difficulty in implementing this provision, developed country Members shall
provide, on request and on mutually agreed terms and conditions, technical and financial

cooperation in order to facilitate its implementation.

4. Members shall ensure the availability of effective legal means to prevent the importation
into, and sale in, their territories of products produced under the system and diverted to their
markets inconsistently with its provisions, using the means already required to be available
under this Agreement. If any Member considers that such measures are proving insufficient
for this purpose, the matter may be reviewed in the Council for TRIPS at the request of that

Member.

5. With a view to harnessing economies of scale for the purposes of enhancing purchasing

power for, and facilitating the local production of, pharmaceutical products, it is recognized
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that the development of systems providing for the grant of regional patents to be applicable in
the Members described in paragraph 3 of Article 31bis should be promoted. To this end,
developed country Members undertake to provide technical cooperation in accordance with
Article 67 of this Agreement, including in conjunction with other relevant intergovernmental

organizations.

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,
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.

7. The Council for TRIPS shall review annually the functioning of the system with a view to
ensuring its effective operation and shall annually report on its operation to the General

Council.

APPENDIX TO THE ANNEX TO THE TRIPS AGREEMENT

Assessment of Manufacturing Capacities in the Pharmaceutical Sector

Least-developed country Members are deemed to have insufficient or no manufacturing
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capacities in the pharmaceutical sector.

For other eligible importing Members insufficient or no manufacturing capacities for the
product(s) in question may be established in either of the following ways:

(1) the Member in question has established that it has no manufacturing capacity in the
pharmaceutical sector;

or

(i1) where the Member has some manufacturing capacity in this sector, it has examined this
capacity and found that, excluding any capacity owned or controlled by the patent owner, it is
currently insufficient for the purposes of meeting its needs. When it is established that such

capacity has become sufficient to meet the Member's needs, the system shall no longer apply.
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= REHEE 21.03 4
21.03 (1) The Governor in Council may, by order,

(a) on the recommendation of the Minister and the Minister of Health, amend Schedule 1

(1) by adding the name of any patented product that may be used to address public health
problems afflicting many developing and least-developed countries, especially those resulting
from HIV/AIDS, tuberculosis, malaria and other epidemics and, if the Governor in Council
considers it appropriate to do so, by adding one or more of the following in respect of the
patented product, namely, a dosage form, a strength and a route of administration, and

(i1) by removing any entry listed in it;
(b) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Cooperation, amend Schedule 2 by adding the name
of any country recognized by the United Nations as being a least-developed country that has,

(1) if it is a WTO Member, provided the TRIPS Council with a notice in writing stating
that the country intends to import, in accordance with the General Council Decision,
pharmaceutical products, as defined in paragraph 1(a) of that decision, and

(1) if it is not a WTO Member, provided the Government of Canada with a notice in
writing through diplomatic channels stating that the country intends to import pharmaceutical
products, as defined in paragraph 1(a) of the General Council Decision, that it agrees that
those products will not be used for commercial purposes and that it undertakes to adopt the

measures referred to in Article 4 of that decision;

(c) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Cooperation, amend Schedule 3 by adding the name
of any WTO Member not listed in Schedule 2 that has provided the TRIPS Council with a
notice in writing stating that the WTO Member intends to import, in accordance with the
General Council Decision, pharmaceutical products, as defined in paragraph 1(a) of that
decision; and
(d) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Cooperation, amend Schedule 4 by adding the name
of

(1) any WTO Member not listed in Schedule 2 or 3 that has provided the TRIPS Council
with a notice in writing stating that the WTO Member intends to import, in accordance with

the General Council Decision, pharmaceutical products, as defined in paragraph 1(a) of that
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decision, or

(i1) any country that is not a WTO Member and that is named on the Organization for
Economic Co-operation and Development's list of countries that are eligible for official
development assistance and that has provided the Government of Canada with a notice in
writing through diplomatic channels
(A) stating that it is faced with a national emergency or other circumstances of extreme
urgency,
(B) specifying the name of the pharmaceutical product, as defined in paragraph 1(a) of the
General Council Decision, and the quantity of that product, needed by the country to deal
with the emergency or other urgency,
(C) stating that it has no, or insufficient, pharmaceutical capacity to manufacture that product,
and
(D) stating that it agrees that that product will not be used for commercial purposes and that it

undertakes to adopt the measures referred to in Article 4 of the General Council Decision.

Restriction - Schedule 3

(2) The Governor in Council may not add to Schedule 3 the name of any WTO Member that
has notified the TRIPS Council that it will import, in accordance with the General Council
Decision, pharmaceutical products, as defined in paragraph 1(a) of that decision, only if faced

with a national emergency or other circumstances of extreme urgency.

Removal from Schedules 2 to 4
(3) The Governor in Council may, by order, on the recommendation of the Minister of
Foreign Affairs, the Minister for International Trade and the Minister for International
Cooperation, amend any of Schedules 2 to 4 to remove the name of any country or WTO
Member if
(a) in the case of a country or WTO Member listed in Schedule 2, the country or WTO
Member has ceased to be recognized by the United Nations as being a least-developed
country or, in the case of a country that is not a WTO Member, the country has permitted any
product imported into that country under an authorization to be used for commercial purposes
or has failed to adopt the measures referred to in Article 4 of the General Council Decision;
(b) in the case of a WTO Member listed in Schedule 3, the WTO Member has notified
the TRIPS Council that it will import, in accordance with the General Council Decision,

pharmaceutical products, as defined in paragraph 1(a) of that decision, only if faced with a

133



national emergency or other circumstances of extreme urgency;

(c) in the case of a WTO Member listed in Schedule 4, the WTO Member has revoked
any notification it has given to the TRIPS Council that it will import pharmaceutical products,
as defined in paragraph 1(a) of the General Council Decision, only if faced with a national
emergency or other circumstances of extreme urgency;

(d) in the case of a country listed in Schedule 4 that is not a WTO Member,

(i) the name of the country is no longer on the Organization for Economic
Co-operation and Development's list of countries that are eligible for official
development assistance,

(i1) the country no longer faces a national emergency or other circumstances of
extreme urgency,

(ii1) the country has permitted any product imported into that country under an
authorization to be used for commercial purposes, or

(iv) the country has failed to adopt the measures referred to in Article 4 of the
General Council Decision;

(e) in the case of any country or WTO Member listed in Schedule 3 or 4, the country or
WTO Member has become recognized by the United Nations as a least-developed country;
and

(f) in the case of any country or WTO Member listed in any of Schedules 2 to 4, the
country has notified the Government of Canada, or the WTO Member has notified the TRIPS
Council, that it will not import pharmaceutical products, as defined in paragraph 1(a) of the

General Council Decision.

Timeliness of orders

(4) An order under this section shall be made in a timely manner.
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