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-- with Discussion on the Direction of Law Revision in Taiwan

Student : Hung-Chieh Chang Advisor : Kuei-Jung Ni
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National Chiao Tung University

Abstract

Many developing countries, including least-developed countries, face serious
public health crises caused by infectious diseases such as HIV/AIDS, tuberculosis,
and malaria. High pharmaceutical:prices;the résult'of intellectual property systems, is

one of the most important factors in these crises.

The TRIPS agreement, which establishes minimum standards for the protection
of intellectual property, including patents for pharmaceuticals, worsened the situation
by allowing increased levels of patent protection, affecting pharmaceutical prices.
Developing countries where patents are in place sought to reduce drug prices via
measures accorded by TRIPS flexibilities, but pharmaceutical companies and the
United States claimed patent infringement. WTO members began to negotiate
revisions to the TRIPS agreement, eventually resulting in the “Declaration on the
TRIPS Agreement and Public Health”, “Implementation of paragraph 6 of the Doha
Declaration on the TRIPS Agreement and public health” and “Decision on the

Amendment on the TRIPS Agreement”.
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Even though the TRIPS agreement has been examined and revised, those efforts
will not be self-executed. This dissertation reviews the development of this issue in
the post Doha era from three perspectives: suppliers, users, and the United States. The
current intellectual property system in Taiwan related to medical products is analyzed
from the standpoints of legitimacy, TRIPS flexibilities, and TRIPS-plus to determine

what role the country can play in this issue.
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A LR

B R RliT & kﬂ@g@:@z?; BT L LR s o B
(HIV/AIDS) p 1980 & A= B 4o+ Jn (7 0 AL HE 7 A 4R %8 9% 2 4% (tuberculosis )
¥ EA (malaria) ~H jpaB g [ﬁﬂﬁ“ B o F kP Y 0 EP R Ay ﬁ;ﬂﬂ-\
P E &> d i (wholesale reversal ) » #1980 # % %k 2 1990 # N4~ > TRIFH &
AR Ao #d S HIV/AIDS & @ 25 5R2 F 7= 50 # Fira 5’%("34"“ (Sub-Saharan
Africa 'R Fenig ) & b T 87 Fe ko 4 @:a EREE R ¥ @] % 2.3 The
Joint United Nations Programme on HIV/AIDS, UNAIDS) 2006 # 2 2k € j# 5 & 134% & &
A 042005 & 23k £ 3,860 4 5 HIV g # & > 4 410 § ;;a‘r,g\;—i'ﬁ , 4 280
ﬁ&?%é%@%ﬂﬂ%%ﬁﬁ%ﬁiiﬁmemS&ﬁﬁma BT B AL >

HATS10% LR 64/ % HIV/AIDS & 4 G B3z % (52,450 F £ ) < £ 200
F A g an o T E R RY 830 kéHWMDS He 3R2 20REFR

2005 £ 97 93 F X ATR 2 HIV }?a+ o FTE MK T 160 F 4 e & HIV/AIDS » %

(ElEESE J%i#”%@%l[? (AN ﬁ%@ﬁl (S [ L3 SRR L B R % (least-developed country, LDC) -
QEHI@Z'#‘\ (developing country) b“‘ﬁx cﬁ[ﬁi«"é; (developed country ) - JF-%F’#JEE FL1 =B i 1 2 <Ags
{kﬁ IR - B EIE D RpVRAREE WO A | D E'ﬁ']@‘ﬁ?ﬁﬂ@'?gﬁﬁ/ﬁ[ﬁﬁ'ééﬁfﬁ@
ﬁﬁ@%ﬁ“éyﬁﬁwupﬁﬁ’”ﬁkwmﬁﬁ ﬁ”w%ﬁﬁﬁfﬁw%%ﬁﬁmmtﬁﬁﬂﬂ
S LA s L ) e 47GDP). W e +=f|;aj@f : [’Rﬁ”*’ﬁ 750 % (A BT 7
FEIE > i 900 7 APERIFATEE ;2. 8 P AR ifEA £ AR (composite Augmented

Physical Quality of Life Index ; APQLI)fr&! » & fiirk] ?FFL' U (1) % 2)[@% 3)F F?J DRy~ FwI
3. %:f“ﬁﬁ G RIS I SRyl ,?’F'?I@(composne Economlc Vulnerablhty Index ; EVI)fiEk! » I il
EF'TE’ W (DEE S & VP RREE - (Jgﬁ HEJJHJ TR (3)J|5Iﬁ‘1ﬁw¥"‘f§§;§}i [/%[F;' [ESONE
l*%’n& Eﬁylﬁﬁ» '—GDP PEIsiRt) ~ (4 Enihed 'F SV ~ GRS A PN Y
I En

L~ HES] o %53“ 3«"[ f [ © http://www.un.org/special-rep/ohrlls/ldc/ldc%20criteria.htm 7{: L pl1E

TR QEHI[@“'?\ 3 F ‘%UTE’F[F CflE A TSR -

2 ]E"lif\“‘T EFFH (g F\/'H ]*"jff*ﬁt‘l ) "*F[[ rﬁﬁj,’[‘ﬁ"l “”\ h F‘/#’Jﬁfﬁ JJ%/F "E,l |:|J 1’*E[]E|}§}$§%}LIF&§\“ I/l[—{
PHID P b p AT - AP ity (vector) -

FIT o S5 S50~ Hig Pk] A “‘/ d[gﬁi*f&.v » S LI ﬂﬂ%{"’ VR PP ER s

7o w,j}@ﬁ% EA’I’@I% N 'IEL‘%«“‘ ‘/rﬁi bl&"ﬂ%fﬂ@ﬁ s BERVR ° B

http://zh. w1k1ped1a org/w1k1/%E5%82%B3%E6%9F%93%E7%97%85 pi&[as«l{* £ e B’Bi ik ;lg‘#“’?
nf"f)r S, ?i%‘ 5‘1 Z‘%l ?PJLIE“#“J? PR o R T B B R o f’vaJ K e
f E[]JE 1P [Egoit o ?“U E *é“ http: //www cdc.gov.tw/index_info_info. asp"data_ld 786
JrE "”WJU SE 647 PRSI 5 SLRLET 7 Bl P e vt e b 2 S ity
Fﬁ ke

',T?“JIE?’”J@(FAWMEIU FHEYG o+ EUE) 42 (B 0 SYORBAL B o 7 HT P (S B -
http://en. w1k1ped1a 0rg/w1k1/Sub Saharan_Africa#Nations_of sub-Saharan_Africa.
5 See WORLD HEALTH ORGANIZATION, PUBLIC HEALTH, INNOVATION AND INTELLECUAL PROPERTY RIGHTS
(20006), at 2-3, available at
http://www.who.int/intellectualproperty/documents/thereport/ENPublicHealthReport.pdf .
6 UNAIDS, REPORT ON THE GLOBAL AIDS EPIDEMIC 2006, at 8, available at
http://data.unaids.org/pub/GlobalReport/2006/2006 GR CHO02 en.pdf .
7 1d. at 15.
¥ 1d. at 23-24.




2005 # 43 14§ * #78 % HIV 470 7 2 HIV/AIDS & 7 %455 B3¢ Bl Re
1o B SRR S A REB A o © ‘?iﬁ%?%ﬁ PRI F I L L AT ZRE
% 1% ]?]% R (z%ié_']i)’ L XEE 800 § 4 A Bt 2% (active TB) &?‘f v R A
£57 200 F A FIE L ‘*#‘“f v @ 9504 B At ‘*1‘*%"*‘5 ARE Y R RO
z 99%7*1”*-3‘%%7?’“ CAE RERF? o & ERNF SRAC Pa,%«‘%fﬁ I
® 200 F A= 0 Tk 30 m 24 Fla - o AR R AR R 2T R LTI
A fj&’a‘u @i'}?@rﬁ?} » HIV/AIDS &2 % nE‘},;‘«‘ o e #* f AIDS i H'J?Jl" &2
105 LR R > HG ¥ - MBS :\,ﬁr% % axm-,/zﬂf;\ﬁ**“ Pl R
HAEFY Mpesk kA4 g e gi*ﬁﬁpgé%r'r'lr'f,? T EBGRTE

%2 02 ﬂﬁé\é’—'iﬁﬁ—l’p WenFl iR s afse . — ka3 i & (poverty)
# £ A #E 2% (infrastructure ) P~ B B EH B ~ B % ﬁ‘ﬂfi? R

41
ik =2

34

2
’ E"

S

( malnutrition ) ~ 4 £ F* #3284 (foreign assistance) '* ~ p BFcips ~ & %F"%L“ls Ky 2
PR Oyl g P FREE kA B e L F%%?e:« B - BT
—% °

é%i%g%‘—?r‘%”‘?% Jr*“"%x?%‘“?‘g'%%m?ﬁé%wv TR 32 (access to
medicines ) » % % g Flak £ ALY i F] 0 @ 2 L~ F £ % (innovation) 0 1 {782 15
BERERE L Mﬁ 2;?? ?5 SRS A BERS 3 (research and development gap)'® o # Hd
"#’ '«ij‘ﬁ‘]’i‘ﬂ{ri P T (global diseases) s & fufr > F £ » LB HF P W Fe

= F ﬁ Mi.li._lfj‘ YAk & Ak e 5o (‘neglected diseases ) @ b4 B - R~ 2E

i Id at41.

C R 'J’:S‘g\“ HIV )TFJ ’ J‘[L_lﬁ”j |'r§'°f4*l PRIV PR L:rj[’%f_ij"‘ > A FH‘T ﬂ JE&Eﬁ[iEI’E.ﬁi (Highly active
ant1retrov1ra1 therapy, HAART ) > |i' | HE% [ 7v7 oo — HEAEYERY HARRT 37 i b @i 3 [l
HIV 397 ﬂﬁj £% 2 {li NRTI/NtRTI b 1 flt NNRTLHY PT o [0 | 6 i °F s ftpf ,%E J Hmi& HZo
L’\‘IE':?F"%E [y “”‘“P’T%'J?’N%‘WH SUBEPIRY R SR A Eif,lfé,l o BFENE * - #’Jﬁiﬁ (FEp-= > (B3t 5 = 8
2005) > F1 504 (2005) -

' See BERYL LEACH & JOAN E. PALUZZI & PAULA MUNDERI, PRESCRIPTION FOR HEALTHY DEVELOPMENT
INCREASING ACCESS TO MEDICINES, UN MILLENNIUM PROJECT TASK FORCE ON HIV/AIDS, MALARIA, TB,
AND ACCESS TO ESSENTIAL MEDICINES WORKING GROUP ON ACCESS TO ESSENTIAL MEDICINES 2005, at 25-26,
available at http://www.unmillenniumproject.org/documents/TF5-medicines-Complete.pdf .

2 See MEDECINS SANS FRONTIERES , MILLIONS HAVE A DRUG PROBLEM:THEY CAN'T GET ANY, at 6, available
at http://www.accessmed-msf.org/documents/campaignbrochure2004.pdf .

3 See Peggy B. Sherman & Ellwood F. Oakley III, Pandemics and Panaceas : The World Trade Organization’s
Efforts to Balance Pharmaceutical Patents and Access to AIDS Drugs, 41AM. Bus. L. J. 399-401 (2004).

'* See Bryan Mercurio, Resolving the Public Health Crisis in the Developing World: Problems and Barriers of
Access to Essential Medicines, 5 Nw. U. J. INT’L. HUM. RTS. 23-24 (2006).

" See Sherman & Oakley 111, supra note 13, at 404-408.

Y[ BRI - YRV fﬁi‘i ﬁfﬂﬁ*" '—7i—<F 2 EGRAY S BEf#  (traditional or herbal doctors ) -
E %H/LP i TIJE?‘ ORI f'l‘ﬁ‘p JJ W~ IR ;u 1L YT (Angola ) F [ (blood
brotherhood) IO R 'ﬁfg”'[g: PASRLT ST S HIV/AIDS Vst e o SpFe i 2Rs e 2 IR >

GREES ~ 2 5 SRR e e E )7 el > Il > RO RS BT &Y o+ T HIV/AIDS fi9
ﬁrﬁ ]° - See Florence Shu-Acquaye, The Legal Implications of Living with HIV/AIDS in A Developing Country:
The African Story, 32 SYRACUSE J. INT’L. & COM. 59-62 (2004).

? E"?iﬁJJi/UJlEY}"\'[ES“[%‘vL{ng ,ﬁflt Ebj@ K| i\r,ﬂ , H [U{ﬁ* E}IJ \J j\ I Bicu : vv[, g[ﬁjﬂ@
(polygamy ) » 75T B FVRU - — A= BfILIFHBHITH - =21 ([ - 47 s HIV/AIDS
Vg - 1d. at 54-59.

'® See Maxwell R. Morgan, Medicines for Developing World: Promoting Access and Innovation in the
Post-TRIPS Environment, 64 U. TORONTO FAC. L. REV. 48 (2006).
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M BEPR o (African sleeping sickness) ~ 1+ & 5 (leishmaniasis) » 7 3+ & & 10/90 gap
ZEE SR 5 S I (VR Rl Sl o (NP S o4 90/?‘1?3& Bk P o 5
By oop 1975 & 1 1999 & » ki 01233 EATE R 13 ﬁ@r x,p.z,%vr?ﬂ # 0 R
+ #]&ﬁ}?@ (tropical diseases endemic ) N0 da B FE e B R RERAYE A1
% % ¥3 ¥] (market-based incentives) ¥ » 305 B3¢ R RS H5 ] o B L
? 2z » & % (Lower-middle-income economies ) M@ 5963 79% mjéﬂzz o AT X E KA
EARFLFEEHLINEAR S BF PP LT Fa,? #% (pubic-private partnership) * ~ -
BERIZLPEHBEY Miapzm e g g2 0% o s 2 5%
T‘ ?5 ZRviaita 5o Wit B2 25 (World Health Organization, WHO ) se3*
PIGF IS LA TR AR FEER (the most basic essential medicines ) ¥ iT % »
a2y 2 R RO B *f;u 22A2 17 REPFERT G OFF AT
- I et TR /a\jﬁo%% e B ’”“I%’ # 41 (drug regulation) ~ # 2 F &
(financing) % % (prices) 25 PR P a EH A 5 87 i &7 27>
TIRe [d]ﬁ«g 4 H l;"ém%““’*&é‘b 4 503 :“.é“l% Bg S ER P R RA B F'é%%r-r-me%\p-#)‘s}
e HOoRFRE Y RRFE S FH D5 ﬂ‘l’ﬁ Bad Rpdirer Psﬁ?—*rréﬂti'ﬁ:rﬁ il
BOCRP G TR 2 R LT AL L AR PFAR KA B FHRE

~my

1 United Nations Development Programme, Incentives to-Reduce the 10/90 Gap, at 1, available at
http://www.undp.org/ods/monterrey-sideevent/incentive.pdf .
2 See Morgan, supra note 18, at footnote 7.
2L H] Fi4aE (World Bank ) ]*EF{E@X«'%‘\ I [?JI/}I—][‘S«'% 53 FL 54 > SRR (RYE T % (low-income
economies ) ~ {&f[1f% ™ [B15 (lower-middle-income economies ) ~ 1% * 3 (upper-middle-income
economies ) E'JL[Y 7 % (high-income economies) ﬁ'JL]Lf‘ OECD #} F (high-income OECD members ) °
http://web.worldbank.org/WBSITE/EXTERNAL/DATASTATISTICS/0,.contentMDK:20421402~pagePK:64133
150~piPK:64133175~theSitePK:239419,00.html .
2 See Amy Kaoczynski & Samantha Chaifetz & Zachary Katz & Yochai Bebkler, Addressing Global Health
Inequities: A Open Licensing Approach for University Innovations, 20 BERKELEY TECH. L. J 1038 (2005)
3 ‘%’ il [|EFT,J] ( pubic-private partnership ) /Jf\_ﬂl WHO ~ NGOs ~ §L & @ 4fgh » RE SFE[
SN d“ METREYE o HERN T Flﬁg“ﬁ‘,ﬂ » SR AR W‘HIE)‘«‘%;T@ ’:’}fﬁgﬁf Fg’ﬁz*é'fl Eifel l"’:fl BT

[PF‘N E SRR [F | [ ERE GRS 1996 = 1 B ’—ﬁ @ f B ( Internatlonal AIDS Vaccine Initiative,
IAVI) » B9} i &bljﬁ ﬂjm’rd"é & 5715 - See WORLD HEALTH ORGANIZATION, supra note 5, at 70-72.
24 U GlaxoSmithKline 5% H Flﬂhﬁwﬁb&bﬁr AHAGS J’E‘g ?ﬂ it 5 AstraZeneca 1%l FIfif ’T@ﬁﬁﬂ\ﬁ?%# JFILJ
’W:E?ﬂ iR i S el R S I LT AP R R (1 FTA R

F 482 o Id. at 70,73.
B 'ﬁ“d FHEL £ @ (Rockefeller Foundation ) & F=#a WARHSE 2 25 5l & IFA ( Bill and Melinda Gates
Founda‘uon) ‘Pd}ﬁ”jﬁ{%ﬁ YT ”mjr@‘ o 1d. at 70.
2 ﬁ%ﬁ | 63 FE Bk I =|J§f?f—*‘ Sty ~ OV ) PUPTECEE 16 SIS nﬁﬁ&;‘g}g[ﬁi
47 FE R ,]’E%a[’m”ii o iz 2&4 o RN 18 FE IR 7 fi A R o 1d at 71-72.p 49t 228
S Rl Fﬁfg@ e TAEIREE R > See David J. Winters, Expanding global Research and Development for
Neglected Dlseases 84 BULL. WORLD HEALTH ORG. 414-416 (2006). See also Stephen M. Maurer, Choosing the
Right Incentive Strategy for Research and Development in Neglected Diseases, 84 BULL. WORLD HEALTH ORG.
376-381 (2006). See also Morgan, supra note 18, at 99-107. See also Kaoczynski & Chaifetz & Katz & Bebkler,
supra note 22, at 1090-1113. k&2 il /% TRIPS fa5 4 L2 g T P -
2" LEACH & PALUZZI & MUNDER, supra note 11, at 25.
¥ See Morgan, supra note 18, at 67-71.
* 1d. at 70.
" TR A - ) - FII SRS P 10963 30965ET T - 10,

3




mE SR AR R B BT b g :}*”". RMBFEr»F > 73 8
%ﬂﬁi’ﬂ¥&&%WT4”o

4 TRIPS 4 %0 6% > & B BB FHL ~ 2 v § 8 P fois o~ SadFS
AR ER T AR DT EMAREE TR RN FEERS BJIRE - B
FRip 0 S L ERRS f’ﬁﬁcﬁj’“’ft‘ B3 kenFaz ey’ s ain
EXHETRFO(NFERT FIRFY RWRE ALE h FRE R WIPO = AR &7
Foend s im0 FI R G WTO 5 M41° 30 MEM AR - s By
B 738 45 ¥ 34 214 (superior bargaining power) ~ B 4 ¢ WA E F LA T~ A s
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* See Donald P. Harris, Carrying A Good Joke Too Far: TRIPS and Treaties of Adhesion, 27 U. PA. J. INT'L.
ECON. L. 724 (2006)

%> See Frederick M. Abbott, Toward A New Era of Objective Assessment in the Field of TRIPS and Variable
Geometry for the Preservation of Multilateralism, 8J. INT’L. ECON. L. 80 (2005).

3% See MICHAEL J. TREBILCOCK & ROBERT HOWSE, THE REGULATION OF INTERNATIONAL TRADE, at 320-321
(1999).
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Proposal for Procedural Restraints on {?egulatory Linkage in the WTO, 10 MARQ. INTELL. PROP. L. REV.
216-217 (2006).
3% See Harris, supra note 34, at 725-737.
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192 TRIPS Agreement art. 1.1: “Members shall give effect to the provisions of this Agreement. Members may,
but shall not be obliged to, implement in their law more extensive protection than is required by this Agreement,
provided that such protection does not contravene the provisions of this Agreement. Members shall be free to
determine the appropriate method of implementing the provisions of this Agreement within their own legal
system and practice.”
13 See Abbot, supra note 33, at 80.

12



G ¢ F2 P AA LIS > A HEAT o
5%- T TRIPS f el 2t 1 f@@@r«;ﬁy@ﬂjmﬁ%

- ‘Ej*lﬁ@l’ﬂ%ﬂféﬁ’?ﬁ‘

&5 TRIPS $2 % % 27 i % 1 2 R 2 > “HLEFHIAEHEP 25 82 28 p

Framlioc e LA 2RI L BB B RIFRE EFFEP R HA

ARAT LA WEH G A £3'%c mping s B EREL BT #‘Pgé%r-ri?ﬁ
P2 A, TRIPS #4 2.5 27 % 258~ 337 B2 bt Ep >

Ch B Y Rt s WIOf > T3 B FE R 22 5l

“’:‘: 3

A.

= \‘}ﬁ W s

L

- ByFIY P
g5 TRIPS $2 % % 28 15 % | 2 R 2P B A T &+ 5 = 4
ToEg R oAU PR BB R 3 2R
AEERRT ORI ERYH S 2R #{»@l%\#ﬂw‘ﬁ»‘% B B IR
% A2 g% m w3434 & R (exclusive right) o

>~

'
—

[N

FJJ'*IJ?F@ v AR
9 TRIPS 5 %% 33 2% BAEHED T p ¥ 3hp 40 2 5 20&107 JE_
AR Y RRA T FE SRS LR F 20 £ 5 sor WIO R X

Wi

%% TRIPS Agreement art. 27.1: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.

195 TRIPS Agreement art. 27.2: Members may exclude from patentability inventions, the prevention within their
territory of the commercial exploitation of which is necessary to protect ordre public or morality, including to
protect human, animal or plant life or health or to avoid serious prejudice to the environment, provided that such
exclusion is not made merely because the exploitation is prohibited by their law.

TRIPS Agreement art. 27.3: Members may also exclude from patentability:

(a) diagnostic, therapeutic and surgical methods for the treatment of humans or animals;

(b) plants and animals other than micro-organisms, and essentially biological processes for the production of
plants or animals other than non-biological and microbiological processes. However, Members shall provide
for the protection of plant varieties either by patents or by an effective sui generis system or by any combination
thereof. The provisions of this subparagraph shall be reviewed four years after the date of entry into force of the
WTO Agreement.

1% TRIPS Agreement art. 28.1: A patent shall confer on its owner the following exclusive rights:(a)where the
subject matter of a patent is a product, to prevent third parties not having the owner’s consent from the acts of:
making, using, offering for sale, selling, or importing'® for these purposes that product;(b)where the subject
matter of a patent is a process, to prevent third parties not having the owner’s consent from the act of using the
process, and from the acts of: using, offering for sale, selling, or importing for these purposes at least the
product obtained directly by that process.

'97 TRIPS Agreement art. 33: The term of protection available shall not end before the expiration of a period of
twenty years counted from the filing date
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1% TRIPS Agreement art. 62.2:Where the acquisition of an intellectual property right is subject to the right being
granted or registered, Members shall ensure that the procedures for grant or registration, subject to compliance
with the substantive conditions for acquisition of the right, permit the granting or registration of the right within
a reasonable period of time so as to avoid unwarranted curtailment of the period of protection.

19 TRIPS Agreement art. 39.3: Members, when requiring, as a condition of approving the marketing of
pharmaceutical or of agricultural chemical products which utilize new chemical entities, the submission of
undisclosed test or other data, the origination of which involves a considerable effort, shall protect such data
against unfair commercial use. In addition, Members shall protect such data against disclosure, except where
necessary to protect the public, or unless steps are taken to ensure that the data are protected against unfair
commercial use.

g Faf;g TRIPS 787 39 27 3 JFifiu A2 i#7% > See Aaron Xavier Fellmeth, Secrecy, Monopoly, and Access
to Pharmaceuticals in International Trade Law: Protection of Marketing Approval Data under the TRIPS
Agreement, 45 HARv. INT’L. L. J. 449-467 (2004).

""" TRIPS Agreement art. 7: 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.
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12 See Wesley A. Cann, Jr, On the Relation between Intellectual Property Rights and the Need of
Less-developed Countries for Access to Pharmaceuticals: Creating A Legal Duty to Supply under A Theory of
Progressive Global Constitutionalism, 25 U. PA. J. INT’L. ECON. L. 806-807 (2004).
'3 TRIPS Agreement art. 8.1: Members may, in formulating or amending their laws and regulations, adopt
measures necessary to protect 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
a7 (WTO TRIPS fo4 F‘ﬁﬂl FlEe 2 HERY I e [ ) > (P li'rTrFru>> T8 ] I
285-286 (2004 ) -
15 See Cann, Jr, supra note 64, at 808.
1% TRIPS Agreement art. 8.2: 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.
"7 e sy, ) o FHBE 66 - F1 286 °

118 See Cann, Jr, supra note 64, at 809.
19 TRIPS Agreement art. 27.1: 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.
120 gee Cann, Jr, supra note 64, at 810.
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12 TRIPS Agreement art. 27.2: Members may exclude from patentability inventions, the prevention within their

territory of the commercial exploitation of which is necessary to protect ordre public or morality, including to

protect human, animal or plant life or health or to avoid serious prejudice to the environment, provided that such

exclusion is not made merely because the exploitation is prohibited by their law.

122 TRIPS Agreement art. 30: Members may provide limited exceptions to the exclusive rights conferred by a

patent, provided that such exceptions do not unreasonably conflict with a normal exploitation of the patent and

do not unreasonably prejudice the legitimate interests of the patent owner, taking account of the legitimate

interests of third parties.
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} s F‘ﬁ'%lﬁ%’iﬁaﬁl http //www.doh.gov. tw/uﬁle/Doc/20060328 FUEL é\ % /n =5 .doc (last vmted

July 21, 2007).
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2. # i & *  (other use without authorization of the right holder ) » H § [ & 3= Fcfpi¢ *
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> Fr218 (2004) -

2T 7“@} ([FAREHE ~ TRIPS o575 31 50 5  fod iy gLl ~ B[y 3253 5PV - See E. Richard Gold
& Danial Lam alancing Trade in Patents PUb|IC Non-Commercial Use and Eompulsory Licensing, 6 J.
WORLD INTELL. PROP. 5-31 (2003).
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TRIPS Agreement art. 31: Where the law of a Member allows for other use'*® of the subject matter of a
patent without the authorization of the right holdet, 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;(i)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;(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:(i)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;(ii)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

17



50 )I;gfnus%%gixguggiﬂﬁ%ﬁ;figﬁﬂw@%f;z, s hoiy @ A LB
pPEEEEED S OFRE ST RIDIHRFLD 5 (RSB (ORI EE
—’mﬁuwﬁgﬁWWﬁﬁﬁﬁﬁi'@*%ﬁfﬁﬁaﬁﬁ4aﬁmHLT’@W
Wﬂ“*@ﬁﬁﬂ%%ﬁ Bot #k (W) ad g b B S Plag g BT o AL R
SRy AFEE S A4 o

R E R e E d > TRIPS 2 2 % 31 %1
PSS 6 E ZA%ﬂ“ﬂz>;%
Lhoa g R LA 4 BB (S R fD) R FRT V- B (%-
LA 4R o

MR Y BRS T o Al RESGIAE Y ££ 0 F 0 i s ’1’7* 'L%? [ 4 B ST

ABlm 3 N E L TEL O] W?Mﬁju

B33 kA ARARIELT F K

Sk RERKD G RS LA FERELRG A e s -1
T

Tiggr tdp- AR RS GE2 o WP A 8o er RFLEr ¥ a3
Wﬁ%’aﬁﬁﬁﬁ%r%Ak%oaiﬁﬁ”*%i@wé%m’—ﬂ T WAL
W13 BN £ 3 (national exhaustion) f A ’? ¢RI R RE4E e (international

exhaustion) *° « WTO TREEPHAILE RP > & TRIPS (57 A7 ?xa‘—;izi’; RN 4
ﬁ@ﬁ&naﬁam¢&$:',nmsp{,%f% R B2 KR F AR

¥ 60" %Lﬁ*j‘f%h‘l‘” [ESEEES- R e AR M I NS ok AT E -
T’*%Lﬁw%*”&ﬂ? Mé%%¢~“ﬁm’*WUMGFiﬁ&m?%Mé
B4R 5 - LRFE (issue) ko ERBPL bz pp b Rp" - A B Y e
VLR R AR R RRAL G R R S e FER

assignment of the second patent.

LSRG LS 3 S S ] ST

g glﬁfﬂf‘x% RIS LLF’JE;IW' BRI J"#ﬁjﬁwﬂﬁ BTG Y ﬁ* ﬁﬂ'ﬂlﬂ L

R 2 30 ﬂWWﬂﬁﬁ‘ﬁ%ﬁﬁﬂﬁ$Vﬁﬁﬂ’ S R A )

' F’\t b }{“’t VAR ] o RS TR I/iﬁfT%,lﬂJF' T A

= EJ B AL (Gependen paent) U0 AT KL AR AL 1B L

i liﬁ’“ﬂ E’ﬁ@fl U Y QLY SRR o SIS CYBERIE VPR) > BT D
Sk “’ |187 2000ﬁpo

133 @fﬁ&ém, . H'JT@:{: 66 > F1290 °

B4 g HUE ﬁLE[dJ\f Fr 53 BRI [ 3) (national exhaution ) W [I[FEE] (international exhaustion ) ~ 78  Fr

%rwJ#j’luﬁ@ﬂJaJ h%fmrfjuq$1+ﬂ PO | o T I 2 w@ﬁﬂp*ﬁﬁb@?
3 (AR 2T »ﬁﬁj o rrm(:;;:g TIHEEBI 3}1“ A g EEIE W i

P:t80 » F1 654 ~ 655 ¢

PR S R IR T A RV IR S SR S T A

655 °

3¢ TRIPS Agreement art. 6: For the purposes of dispute settlement under this Agreement, subject to the

provisions of Articles 3 and 4 nothing in this Agreement shall be used to address the issue of the exhaustion of

intellectual property rights
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IFlFTRE > Bl 37
Sl e B AR ) GRSl Wt st oA Sl
SRR R 5 P R A R S B i aﬂﬁg I 5 2008 5 I 200427/EC 357 fs
kb 6 F - See Sisule F. Musungu & Cecilia Oh, The Use of Flexibilities in TRIPS by Developlng Countries:
They Promote Access to Medicines?, South Centre, Geneva, at 64 (2006), available at
http://whqlibdoc.who.int/publications/2006/9291620327_eng.pdf
41 1d. at 65.
142 x:;éef'Eg léﬂe Hrﬁg:t 80 > E 1 757 o
143 TRIPS Agreement art. 65.1: Subject to the pr0V1510ns of paragraphs 2, 3 and 4, no Member shall be obliged
to apply the provisions of this Agreement before the expiry of a general period of one year following the date of
entry into force of the WTO Agreement.
144 TTRIPS Agreement art. 65.2: A developing country Member is entitled to delay for a further period of four
years the date of application, as defined in paragraph 1, of the provisions of this Agreement other than Articles 3,
4 and 5.
145 TRIPS Agreement art. 65.4: To the extent that a developing country Member is obliged by this Agreement to
extend product patent protection to areas of technology not so protectable in its territory on the general date of
application of this Agreement for that Member, as defined in paragraph 2, it may delay the application of the
provisions on product patents of Section 5 of Part II to such areas of technology for an additional period of five
years.
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Related Substances Control Amendment Act.1997) % 15C &%, a3 &4 3R E % 1 ift B
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% TRIPS Agreement art. 70.8: Where a Member does not make.available as of the date of entry into force of
the WTO Agreement patent protection for pharmaceutical.and agricultural chemical products commensurate with
its obligations under Article 27, that Member shall:(a)notwithstanding the provisions of Part VI, provide as from
the date of entry into force of the WTO Agreement a means by-which applications for patents for such inventions
can be filed;(b) apply to these applications, as of the:date of application of this Agreement, the criteria for
patentability as laid down in this Agreement as if those criteria were being applied on the date of filing in that
Member or, where priority is available and claimed, the priority date of the application; and(c)provide patent
protection in accordance with this Agreement as from the grant of the patent and for the remainder of the patent
term, counted from the filing date in accordance with Article 33 of this Agreement, for those of these
applications that meet the criteria for protection referred to in subparagraph (b). TRIPS Agreement art.
70.9:Where a product is the subject of a patent application in a Member in accordance with paragraph 8(a),
exclusive marketing rights shall be granted, notwithstanding the provisions of Part VI, for a period of five years
after obtaining marketing approval in that Member or until a product patent is granted or rejected in that Member,
whichever period is shorter, provided that, subsequent to the entry into force of the WTO Agreement, a patent
application has been filed and a patent granted for that product in another Member and marketing approval
obtained in such other Member. P74 £}, mailbox ifi[| 4 -
47 TRIPS Agreement art. 66.1: In view of the SpCClaIJ needs and requirements of least-developed country
Members, their economic, financial and administrative constraints, and their need for flexibility to create a viable
technological base, such Members shall not be required to apply the provisions of this Agreement, other than
Articles 3, 4 and 5, for a period of 10 years from the date of application as defined under paragraph 1 of
Article 65. The Council for TRIPS shall, upon duly motivated request by a least-developed country Member,
accord extensions of this period.
a1l ’”‘[ﬁiﬁ'i TENTIFITE 2006 5 1 5] 1 FITHCREREE g g H a0 o
" WTO ¥ (f : /CNV/ZS
130 Sk 4 T 2 s YA ﬁ*’!‘ available at http://www.info.gov.za/gazette/acts/1997/a90-97.pdf
131 Eee Musungu & Oh, supra note 92, at 49.
available at http://whqlibdoc.who.int/publications/2006/9291620327 eng.pdf
152 See Mary Beth Walker, Assessing the Barriers to Universal Antiretroviral Treatment Access for HIV/AIDS in
South Africa, 15 DUKE J. CoMP. & INT’L. 210 (2004).% 5|21+ See Debora Halbert, Moralized Discourses:
South Africa’s Intellectual Property Fight for Access to AIDS Drugs, 1 SEATTLE. J. FOR SOC. JUST. 269-278
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7 Declaration on the TRIPS Agreement and Public Health para 1: “We recognize the gravity of the public
health problems afflicting many developing and least-developed countries, especially those resulting from
HIV/AIDS, tuberculosis, malaria and other epidemics.”
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'" Declaration on the TRIPS Agreement and Public Health para 2: “We stress the need for the WTO Agreement
on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) to be part of the wider national and
international action to address these problems.”

17 See Abbott, supra note 121, at 491.

180 Id

181 Declaration on the TRIPS Agreement and Public Health para 3: “We recognize that intellectual property
protection is important for the development of new medicines. We also recognize the concerns about its effects
on prices.

182 See Abbott, supra note 121, at 491

183 See CARLOS M. CORREA, IMPLICATIONS OF THE DOHA DECLARATION ON THE TRIPS AGREEMENT AND
PUBLIC HEALTH, at 9-10. Available at http://www.who.int/medicines/areas/policy/ WHO_EDM_PAR_2002.3.pdf
'8 Declaration on the TRIPS Agreement and Public Health para 3: “We agree that the TRIPS Agreement does
not and should not prevent Members from taking measures to protect public health. Accordingly, while
reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be
interpreted and implemented in a manner supportive of WTO Members' right to protect public health and, in
particular, to promote access to medicines for all.

"85 See CORREA, supra note 135, at 11.

186 See Abbott, supra note 135, at 492.
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'87 See CORREA, supra note 135, at 13.

'8 Declaration on the TRIPS Agreement and Public Health para 5(a): “In applying the customary rules of
interpretation of public international law, each provision of the TRIPS Agreement shall be read in the light of the
object and purpose of the Agreement as expressed, in particular, in its objectives and principles.”

18" See Abbott, supra note 121, at 493.

19 Declaration on the TRIPS Agreement and Public Health para 5(b): Each Member has the right to grant
compulsory licences and the freedom to determine the grounds upon which such licences are granted.”

1 Declaration on the TRIPS Agreement and Public Health para 5(c): Each Member has the right to determine
what constitutes a national emergency or other circumstances of extreme urgency, it being understood that public
health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a
national emergency or other circumstances of extreme urgency.”

192 See Abbott, supra note 121, at 494 (2002).
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' Declaration on the TRIPS Agreement and Public Health para 5(d): The effect of the provisions in the TRIPS
Agreement that are relevant to the exhaustion of intellectual property rights is to leave each Member free to
establish its own regime for such exhaustion without challenge, subject to the MFN and national treatment
provisions of Articles 3 and 4.”

194 See CORREA, supra note at 135 .

195 See Abbott, supra note 121, at 499.

1% Declaration on the TRIPS Agreement and Public Health para 7 : “We recognize that WTO Members with
insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making
effective use of compulsory licensing under the TRIPS Agreement. We instruct the Council for TRIPS to find
an expeditious solution to this problem and to report to the General Council before the end of 2002.”

"7 Declaration on the TRIPS Agreement and Public Health para 7 : “ We reaffirm the commitment of
developed-country Members to provide incentives to their enterprises and institutions to promote and encourage
technology transfer to least-developed country Members pursuant to Article 66.2”
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"% Declaration on the TRIPS Agreement and Public Health para 7 : “ We also agree that the least-developed
country Members will not be obliged, with respect to pharmaceutical products, to implement or apply Sections 5
and 7 of Part II of the TRIPS Agreement or to enforce rights provided for under these Sections until 1 January
2016, without prejudice to the right of least-developed country Members to seek other extensions of the
transition periods as provided for in Article 66.1 of the TRIPS Agreement. We instruct the Council for TRIPS
to take the necessary action to give effect to this pursuant to Article 66.1 of the TRIPS Agreement.”
19 See James Thuo Gathii, The Legal Status of the Doha Declaration on TRIPS and Public Health Under the
Vienna Convention on the Law of Treaties, 15 HARv. J. L. & TECH. 315 (2002).
2 see Alan O. Sykes, TRIPS, Pharmaceuticals, Developing Countries, and the Doha ““Solution”, 3 CHL. J.
INT'L L. 54 (2002).
21 Understanding on Rules and Procedures Governing the Settlement of Disputes Art. 3(2): “The dispute
settlement system of the WTO is a central element in providing security and predictability to the multilateral
trading system. The Members recognize that it serves to preserve the rights and obligations of Members under
the covered agreements, and to clarify the existing provisions of those agreements in accordance with customary
rules of interpretation of public international law. Recommendations and rulings of the DSB cannot add to or
diminish the rights and obligations provided in the covered agreements.”
202 See Gathii, supra note 151, at 314.

WIFJFJJK s [JTEF:I:A‘O’ EI 151 -

28



SYMET RS SR E T

ZHELESERET T Y AR AR N L WEN 4 R R dofe iR TRIPS 4 %
FIETHARERANT H 2 EERAFRAL 807 + TRIPS T £45% 2 %7 12
o KA A - B R RFRERF Y AR Fini 4 o B RmpF s mpe
NEERET S ﬁ“ﬁﬁw#%a,ﬁﬁ’%%ﬂW?mﬁ%&i@ﬁﬂRmsmifam

S

i

91— :_EI ﬁ’JEﬁ’i}iﬁE‘é 4] =

s AR RS R R SRS TR REL S BRI IR
= TRIPS 2% 5ﬁ51~~— fR 5 LR AER L B Y MRS £ R B AEih— o] 28
Aooma e BERRE RS BTG S R % o A A

L WG 5 TRIPS 2 205 316 % 40755 4 R A1% s $3 B4R PRat b
M%‘%%m4%£¢§#%%%HMSﬁi$wﬁFﬂﬁﬁﬁ ;W;g§g§#
Flee 3285~ p M W ARB 2 R & > ¢ A4 5 g & T 2 WEL A RMRITe
T2, X R R TR B2 % s P ElE e ;%204

FRPIRE F MR e R & e

B3R LR 1 ARG E A
ol R L B Atk o K 2 AR 2 F L
PEg doo B & fodir M THE FR 2t IFEHESLET RO B L ERD

L AP [
RS FABRNE _/@Wﬁrﬁg Ak 2B Ey 4 R IR B R T
F 2 G EA RTINS Baoe o WEHGE ES R AR E Wid o Tl
BOBEDT N G PERRETRZLE VAR EARFIRBUARES v £ 40 @
Bas 2w e A28 1 e 2 ig 1 TRIPS 12 2% 31 i § (D&K= 2 4 5 7 2%
LY L e WTO 2003 £ 8 % i i T 4 7 He DE BT 2 %2 bk o

HEFRE SR REZ T % AR 245 11 &£ %44 " Annex | °
BT EaiRIFL A - PEP wﬁﬁ-&?:\ i RmED cuAdEERR F4oT ¢

204 WTO ¥ (4 : IP/C/W/351 o
205 WTO ¥ {4 : IP/C/W/339 o
206 WTO ¥ {F : IP/C/W/353 »

29



N %%FFI#I NG )izl

ARy 1% b3RR3 r%é&é;’a’wJ Kjﬂﬁg‘? '“er-, sk j\ﬁ*/i__gr*‘l-p/‘ o~

REETH IEMAS L RN DERE A S A 202 A5 o U
@97 F 2B+ & (active pharmaceutical ingredient, API) % & * #7% 2. %73 éﬁ |
( diagnostic kits ) **7 o

= - pike @rj@}'fﬁm

T
o
amy

ERiETHFRE R 2UARFRTIE i f 2 g0 TRIPS 2 §
SRR TS TS TR T

=« TRIPS 457 31 (57 £502 B BURR P 7] 3B 1 oV ™

ERERFTRMS OEEEE T FARARF2IELEET 5 VAL TRIPS 2 2%
31 i % N TABERERTFITE 2 E5F 522 BETich e T ¥ AT

FELEICRPEERETHYTFTHRE il RENAI 2L FES

27 Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art. 1(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.”

2% Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art. 1(b):
“"eligible importing Member" means any least-developed country Member, and any other Member that has made
a notification’® 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®® 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.”

299 Tmplementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art. 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.”

1% Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art.
2(b)(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.”
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21" Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art.
2(b)(ii): “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.”

12 Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art. 3:
“We recognize that intellectual property protection is important for the development of new medicines. We also
recognize the concerns about its effects on prices.”

213 Tmplementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health art. 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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214 See Carlos M. Correa, TRIPS and Access to Drugs: Toward a Solution for Developing Countries without
Manufacturing Capacity? 17 EMORY INT'L REV. 403 (2003).

215 See Haochen Sun, A Wider Access to Patented Drugs under the TRIPS Agreement, 21 B.U. INT'L L. J.
112-115 (2003).

216 See Amit Gupta, Patent Rights on Pharmaceutical Products and Affordable Drugs: Can TRIPS Provide A
Solution?, 2 BUFF. INTELL. PrROP. L. J. 150-151 (2004).

7 See Duncan Matthews, WTO Decision on Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health: A Solution to the Access to Essential Medicines Problem? , 7 J. INT'L
ECON. L. 97 (2004).

218 Id

e ;ﬁl’;\*d F'Zﬁﬂf[{ A £E?7v[§‘5 i H?,E[H public-private partnerships ~ if ji 5L £ (Global
Fund) ~ the World Health Assembly - 1d. at 98-104. See also Jessica J. Fayerman, The Spirit of TRIPS and the
Importation of Medicine Made under Compulsory License after the August 2003 TRIPS Council Agreement, 25
Nw. J. INT'L L. & BUs. 271-276 (2004).
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220 See Brook K. Baker, Arthritic Flexibilities for Accessing Medicines: Analysis of WTO Action Regarding
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, 14 IND. INT’L & CoMP. L.
REV. 645 (2004).

221 Id

222 Tmplementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and public health para. 11.
2 Duncan Matthews, From the August 30, 2003 WTO Decision to the December 6, 2005 Agreement on an
Access to Medicines in Developing Countries, I.P.Q. 2006,2, 105 (2006).

4 Sisule F. Musungu, Intellectual Property and Public Health: Will it be Peace or War? , 7 J. WORLD INTELL.
PROP. 251 (2004).

5 WTO ¥ {F @ IP/C/M/4T

26 WTO ¥ { : IP/C/W/445 ~ IP/C/W/440 ~ TP/C/W/437

227 See Matthews, supra note 175, at 107-108.

28 WTO ¥ {F : IP/C/W/439

29 WTO ¥ [ : IP/C/W/444

0 WTO ¥ [ : IP/C/W/445

21 See Matthews, supra note 175, at 108-109.
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23 See Matthews, supra note 175, at 109.

24 1d. at 111.

2y 7 Oxfam International ~ Christian Aid ~ Consumer Project of Technology (CPTech) ~ Third World
Network - Global Exchange ~ Action Aid * Medecins sans Frontieres Access to Essential Medicines Campaign
27 NGOs - http://www.cptech.org/ip/wto/p6/ngos12032005.html

26 4.
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9 Agreement Establishing the World Trade Organization art.X.3: Amendments to provisions of this Agreement,
or of the Multilateral Trade Agreements in Annexes 1A and 1C, other than those listed in paragraphs 2 and 6, of a
nature that would alter the rights and obligations of the Members, shall take effect for the Members that have
accepted them upon acceptance by two thirds of the Members and thereafter for each other Member upon
acceptance by it. The Ministerial Conference may decide by a three-fourths majority of the Members that any
amendment made effective under this paragraph is of such a nature that any Member which has not accepted it
within a period specified by the Ministerial Conference in each case shall be free to withdraw from the WTO or
to remain a Member with the consent of the Ministerial Conference.
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397 See supra note 197.

3% See Frederick M. Abbott, The WTO Medicines Decision: World Pharmaceutical Trade and the Protection of
Public Health, 99 Am. J. INT’L L. 333, footnote 110 (2005).

3% See supra note 197.
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1" See Consultation — Implementatlon of paragrapL 6 of the Doha Declaratlon on the TRIPS Agreement and
Public Health (excerpts) available at
http://www.regjeringen.no/nb/dep/ud/dok/lover_regler/reglement/2004/Consultation--Implementation-of-paragra
ph-6-of-the-Doha-Declaration-on-the-TRIPS-Agreement-and-Public-Health.html?id=420597

402911 Patent Regulations of 20 December 1996 No. 1162. Id.

43 See Consultation — Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and
Public Health (excerpts) available at
http://www.regjeringen.no/nb/dep/ud/dok/lover_regler/reglement/2004/Consultation--Implementation-of-paragra
ph-6-of-the-Doha-Declaration-on-the-TRIPS-A greement-and-Public-Health.html?id=420597
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fjﬁia}%“?ﬁifﬁ%gﬁﬁ?‘; P F BT Fenph BE G LR e ST MWRIRR G A
SRFHS i’%¥%ﬁr%?iﬁ%$ﬂ*’ﬂﬁééiﬁw%HMSﬁi$%ﬁ
FIE o RA G RRERS FTHRERFRE AR P WA o R RR R
§+.%@,E§wﬂxa»wnwﬂae”% Az wwﬁéuun?zt%pnivmawé%g+L7@
& SRR - BRRBT 7 RN dedei ~ BRIl R R IR

w

T EN O o fliE s TR s FEE S RAEA SR B R RETE D
o B?,MT:II»E ' B 4_/HF#B’$?"”TI ZASBFTAHR o Aa & TRIPS 227 % %
% (TRIPS review of implementing legistation) F&f™ » izds B 73 3 ehfe B
2 3c%k 7 R o f],%‘épié&]‘éz TRH o % A2 48 (Andean Community ) % 486 5543k
HAE TRIPS $ 2% 39 i % 3 L R TP E M A 1 23 (African Intellectual
Property Organization  OAPI) “Rf= % {12 FT {2 2 (Bangul Agreement ) 7r ¥ (%3
PR TEAERTEIART DS FR T - AR TR BEET -

Pose A JRABHEY MRpenz 2 T AP 2 R BT AL HiRE > i RiTe

kot F 2 pd FEARETRAFLENIALGFE (Fed I T %2 8% 258 % 2 07
) HWEAE Y RRhRE F LR -

¥73 See Oxfam briefing paper, Patents versus Patients: Five years after the Doha Declaration, at 23 (2006),
available at http://www.oxfam.org.uk/what we_do/issues/health/downloads/bp95_patents.pdf
874
Id.
5 WTO ¥ {f - WT/ACC/KHM/21 -
876 FST, review 7 2001 # = 2003 & fi3% 5 o
7 See Musungu & Oh, supra note 92, at 65-66.
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SV & EAHIGE PRSI AN TRIPS f L
SRR R SRR

&4 o TRIPS 4 B8 4] ) R 2 s> A o m et phik e 2
AR A 0 R EBE T L B P AR o Bk 2 X kB e T % o WI0 £ ¥ B
PR RIE A SR E AR RA AR RER S BEY BRI TR
SR T AR L FRE 5 P 2 A MEY P @A F EFIF
SR e A BRSPS R R T A SRR SRR S
AR 0 AT AT

S e

BAlREEF AL Er AR BRSNS o iR LB R F L EFED
o BRI EREL A FBENERE YR c LARHE SR FESE T
?ﬁ'&i£m1/é7— ) §A_ El"‘/ )

‘ﬁ

el s REBERRG L FRLFER i ;

#FPRRREF T BRRE SFFP] HIVZAIDS o~ ﬁf‘}}%ﬁli\ﬁ&i 4\#,’153:),%}’; Hoox &
/zﬁil?%rﬁg"mé%'% C Flp R | e AR A e WE R riET L ES
FRFMREY Y J R R RITHIV/AIDS BRE L s fiod %‘i‘* w3 Bt la dy
PROLBR G2 2R T BPBEZERIIREEY S wndlREEd  aFR R

B2 B T CRPEPNFEIRE O LE B R ARG G A F e R
FRE AR T 7R B IR -

ST B R

PR OEEET TR AWRRF SR IIBRLATRS F TR A
Wl 335 a Hes £ R Ree k95 UNAIDS 2 WHO2006 = AIDS 4 2 > 2006 & >+ B #73 +
FOHIV i 9F 63904 v B it fob 20 % > 28 R 5§ 2470 § 4 0 5 HIV
FdF R HF 280 F 40 2006 E B A HIV > 2B H 4 2 % o 4 Fehfrr 93 210
H A AIDS > £ ik 238 AIDS 7= A © 517206 o 2 % 5 HIV/AIDS % 5 B 7 0%
1878,

878 See UNAIDS/WHO "AIDS Epidemic Update: December 2006", at 10, available at
http://data.unaids.org/pub/EpiReport/2006/2006_EpiUpdate en.pdf
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— ~ =g (Zimbabwe )

TR AIBMERAK I 2ZEHE? WMo v i 21 K HIV/AIDS & & R Rz -
i J5 UNAIDS 2 WHO2006 = AIDS# 4 > 2® 3 170  + 5 HIV f]}%fr FRoox&E AL (15
P49 ) e 59 20.1% - AIDS@ + 18 F L 7= - AT 0E W 34 > 5 28
BLP It bE MR 7o T HTHE 65 3TE™.

3 #3 HIV/AIDS a3 @ S P R 48> 3 ¥ = 22 2 22 3% § ¥ 4438 (Minister of
Justice, Legal and Parliamentary Affairs) * 2002 & 5 * 24 p {3433 = = & ;2
534358z # L8 6B mgf Lk f (an emergency for a period of 6 months) :
T R R RS B A Bl A R % s HIV/AIDS thd 8 5o fier £ 2 8% 0

RPN - BRERPIEOEHT o BPR L X R o BHIER T

BFG - - GREAING T HAEET REJIF LT ¥ DF L EARE TR f—‘
;; e B ESCREEL FE o8 3T R EJIR L AT Y P AR ﬁ%]

d3 6B P FRTAPFE AL EFEFPN XA TR R RIS B AR
JE™ o fPis 2 @ &% 2003 £ 17 Statutory 32 of 2003 2 2 # ?é#@mﬁpﬁwﬁ 5
E(p2003F 1% 1 p4=3 2008 & 127 31 p e et HRFF = &P 2 2 Varichen
Pharmaceuticals (private) Ltd. 3812003 # 4 * E #4548 » @ @g S @ 0k
HIV/AIDS % 115 & » 5 2 feRedf e B4 P8t 02 1 SR B § 15 e 3+ 3
=%, 72003 & 10 7 i 0F - ARV 2 % P 5 R T /8 ARVs # & LR
™o Varichem # fi & 12 Combivir en® £ 885 1 2 £ 15 ~eni i B3 = & Fcfpro 1Y
FEXT f\'ﬁIFT75/m-rrﬁ RE o g X AT L%i%@:%&mﬁ‘% I
RLNIC IR I S EE VE S AT &Tﬁﬁéﬁ'ﬁx%”ﬁ PONFER LR 2 L™ e ¥l
Datlabs 2 Omahn = R 2 ERPIRFREES 2 B 2
BT ARV & 22 ; Omahn B p &7 B Cipla e &£

-

G RASET o NP AR R

P R GRS T A RARE S SRR R F RS T
R B R TR EFESG A 0 2 ATl RO o LR ARV
879 See http://www.unaids. org/en/Regions Countries/Countries/zimbabwe asp
SO pgEet ¢ I IF[R BT 34 - 35 A7) [AREIRRENE G qh%—ﬁ £% 41 (appears to the Minister
necessary ) p&r)J 35 W?%JJLIEIJE\‘ LLFFVT 5 (expedient) » {4l &[i)&krﬁbﬁ ko "‘4 ~ FW’?EH = IITI

%Eif FllFEPH - & “fz&ﬂl FIRFE Y Y 32 http:// www.cptech. org/lp/health/c/mmbabwe/patentsact html
General Notice 240 of 200254 ** “ﬁ'\ % http://www.cptech.org/ip/health/c/zimbabwe/zim05242002.html
#2 SeeMusungu & Oh, supra note 92, at 33.
53 1d. at 39-40.
884 See Cecilia Oh, Compulsory Licences: Recent Experiences in Developing Countries, 1 INT'L J. INTELL. PROP.
MGMT. 26 (2006).
885 Id
SiHIIEE (1) Varivar tablets( [F=£53F & 15 B F{ |2k ||!| Combivir V25 ¢354 )1 (2 )nebirapine 200mg tablets ;
(3)Stanalev-40 tablets ; (4 ) Stanalev-30 tablets ; (5 ) Stavudine 30mg capsules ; (6 ) Stavudine 40mg capsules ;
(7) Lamivudine 150mg tablets - Id at footnote 15.
%7 1d at 26.
55 1d at 27.
9 1d at 26.
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FHESRLMDARS ’ﬁ%‘—%‘zg‘“ S S R ﬁ&’_}?”*%w stavudine
% #7<.2001 ﬁm#:;?«,,&# 400 £ & (22,000 % = A% ) F T 2002 & o g g
VB0 E S (1,800 %3 7 E 4 )e AR d 3 dacih » EAMEETR S g s o
2006 &~ %23 14,000 ~F = &% o 2 Ands F R GAEW o T 6 ARV ISR

Phlg s RERET
* PU= i (Mozambique )

E i Eﬁyi‘ B A% b 20 (R B g B RS 45 UNAIDS 2 WHO2006 & AIDS 3R 4
i ’ﬁ 180 3 * & HIV-}}%»% B E A (15 3149 ) fe & 5 % 16.1% - AIDS 2
148 7= 'Iﬂl?iz%é (15 3149 f ) ehfe & 5482000 # 0 11% = % 31 2004 # 916
9 > &3 HoL P B BT E R Sk B B R .

¢ 3 HIV/AIDS 3= vt sech@ s 5 2 5= 5 230 2002 # ¥ 150 § % g %
HIV/AIDS > » R & F v ¥ > s BRI AFZRET %ﬁv’ﬂARV FEEA R Z 5 T
P EZ G EIR 2004 E 40 BRIz ERAZF T0 %% 138 b 2x(Decree No. 18/99
of May 4) ™% @ no. 01/MIC/04 553 #1324 > #24# % ¥ # A Pharco Mocambique Lda.
%t FH A E (fixed—-doses combination) ARV # % lamivudine - stavidine %
nevirapine ° $* 7 5 | # 48 02 5 HIV/AIDS #fa = 2 l_&]?‘\?f LRhRE AR R i E R
Aok o d WEJIFERT A AT M SEEE & T FladlREar il L FREY
ERT RO o XA TR ALE Y EIH 2% -

= [’éujfiﬂtl ( Zambia )

WL R E A R AT 2 R B R R ek UNAIDS 2 WHO2006 # AIDS 3% 4

02000 F 1 E|S S BTG4 '*Ffﬁ ) **HITJF”'J’iE*JEﬁl“E#j RS I R A i P““IF
'ﬂi["}ﬁ%}ﬁ( = “;?& E,I[E&IB];[?%@ ﬁﬂE{’ Bl 2002 F R E vﬁf?‘%‘};l RV fﬁl'#;['jh{*%“ o 52005
E| 31 FIER= ES«[F = Efﬂ:ﬁé{fﬁ’y&%ﬁ g zE}fLJp,HEi%“ S S DB RN 2005 F 5 F[REE A

FJ TR ﬂl 70f S TR 7”Ff[§"bm Ti @“[J/n%ﬁgj  AERAEAE - R T0% 0 ] EVR IR
2007 F 1 | ,;é_ 1400% s EH] B @3’5 . V%:ﬁﬂﬁjﬁdhliﬁ:}a@ﬁ: g ‘l*]f‘«lﬂf fﬁﬁ!‘
http://www. mofa gov.tw/webapp/ct.asp?xltem=251&ctnode=1131&mp=1

" see Musungu & Oh, supra note 92, at 41.note 87.
%92 See UNAIDS/WHO, "AIDS Epidemic Update: December 2006", at 11, available at
http://data.unaids.org/pub/EpiReport/2006/2006_EpiUpdate en.pdf
893" http://www.un.org/special-rep/ohrlls/Idc/list.htm
894 http://www.unaids.org/en/Regions_Countries/Countries/mozambique.asp
95 See UNAIDS/WHO supra note 468, at 15.
80 S IR T SRS ﬁﬁ“%ﬂgw [*‘Jﬁ[ﬁlﬁjdi 7 0 BT IR - iy E)
Felf rﬁsﬁ:;ﬁ[ﬁ% [l Iuﬂﬁgwf ffliE |~ ZEI5E[¥] - See Oh, supra note 460, at 28-29.
M7 F,ﬁﬁﬂfuwmo AT I T Eﬁum [ - 2o | ﬁiﬁﬂﬁf S I~ 2
H BT IR R P R - BT 41 ] /[J%@E‘UL}{J\FJ:W T (=] BEFIF AYEIRY o 1d. at
29.
8% No. CL 01/2004 #ﬁ{;{ﬁ‘[ﬁ"y FU ¥ 5% > 3 http://www.cptech.org/ip/health/c/mozambique/moz-cl-en.pdf
89 http://www.un. org/specml rep/ohrlls/ldc/list.htm

78



*RHF 1107~ ;5 HIV-‘}?&% FRooFEL (IDFI49 ) & 55 17% - AIDS i =
98 F 4= Mo kA WG 2 m%ﬂp@ﬁd%%% DR R RO R R R RE A
BEE HIV/AIDS &1 52 6] 3™ o W p i T F@inf » EFdEA B H - 4 45 7R
5097+ *+ AIDS b ™ o

MWL EEST R 2 ENFRZR G 22 10 B HIV/AIDS & pc & «hF 7z — >3+ 2003

£73 917,716 ~ PE?. HIV/AIDS » i = 835,904 + F]pt 5= » T3 = 750,504 B 23 =

RINGZ 0 pAE R IR SR R 2 F 0 FIHIV/AIDS 3% 7 g g & e
?‘Qf A ﬁ.‘a:.%%:ﬂ FE o € ARER 3&# 4R - * Lamivudine ~
Stavudine ~ Nevirapine 5 P % # P &5 G ARV ISR & > w B 3 B £ &% )
FRUrEEE S ko W2 AEF s a0 2004 £ 90 38 2% AIDS A
SRFEENRE IR E 9P 21 pRHEFIZ ¥ 40 ~ 41 &8 & No. CL 01/2004 5L
56 41448 > 3248 4 ¥ 2y Pharco Ltd. %l B &£ (fixed-doses combination) ARV
% 1% % lamivudine ~ stavidine # nevirapine » ™

WOt IR AR PR 20 3&# FAECEAAR G A oW AT LA RATER
FIREOF R I - RO oG EFLE > de (=) F T lIRE s B
LGRS R F‘” $ & > 2 Statutory Instrument No 38 of 2004905
STRLEZ YR E D™ RS T (— ) WO I A AIRAER 0 b e Flag
PR lig 2 Fa o (2) & RERPRT A AAE Y £ 2.5%" ¢

I VB

T B TR A e S Hoh PR ROR Tee BB £ kA A & HIV/AIDS % @ %
Mg ReTH Kehp T o R F LA WA R R TR R B g
Fop P EF B R A R RAIRELTMRRR F ZFFERR P IAHEE
B A E LR SR A e

N A ST

i J5 UNAIDS 2 WHO2006 = AIDS# 4 » 5 k& &£ 2R F 6?94‘7§\HIV:}}%%%‘
Foood & A (157149 %) fe &5 59 0.5% > AIDS i& & 4000 # 7= "™ 5 k& & fFd 30

%% http://www.unaids.org/en/Regions_Countries/Countries/zambia.asp

%! Yalnee Shantharam, The Cost of Life:Patent Laws, the WTO and the HIV/AIDS Pandemic, 2 UNDERCURRENT
52 (2005).

%02 See UNAIDS/WHO supra note 468, at at 16.

o0 7*§’{ﬁ“ ([ A FL > See http: //www cptech. org/lp/health/c/zambla/zcl html

904 E’harco Ltd.FUA Q=1 §J E1i B ﬂjﬁlﬁlﬁf gt If”![ £ 5% Normavir 30 » Normavir 40 ° Id.

905 k4 €7 47 The Patents (Manufacture of Patented Antiretroviral Drugs) (Authorization ),
Regulation,2004.

*% " {78 Statutory Instrument No 38 of 2004 /4t » BXEUIREFEF 1 2004 & 8 £ 1[I 2009 & 7 k[ 31
FT > See Oh, supra note 460, at 29.

%7 See http://www.cptech.org/ip/health/c/zambia/zcl.html

% http://www.unaids.org/en/Regions_Countries/Countries/malaysia.asp
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(Ministry of Health, MOH) ** 2003 # g % % 193,600,000 # ~ » # ¢ 360 § % ~ =
¥ = ARVs > 72 £ i B P ARVs ”?%'909’ e —fé&fﬁﬁﬁﬁﬂ%i}ﬁ*%‘@ Kp IR LD
PEEEL A 402 3aup LY BRI FEF A ko AmA TR g
4R ;gf%: s {8 {74 G5 72 ARVs é%rw *“’FT’L R AR -

G ko % 2001 & HIVisqs sl - 4% ARV B4 7 4% 2165 0 4 et

P FRATE R AL IR %@mHIV-@,&’—,ﬂw-@&?é’u BETHAAR #x5
Heh QMR FEHY - pjéﬁﬁmﬁ?amaﬁﬁmaﬁ,%xu? w4 2Rt 2001
ETVRRLJIEREY P FIREAA > A E 2002 £ 80 2B ERAY

1%
RAPL LR T T UEET ﬁ B2 FE TPHEELFARVESL I ERLE -
FAIVR TN A LB EE B ERPE 1y 2 FREE HIVAIDS £+ - 2
BEL 125 84 &7 R ¢ g R ehp o

A g 2002 & 11 7 p PB4 d PR T ARVS B 2 Faud K 0 A d At E
RAFEMARDINE ZRP T A 2 )P 453 (Ministry of Domestic Trade and
Consumer Affairs) > = B Fcfii¢ * (government use > HE N F 2 AEF IR F ) T2
RHD LRI T AL FARMERM L LA - Ko 4 O R I F RS B (TR
R P B RO o B R L R R s R
Flet B P 2003 E4ed BIPOF S 2 BB S 112 ¥ 84 & § gl e

B Clpla e v didanosine/ddl ~ zisovudine.* Combivir &5 2 %2, 3% Lo §
Poo B k& Hrcira s gl iF (i a 20032 10" A2 59 2 & > Al R %@?f%
BAZ B L TR Tk fp& Ceeiling amount) > ¥ “h & 3 9 4 0a) 4k

Fe LIS ot A 2 F 7 TMinrstry of Heal th, Malayst Mo

@ i .

2004 & 2 " rer B Cipla Ef g Rt r #5520 Cipla @R r e YR Eg 2835 5 %
EJ'L‘:“-‘,,915°

ARG L pier g LED ’HIVié«‘/%‘“%fi R S ELRREY T EE T A

%’Z? d 315 % " % 583' o K5 819% ety o % HIN /p%’iém)ﬁaﬁﬂ 1,500

LA ] 4,000 2700 @ 5&# Fefg2 f w0 B ER A K E Ry T &

%" Chee Yoke Ling, Malaysia’s Experience in Increasing Access to Antiretroviral Drugs: Exercising the

“Government Use” Option, Third World Network Intellectual Property Rights Series9, at 5(2006), available at

http://www.twnside.org.sg/title2/IPR/IPRS09.pdf

210" See UNAIDS/WHO, supra note 468, at 35.

?!' See Oh, supra note 460, at 27.

%12 {1 Claxo Smith Kline i Combivir ¥ [FWF? 8094 > lamivudine [& f%’f 679> zidovudine [ ﬁk'%? 5394 ; Bristol-Myers

Squibb Fif: didanosine25mg [ £% 2001 &+ |§]‘ff§‘ I 4996 » 100mg [ £% 2001 F [E]”F“,J/ 829 - Id. at 28.

1983 &5 E Fl[u 5T 84 BRI ¢ T IR B A e PR R
TSR TR TR J’*Uéa ] - (a) ¥, 7 A J‘Fﬁ&%ui”g&‘%ii ST

l*‘iglﬁh\ LA 'Z‘i“ HAIz + (b) IR Wﬁ'?ﬂfﬁkﬁi =N %JL%JI FIIAEE * Bt \J”FIJ“H:L FL I B4

(anti—competition) See Ling, supra note 92, at 12.

914 Id

°'> www.thehindubusinessline.com/2004/02/28/stories/2004022801040200.htm

%16 See Ling, supra note 92, at 14-15.

*'7 {1 Claxo Smith Kline J# Combivir (60 tablets) [I1 2001 & 286.28 F_ 7 #7[5 £} 2004 & 1/ 57.99 7

AZT (100 tablets ) El 2001 & 77.58 AL 2004 F 1 36.08 57t > 3TC (60 tablets ) ]E[I 2001 = 141.75

TR 2004 F 7 46.39 S 74 5 Bristol-Myers Squibb fif didanosine ( 100 mg 60 tablets ) 25mg f'1 2001
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GHIVism kot e p o -
el 3T R HREL T2 0 8 kT LR AR AP ¢ R RER P IR 0 M
PE 2 ERERE A% 0 LI BRAT ¢ TR I 6 L LI FfRT T FLEL
AR AP R 0 2 I0F R s TR PR LA S AR R gl
T o ARG AL BEA k% 5" o
I R AIPERT 2000 & 11 2 ES o AP Y g Ak 0 - B E L I E R
o0 ¥ - AR £ A &3 ®:¢ stabudine+ lamivudine+nevirapine #4 » A @ 3
ﬂ—ﬁé%ﬂ%’%ﬁﬁﬁﬁ%ﬁ%%*mowﬂ%ka?wﬁéﬂﬁéﬁﬁéﬁ
TEARE A kpd FERTELT ¢ B En e a8 g

BT
5 H

N ﬁj Fd

i 5 UNAIDS # WHO2006 = AIDS 48 2 - 2005 &r 2 2 B X5 174 4 5 HIV 4+
Fooo A E A (15549 &) ‘f“a%f%: 90.19% > & & & AIDS & = 5,500 « == "o A 2000
E4z o R _HIV/AIDS M B B 4 0F 7 5 HIV/AIDS & ¢ (concentrated) & %o
T LB TEHEAS FR AT AREDLN T LR L IVREL R A * A EE

923

FIHIVip s Hor *» &S B ahf - #pt=*? 58001 1+ %
~ - HIV/AIDS & ¢ Apzk @2 f 38 - (FRSEL o 8§ & % HIV/AIDS 2 5] 2 (ff 4F
Pokdisus) p 1997 & Az et ger R L G 85 12 By it v ARV 25> # S0 2bi (% 32 1

ROBEREFEY > Ap b BNGOR A FRE T F L H > ¥ ZOOZﬁ’?{”L
& HIV/AIDS % 533 % ch > R8s B R o/t 2004 # 1 7 78 # 3 i ARV 2 & chic
¥R m\n%m@w By BHEERRAL 2 5F (4rzidovudine, lamivudine
% nevirapine shi & v & i F b+ £ 564 % ~) e,

d 3 FCfie ¥ (government use > i F 2 YR * ) AR L L FETIT
MEo R e e X R R WA SRA 5 ER g 5 2004 £ 10 0 5 p R4
2001 # & 4152 % 99 i5™ 5 # - 5 & 4 (No 83, 2004) 4 scirie * ®ig HIV/AIDS #4

=

7 63.55 FARCEEL 2004 = [V 32.68 L - Id. at 15.

?1% See Oh, supra note 460, at 28.

919 Id

920" Oxfam briefing paper 95: Patents versus Patients: Five years after the Doha Declaration, at 22 (2006)

available at http:/www.oxfam.org.uk/what_we_do/issues/health/downloads/bp95_patents.pdf
2! http://www.unaids.org/en/Regions_Countries/Countries/indonesia.asp
%22 Lutfiyah Hanim & Hira Jhamtani, Indonesia: Manufacturing generic AIDS medicines under the 'government
use' approach, (2006), available at
http://www.twnside.org.sg/title2/resurgence/196/cover9.doc
923 ., See UNAIDS/WHO, supra note 468, at 35.

4 See Hanim & Jhamtani, supra note 498.
925 FRIzP ﬁﬁ?‘ TEH] R T |7H%a [MHI <AV 3R Kimia Farma » Indofarma $52'F ?)fﬂ\\”f’? &
%w~wmmugw w%ﬂ& *L%*%i%mﬁ@#7Wm%7pmm#HWﬁm9
figApl 7t > SR Z pﬁﬂ‘lﬁlﬁ' See Hamm & Jhamtam supra note 498.
2001 # %mi;r% I#’%J B ISR 2 T R S A SO TR P
HEE lfgﬁ“ 7FrE T‘J‘E #[] - See Oh, supra note 460, at 30.
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s 41372 17 7L R] (Regulations No. 27 of 2004 regarding Patent Exploitation
by the Government) R|3-im2Rfediginizdy2 25 1R FRCRA > P B RN G4
7 B_F) 5 W 344 HIV/AIDS i 17 Fﬁmiﬂ-‘ Z® > F]@m i * nevirapine %
lamivudine @ f& ARV & 1|2 2™ o 324 frd 304 G B 5 & T8 1L f a3k Ap IR Ry
PR B EEEJHR UG R ES & 41" o Kimia Farma 2 gd ** 74 % >
Er koo Fla & 17428 W i¢ zidovudine ~ nevirapine # lamivudine 2 & # 5 (£ & L4
% Triviral ) & ARVs & 5. p + B &3 W2 8 2 235 HIV/AIDS ﬁ"k? ENCE 'Lm% 3
BELY A ARVs #5 Triviral # ¢ % 0 0% 38 £ = - ifp @ = ARVs & 41
Zpr iRy o L AR NG LEF S o F]t e Pokdisus ik & B A8 o HIV/AIDS i
B RBTmE g L EY

Kimia Farma % f: & 22 % 4|4 * Boehringer Ingelheim # BioChem Pharma Inc. i£

*F ok A ARVs 524 8350 0. 5905 & 14 4 o 4ot 2006 & 4 ? > Kimia

Farma # g & & 3, 700 # = % Boehringer Ingelheim °

B 1

iz % UNAIDS 2 WHO2006 & AIDS &R 4 » frl?v‘ﬂ%:l?dﬂ.f@f]’ﬁ 8 45 HIVpad R =
A (153149 ) e & 55 1.4% > AIDS :& 21,000 + 5= ,T* RoparkEsa 3 o -
Baa e d PR n R H AR RS0 R 1 E X2 RS RF PP
BB EE S 7(88%) & & 50K ﬁf‘ RE R S A

%= % J& HIV/AIDS m);’: 73 i‘rx WFedb990 # T pad < RN R 0 S 2
B RAIDS 1 2 #4142 B € > Ble S FTE 84X 24 ERApd F2c - KA S P3+3)
L p AR A -‘}?5%“('47 vk E 7 ARV ISR TR ISR ¢ SR F chup A rER™o
3 > WF g p 1992 # A= B 4047 24 ARV J5 7 3141 o fRte i]*x R 2 373 2000 & g ds 5
HIV/AIDS ,&%‘B’» ] p s R 73 3] (National Access to Antiretroviral Program
for People Living with HIV/AIDS, # # NAPHA) » #& %~ # Rl 9 ARVs # &5 » < 53 400
B2z FRefest & f 0 ARVs # 5 i E 8 2 HIV/AIDS s &7 3 Rschpst 2002 3 o5
R 7R 4R o AR FEE A 2E2RPHAT HEAIRNE R ‘”?51% Ry 30
i]*xﬁi (%0.79%~)> 2FARVS #F 25 F > FE T B 67 @ 7 ARV e ™ © 2005

27 [HEl zidovudine, nevirapine » lamivudine 7 ’F" [ ARV &9 1> zidovudine 7 ]/ d ™ 2 ]ETJJ #{|-See Hanim

& Jhamtani, supra note 498.
928 nev1rap1ne VH gjl F| [ HH ] J? 17 = 5 Jlamivudine [l[J3E |8 F o d.
2 PR E] 20 S0 AVRED - 1d.
930

Id.
%! http://www.unaids.org/en/Regions_Countries/Countries/thailand.asp
%32 See Jakkrit Kuanpoth, TRIPS-Plus Intellectual Property Rules: Impact on Thailand’s Public Health, 9 J.
WORLD INTELL. PROP. 577 (2006).
933

Id.
%4 4.

—v
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%1’

E PR R T R R
7 init g~ s
PLeTE B @ fFEd 30

LR R e 35 ARV IS f 0 e i ’Léf}fp PE B o :*r ® HIV/AIDS
BATAE LT A 01997 &G AE L > g T X/I;aﬂ'\ﬁ,T.f‘-ﬂ"ﬁ’y
BIEHARV ISR IR 20T F B ARV##~-}%€936°

i]% EX]J’J:}TTP? % 5w 3 (Government Pharmaceutical Organization, f§
BEF#F) 2002 # =7 @Wig ARV 3k P2 24 GPO-vir (2% ’é.r_i]*\ R T ?E% il
BR)aE tEFRRTE (JU?&?,J*” ,_*]?)Iifu’mxi'”é%r-r#}?a TRlE 490
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Bt B 2 A HESER PR 0F D5 2 3 BAOTE G L R e
*ELAlERG F ok e . Fla ai\:}fgi]% B2 112 B.E. 2522 (The Patent Act
B.E.2522)% 51 & "'z 3 %424 GPO-#ldefavirenz  # ¥ p 2006 & 11 * 29 p 1 2011
E£127 31 p > FEH 7 T kB 20 8 Bgk > FPOREL PO 2 WU
efavirenz &.4¢ & 51 0. 5% -

i]t}l?ﬁ?]’\if—:i;é’)%ﬁﬁf‘f}?a%#' At 2007E 1Y 29pERBHHEET G
LopinavirtRitonavir & /e HIV/AIDS & & % 2§ seshiEd » 3 FHHFR N
HIV/AIDS 75 3+ 31 > Flet #2248 GPO ®:¢ LopinavirtRitonavir ( % 1% % % 5 Kaletra

943 2z ¥

35 Oxfam briefing paper: Public Health at Risk: A US Free Trade Agreement could threaten access to
medicines in Thailand, at 9, available at

http://www.oxfam.org.uk/what we_do/issues/health/downloads/bp86_thailand.pdf

%36 See Jakkrit Kuanpoth, supra note 508, at 578.

7 1d. at 578,579.

%% http://www.undp.or.th/whatsnew/documents/PressreleaseHIVReport3-rev_000.doc

%39 See Jakkrit Kuanpoth, supra note 508, at 579.

M0 H f[JﬁI;F , £ 8% Socrin 1&{?”@ ~ £ Merck & Co., Inc » 5% €355 efavirenz o

941 [@zl %I g:,t B.E.2522 3%'5 éT'“tfl—LLJFQIIFIZ[FIF gr . \—J“%L%Ijﬁbjlzﬂ'i EIF“ , (gj :;;;rf;”@ A {ﬁjrﬁlﬂl@ﬂjgﬁ
Al fleT PR RO (P £ (R A

http://www. cptech.org/lp/health/c/tha11and/tha1 cl-kaletra en.pdf
942
Id.

M2 I R 2007 F 1 ] 25 [ ] gﬂﬁﬂf&?@ N EF,PFF [ige™ (Myocardial 1schemla) gi?]]iﬁf“f}ﬂ Plavix
CRf it * 45 Savofi- Avenis L) gl i g J%ﬁ[ﬁ@lﬁﬁil S - R

http://www.cptech.org/ip/health/c/thailand/thai- cl clopldogrel en.pdf
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R pdEE % >3 £32007# 3% 8p o~ % 2" Facts and Evidences on the 10 Burning
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T AT A A %l*ﬁmﬁ*g Fd o TR A A B AR e F oYl 0 )
P2 ZEFRABLEA T 0 TG Ry A5k i au_li’.%‘fl]ﬂ}g/\ e R
l:"ﬁjﬂﬂ»%w, ngbi@%,«u_tj{%gr, f’»ﬁ AR PRI AL (& JIF_I_lé’}[-)%(,

BE g ey
£ 41 % fz Abbott Laboratories fiPfs 82+ 22 WHO i = 23k > = # #-3% - M % Kaletra
HALE A0 BT > e FR (2 HEF ) 2 NGOsF & 1+ Lk fR9ER
F B ¥ 559%  RILFE LFRT F" o Merck & Co., Inc ¥+ efavirenz 7 #x B-"% i
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B¢ FREEFT
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B 7 2 ) E T 2007 & 3 2 bt A R R EATHES LG R 2 vt f b
FRF AT a‘é%fr%f FUAA T BRLESS RMEF & SF LR A R R
FE 2 s P& % W § IFg Sk SR k] éf:é; (U. S Chamber of
Commerce ) 1 m’aw L%ﬁ R AAEM AR E L SRERT £ A4 F
(USTR) %2007 & 49 30 p % L Q00T B 301484, ¢+ #F WAL - R
F L RBT] TR R CE G R Y BRI TS BGLG § WTE F A
%ﬂmﬂm#ﬁﬁ’vﬂﬁi FHES MRS L EP P R R ERAE AT REM Y
A5 7 8 p AF gt W2 fTH 4] (ActionPlan) &3 5 f13ehd o 8
® ?WJIFT#H‘)- ) l/(;J:_‘%.B&;‘]*\ A Eume 28 Y B VT\956 3

fa TE‘TJ: FlIA# * £33 [ Abbott Laboratories °

%5 1 Decree of Department of Disease Control, Ministry of Public Health, Exploitation of Patent on Drugs &
Medical Supplies by the Government on Combination Drug between Lopinavir & Ritonavir See
http://www.cptech.org/ip/health/c/thailand/thai-cl-kaletra_en.pdf

6 =5 FIae2 23 fl http://www.moph.go.th/hot/White%20paper%20CL-EN.pdf

¥ http://www.cptech.org/ip/health/c/thailand/abbott04102007.pdf

% http://www.kaisernetwork.org/daily_reports/rep_index.cfm?DR_ID=44254

9 http://www.alertnet.org/thenews/newsdesk/BKK226088.htm

0 IFERE A5 7 WHO~UNAIDS »NGOs 7! Medicines Sans Frontiers The Third world Network~ The Consumer
Project on Technology ~ Clinton Foundation 5§ #.5. 3 F‘J”
http://www.moph.go.th/hot/White%20paper%20CL-EN.pdf

1 http://www.ictsd.org/weekly/07-01-31/story2.htm

2 http://online.wsj.com/article/SB117378109135135324.htmI?mod=yahoo_hs&ru=yahoo

%53 http://www.bangkokpost.com/topstories/topstories.php?id=117965

%4 http://www.uschamber.com/press/releases/2007/march/07-50.htm

7% USTR A,

http://www.ustr.gov/assets/Document_Library/Reports Publications/2007/2007_Special 301 Review/asset upl
oad file230 11122.pdf

6 Brook K. Baker 5% FHEVL USTRF:*"J} Fi Action Plan 5% = fifRl {2 A BIEISEE H fUF25  See
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B PTG R R RARE o T G S LR E 80 7 4 ARVs # & nelfinavir
P B .f“a\ Far Manguinhos % :¢ > nelfinavir # % & {14 + F. Hof fmann-La
Roche Ltd. "g¥*> 1 & 8 * 31 P &% & sofpad = $43& 0 4 & 40% c3F *H 4740 > %P2~
B OFCREA R e AP o 2 2003 F 84T T RS EF R EREE 0 FLEJE
Fear S E T 0 PRI AR 40%0 R BB R R R 5B 6. 100 g 0 T Tk
&t £ 90 5 pEFH Lo rllEs-i2 e ARVs # 50 5% & _lopinavir-efavirenz
% nelfinavir » 5§t £ 11 " Merck & Co. & = & prfd = 3k © »0 2000 £ = &
FORrE T RS {1 F 5 tenofovin FoedidliedE 0 2t £ 5 P &4 4 Gilead
Science T = & Frfid * AR VE N D1 % o LR ET G HFANRE EF - AL R
ARVs # 5 Kaletra i & 3 413248 > ¢ Abbott Laboratories % ™ Bg & "% % 469%™ -
PR RENERERTESG DT LR T T A AH S ARV ISR AT F 0
2000 # 55 120 5 ~ & HIV-‘])%% %‘b'%' AL EFH2FAFR T F kRS
Bt ol #ihb]F o BRI R EFRAENEF AL EL S R
i % I ARVS 4 > T Ed K- A##ﬂ o R Y F AR Y P AR E
LIS S SR i e B

Rype d @izt v s 2 JIVis R HEE i 4R4F5FFF~ 27 80
% i it ARVs #F4» + » x Hd — Ly b ihg %" ’ér_Fi%\ efavorenz - Kaletra %

http://lists.essential.org/pipermail/ip-health/2007-May/011145 .html
7 http://www.unaids.org/en/Regions_Countries/Countries/brazil.asp
%% Law No. 9.279 of May 14, 1996, to Regulate Rights and Obligations Relating to Industrial Property B2
http://www.araripe.com.br/law9279eng. htm#patcap8

” See James Packard Love, Recent Examples of Compulsory Licensing of patents, KEI Research Note 2007:2,
(2007), available at

http://www.keionline.org/misc-docs/recent _cls.pdf

% Oxfam briefing paper 95: Patents versus Patients: Five years after the Doha Declaration, at 24-25 (2006),
available at http://www.oxfam.org.uk/what we do/issues/health/downloads/bp95 patents.pdf
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FHE @Y ) A efavorenz &7 & B S F B LS P 109 2~ mR WO RS F R
BEp 0.65%~ a8 2 %%ﬁ]#%%#ﬂ0451m’§?¥¥?ﬁ£’m??@
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FEREN R on R AU F LB G ko § B, R ¥2F) 55 1458 4lﬁwﬁ
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+ERE
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%! http://portal.saude.gov.br/portal/aplicacoes/noticias/noticias_detalhe.cfim?co_seq_noticia=29717
%62 http:/news.bbe.co.uk/2/hi/americas/6626073.stm

963 http://www.ictsd.org/weekly/07-05-09/story4.htm

%4 See Love, supra note 535.
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PR p it BFHELTTRAM BRI TG A8 TRE Y BRSEE SR
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%**’ﬁEW%W?ﬁﬁ$@&j2%6ﬁlgIB’ﬂ?%j%Jﬁjﬁﬁﬁ

RERRER m%ﬁwﬁﬁﬁﬁﬁﬁﬁwéﬁ%é% Brs 72 - 2 TRIPS
EA- #@&M&Fﬁ%“f%ia’ FRENEFEN AR TR R EADT £ T 2016
EL 1P RaFe S FESEQIREL MRBFRTE R RS B2 i
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Model and Industrial Designs) #%:136riF#z = 1‘@:}7‘54&‘% SERET S Pﬁé%%;i
2M6319lﬂﬁﬁ”%?ﬁ%m°5—%w”%4iﬁfﬁ’%# W@aﬁ%t

7 % HIV/AIDS g ﬁ@]ﬁ v T A %Jé@’“‘g”" B HIV/AIDS ip R 33 f 2 LW
“f%ﬂ‘:IE" 0302004 £ A& d B S RZE A4 € (United Nations Children’s Fund ; UNICEF )
fRap o B B SRtz F S Triomune’™ » A d 20 H @

%65 See Musungu & Oh, supra note 92 at 13.
966
Id.

%7 1d. at 13-14.

8 PR 2004 F 10 £] 13 [IASEL WTOKFE B o % WTO Flﬁﬁ!‘
http://www.wto.org/english/thewto_e/countries_e/cambodia_e.htm

Fef K 2 HUEROR ~ 9 WTO S0 LY H8 » 1 TRIPS fif b S A 3 1 s ¥ OBy
See Samnang Chea & Hach Sok, Cambodia’s Membership in the WTO and the Implications for Public Health, 4
YALE J. HEALTH PoLy, L. & ETHICS 363-372 (2004).

w 'i 5@’@{3 FIRERES - A0 F 97 WTO » Ji= = g ks 2 H ;ﬁﬁyﬂ‘, E' , ﬂp FI WIPO fift
f‘u@l RS A IAE &S [J ) Iif}ﬂ_ WTO [§E > mﬁig%igrﬂﬂ\a&l@tp i 2007 F [ = [
kg RIPS A j’rr/\ e A WTO pi742 =< Rufus Yerxa #7#- H lg_l%!q\ n]JT 7F+]J/‘],"‘ H A
E{ g[r'?f__,I £ gu%“ﬁ |&ﬁ¢+ﬁ‘£L&‘ﬂ’]‘E|[ E?JJ 2016 ?ﬁﬁ R ;J;%[JH;
%MW
70 [IERAETUNAIDS % WHO2006 5 AIDS #)5 » [ 2 W59 ) 94 4 * 15 HIV O, R 8 2 % (15
E[] 49 By ) RSG5 14.19% » AIDS 355 7 £4 8 -+ ~3=d
http://www.unaids. org/en/Reglons Countries/Countries/malawi.asp
o Human Poverty Index £[5¢27 85 » & 76.1%[10 * XI¥ 7 7Ph 2 F 5% © Id.

% See Robert Lewis- Lettlngton & Chikosa Banda, A Survey of Policy and Practice on the Use of Access to
Medicines-Related TRIPS Flexibilities in Malawi, DFID Health Systems Resource Centre Issues Paper — Access
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to Medicines, at 38 (2004), available at http //www.dfidhealthrc.org/publications/atm/Lettington.pdf
7 Triomune fL{{|% CIPLA ﬁ’}ﬁ’?ﬁi FLfYV R iSRS £8E > (11 Lamivudine ~ Stavudine » Nevirapine3 7E
BEYRTHL 7 o % CIPLA ; ﬂﬁfﬁ
http://www. cmla com/admin.php?mode=cat&action=disp&parentid=2 &catid=9
7% See Lewis-Lettington & Banda, supra note 548, at 42.
% 1d. at 39.
TR BT fi iéﬁ“,ufﬂ%*%‘é“w;i vl cwﬂ;ﬂ i @F&ﬁﬂ! Fllgr== 2016 & ;{F[E %% o See Alluine H.
Mabika & Leslie London, Implications of the GATS and TRIPS Agreements for the Rights to Health in Malawi,
9a7t78 (2007) available at http://www.equinetafrica.org/bibl/docs/CBP13tradeMALAWI.pdf
Id.
o8 See Musungu & Oh, supra note 92, at 15.
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ST &) BRI FIE BT BLE TRIPS-plus (55
S R BBV 2 R S B

EFREEARTEFZ P FER HNFEMAR FERILpd F AR
u+%$‘= UEE=IVE S P B¢ R BB £ B 2. TRIPS-plus %45 0 & FIR AL >
ﬂiée’eﬁﬁfﬁr“%amﬁeermﬂwxeem%oufﬁee%@ﬁ?
FEBEI RPN B IR AR TRRE L0 FSARERHAL L
E»’@E‘KIT Q].J:( ﬁé— :—ﬁ‘*lz/,,\,égj}}fp—}

=%

uf’

SR LS

- FH F EJJHJEI % (patentability criteria)

TRIPS #2 % % 27 % 1 BT “H L KEHMAE BN 2 P N 3 2 gm o B "E*(UTE'_
BN SR F BRI & SR R SRl Sl aa%TMMT?}ﬁ
5 i—%FLIi’ v & %2 f1* | (industrial application) & # & 2 5 * 14 | (useful) %4
il

FREJERF o i TR g e R B E R R R

82 TRIPS {23877 R ST & A B ’,‘ﬁ‘bﬂ TR IE@W \Pj 73 lyﬁ@ﬁﬁﬁﬁ_ 3«4
PRI B RUE ) T [ ff iE Fﬁ » ISR e R E R SR R [I[ESJ’%; ok u—u [1fYEsf > TRIPS
ﬁu{?ﬂ 41 |[7KF) 5 'FW\»}L?J 1% 138 [&7&3 J[J (mstltutronal ﬂex1b111ty) IR B E R P

1—rrv

=

PRI ok i AP - st - g - CAFTA-DR
vkl E’IFH‘%’ E,,H‘}JJLEI]JL HAREERPL U (resource constrain ) 7 d]]’ﬁt"j ?4 [T Fﬁifw i
S X ST TR *'ﬂ*ﬁiﬂ Jiﬁﬁ%ill féjj FHAEIH [Jﬂ ENG (addmonal institutional

obligations ) ° |7H%aUNCTAD #1996 & % World Bank 15/‘ 2002 Ffr[é?ﬂ J’T':éi“ & iR TRIPS {3774 E |
EFRY ISOE 200 EJ ) ﬁJ Ea Ip[‘r?f ph R 1 ”Ar TRIPS-plus 53] }LH/ ’rgq IR LB PO e
rﬂi;ﬁz4Widﬁr¢w@$ﬂ < T REiEd R, ﬁ@enjfu MVFJW@%ﬁﬁ%H:W&H
Eﬁ 710 AR FIEY phiss e BHSE i I/ Ebjw‘fﬁ '*L “[i5E - See David Vlvas Eugui, Regional and
Bilat aI Agreements and a TRIPS plus World: the Free Trade Area of the Americas (FTAA), at 17,18, available
at http://www.quno.org/geneva/pdf/economic/Issues/FTAs-TRIPS-plus-English.pdf; See also Francisco Rossi,
Free Trade Agreements and TRIPS-plus Measures, 1 Int. J. Intell. Prop. MGMT. 164,165(2006).
‘mem5%4mQ1@%£ ﬂW@we%ﬁ“ﬂmﬂﬁ£Vﬂ7 HES AT %W*Wﬁpr%
phize e p )T S rji & EFRAT VTN T SRy 4[*‘}%@’3% '” (drspute settlement panel ) ;
:?T‘}HLE‘I 21.4 {55 *’:F‘t?',?ﬁ el 5 [ E“EF [oer izt (O] WTO e VH B j%‘[ﬁiﬂ'rﬁll

RIS (o) | DA TR T ) W&ﬁﬁ” iy
g - ] Hw‘[EWJ Atk 8 (choice of forum) - 7\“5’%"‘/6 RS
B g@{VﬂW$ﬁﬂA71Wﬁ s et s

f lFﬁ*m\B«Iﬁ {FJE LY )
R e e IS 77 TRIPS-plus ek - BT FIBARA L 1852 - o
W[ﬁ%"’l’?ﬁ”ﬂ* I’ FTAs 15 J[@Ffiﬁ/‘ﬁ&j R J#’JTE f[ R ] "5‘ TRIPS 757 27 fl;r)J I’EI b) #FHHEH
;wepmﬁi @ﬁ%@%ww%v ;ﬂ R - %%@@W%%T : I CAFTA-DR
15737 15.9 [%97 2 THHET FH‘%E%}[E&‘*H“J RIPS 5727 [y 3 FI BN ~ sl e i FeE 7#[1
T g IR r.[| FIES ﬁ[#’ﬂég FII sl 4 Ili’rﬁglﬁ Y% ] (reasonable efforts) ofpsase | # ﬂJ
1% (WA g Dﬁ\[ﬁﬁ'@f‘,ﬁi : ”’E’f HT" TV 15.9 (€572 /EIE‘IJﬁI = 2o %ﬁﬂJ‘l‘iﬁ%“ﬂﬁ?’Wéﬁ g
F Y (B EEE T fEVRCE B FL{%,?‘ I TRIPS-plus f5&F EL 55 77
185 The U.S Patent Act ,§101. Inventions patentable: Whoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new and useful improvement thereof, may obtain a
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El

Fliz - 2 %é#fﬂ**ﬁ*ﬂiﬁﬁwﬁﬁfﬁ SR IE S IR B 2 T
FREGRE o a R B RRRA -

BRERGEFLpD FLIR 3~ ERLFIEF ¥ LA o 4o CAFTA-DR
BRE 159 B E 11 TRk - THEP B N F 2T AR ¥ (special,
substantial, and credible utility) £ % ¥ i~ & ¥ 4| * % (industrially applicable ) 186,

BRAD TR HE A EREZRTROTE N, 2 mE T B A
i ] g o gxg WA T i H e %xﬁ'}; FUE 2 % o F BldeF E 4538 (business
models )~ 7 € F%EHiE* LA ¥+ AR % g P (purely experlmental
inventions ) » ﬁ\g):i'" 2EEG é’r_ Al R AR RRR T RZRS B R
miRRR AR RS PV REG T 1Mi~&&%@P%f%Wwﬁxﬂzlﬁ

(research tools) ¥ it % | & | iF%2E > & ?%%ﬁiﬁ L JE L RCE T R L A

P& denR*PFAF1E > ita BES ?%—?ﬁ%ﬁ‘ﬁ?“ézlﬁg';zﬂ@»“f”c

i;mJﬁ*

SR BECIE B RV ;EJJ’ F% (patentability of new

uses of known medicines; patentability of second uses )

TRIPS % T $50 % F HF 5 a7 7 = M L35 &2 038" - sajams
WTO ¢ R BF pd F#enfpf]!"" @AW > Bl ¥ 2 %G FF it * 3 3% (the
new uses of known products ) ~ F'@ #| £ 4 & S0 & (combinations in fixed doses )
2% W B a5 e 2 ¢ (minor modifications to known molecules ) 55t 43 B2 & 41 o
i@fﬁW‘wﬁ‘@&%‘Wﬁﬁ%iéd”%%Lﬂ’Eﬁﬁ LRI =
FEF2ATRY O EFERRAD TR EY 159 2A RS G Fh 2
#r ;‘E“‘% % (newusesormethodsofuse) R R S B8 EC P
4 AR SN
BEAD AT ZRTRELIEAFRER AT LIS 5 EF (evergreen)
B9 RERGEFFULEFT - B2 I RESE o g R AR L S
© 3@.%?‘] TG B LER R ATE Y ?«‘%’ VBN EET Y 5 e ﬂ-gfﬂf—‘%

patent therefor, subject to the conditions and requirements of this title [35 USC § §1 et seq.].
mﬁﬂ@@ﬁgpp@ﬁﬁ%@@m9lmdup {@ﬁ%@p@ﬁﬁ“&@n9ﬁmﬂyﬁ~§ﬁﬁ@p
FIEY Eﬂi'é r)J 15.8 [E5Y 11 Zf1 ~ SCBR4EVRT bl [RE Y 16.9 K57 11 2f ~ 3 @‘«I%{j A FERRRY b RLE ST
16.9 {5357 11 Zfi & 2 T L -

87 See Roffe & Spennemann supra note 602, at 80.

mg?l@ih%%rwﬂWﬁﬁ fil % SR 137 i HIV/AIDS - 937 HIV/AIDS 9713 (new
uses ) iﬂ\ IS EJ’ | o

%9500 Fredel‘lck M. Abbott, The Doha Declaration on the TRIPS Agreement and Public Health and the
Contradictory Trend in Bilateral and Regional Free Trade Agreements, Quaker United Nations Office
Occasional Paper 14 (2004), available at
http://www.quno.org/geneva/pdf/economic/Occassional/TRIPS-Public-Health-FTAs.pdf; See also Carsten Fink
& Patrick Reichenmiller, Tightening TRIPS: The Intellectual Property Provisions of Recent US Free Trade
Agreements, WORLD BANK TRADE NOTE 20, (2005), available at
http://siteresources.worldbank.org/INTRANETTRADE/Resources/Pubs/TradeNote20.pdf;

U190 g (41 I PV BT BL AT 17.9 (55T 1) ~ SRS DR BT BL LT 14.8 5T 20~ X
B £ FTETPRY pAfos <57 15.8 fRET 1 7

191" See Roffe & Spennemann, supra note 602, at 80.
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R EET LR R BV R AR - FR o B2 Rk ] A
PEETEDEDAFDL AL A X LERR o

ST H EJJ F I eV B?Lfﬁﬂ (restrictions on the authorized exceptions )

TM%FN&JON%&@&WPT%?W% NS RS S SN
(limited exceptions) = # ¥ WTO +4c £ + & 5. & ] %2 % ( Canada-Patent Protection of
Pharmaceutical Products) panel # 32! e ¢ #-2 % Bolar exception » * F early working
exception > BR4 B 7 & H] i3 **ﬁ%% JFEReTigsk METERERT AR TE LT
o AIE LB n‘—%? B RS TS i S~ B S FIE R AR T EARAPE
K FFARE L ERAENYR TP RFELRR M ER T LU B IR D

R

PERHLpA FrRIS AEAWNEEERREF2Zpd Fhira? Fulr
Bolar exception ¥ % | ¢t F d > GldeEZ WATHeH pd T AR TH 167 5% SHERLTF G
HF R A é?ﬁﬁﬂwFﬂaﬁ?%ﬁﬂﬁgjﬂm%ﬁﬁwﬁ’%%i%sﬁ
@A FETREAND et > 28 aEAAE N - #r fpsd ' o < 4o CAFTA-DR #
TH 159 ER SHP L4t T B ﬁFF” # (once the patent expires) | 2. 2 & » 7= 9
LHIPE DT ORER G AR RARRE D B E R R e 0 f ARG
pd Fhadez pd 7AYo %agﬁwfuu%“Fﬁ$ HoEpeha o 3
Hagseh o

wRERATEF 2P d F 5 2RISR e Bolar exception 5 tF R E_ R E R
LAz Aprt e 2 RE 2 ;I* b % & 5]t (regulatory review exception ) R T Fl
BRI G RypIIRE BB R 2 ﬁ""".‘)%”’ Flr BB > 205 ET EA ’fg“%
2 R IH=RE B E A3 2005 & 6 7 13 P A Merck v. Integra Lifesciences, 125 S. Ct. 2372 %
it ie-HRE oGP F A B (regulatory review exception) # FUINE L E R B
ANDA (abbreviated new drug application ) 42/ # & B~{8 4 #84p & £ F 2 fj*u% F) & 7ir 5

S

H

192 WTO Panel 2% Bolar exception 7% 7 TRIPS {7757 30 ] SR o ?‘Iﬁﬁlj Stockpiling exception EJ[JT T
TRIPS 5?30 |7K_ICJ[ [ J

"7 S PSRRI} S RE PR LT A1 (G XS HFF R pAREST 17.9 1574 56 -
CAFTA-DR 7 15.9 {57 5 ZFi ~ SUBNRYVE 127 ELT}%L?T 17.9 557 6 ZF1 ~ Sy & 5 F1EEY pATa 3T 15.9
555 51+ 3B VR BRI 14.8 1575 1 SRS U 11057 pUIS5T 15.8 PERYS o » Sy
FIFPET phize sy 16.9 (357 5 7f1 ~ S [lﬁl——gﬁg P pA 18T 16.9 [RBY 5 2f -
”%ﬁT$$W§W”ﬁP“?Wﬁ£ﬂM8W*5F‘mwﬂmﬁ“E%%%ﬁM9§ﬂ5$‘§W
E [%Fﬁwg FPE7 B 8T 16.9 [R5T 5 2F «

”95 US Patent Act, 35 USC § 271(e) provides: (1) It shall not be an act of infringement to make, use, offer to
sell, or sell within the United States or import into the United States a patented invention (other than a new
animal drug or veterinary biological product...) solely for uses reasonably related to the development and
submission of information under a Federal law which regulates the manufacture, use, or sale of drugs or
veterinary biological products.
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Z % BREORFRZ AL FRAERF LAY BRI o
ﬁ%ﬁdm%ﬁiﬁk#ﬁ@ﬂﬁﬁ%ﬁmiW%éw’&ﬁﬁﬁmﬁ@4m¢®g
B BRTEATL 238 o KA pd T AT Y BEARP 2 3F Bolar exception 0 2 &_{ i
TR R AT A RGP R TR o PR QR R A R RO e
¥R - B RER LT #@%Rii CEF D TR RBREACT A RITEAF LTS
FRKRLFRT G ATER

x CAFTA-DR ¥ %_~ % B ® $f ~ imag PR LR m g f”;’,]k;g?;ﬁ)\ r g
£ 0¥ B B % (once the patent expires ) | 2 2 z_ %> 4| § & BT R
% &_%?'HEF;‘%% {8 o Rm *%’K/}E&]Aﬂﬁil?’bﬁ&gﬂ\i« iV il{l?ﬁ’?@%‘:’r’? ZEE LD
EIR LR B R > ot e 3 e 2 02 '] Bolar exception 2 if * o

I

5’4?}3[1,5%‘&9:1’”;1%@ R F ERGR AT > BARETIA SN
MBR PR FETR TP A e 3 HARR Lbfé#ﬁaﬁ'&vﬁ.@.sqﬁaﬂxﬁﬁﬁﬁﬁvé o
%%%E?%?&xWﬁﬁﬂ?%I]#iﬂfﬁﬂm Frivide@peng”
A RARES T B a i T v *%*ﬂﬁ A%ﬂﬁﬂw“#%ﬁ
?%ﬁama,éi OB PR RES fEA E RR R R AL L B
Mr 23 5k R

ST SRR IS

TRIPS % 31 i 4 A LT B 413D 2 r et 22 2Rz 2 % 58 (b) { P37
ERMT A (FATES P RBLRFATE - A EHEGL BN E AT p d
3R TR RS SRR LU Glhe 2R A T3 RS 420
AT TR AR A LR IR R (o) By
PR sy RInE S F 34 (anti-competitive) F &2 il (2 ) SRR £ ¥
( public non-commercial use )~ & 3’3? % J5 ¥t (national emergency ) & H s 'T % = (other

N

4
ES

5

circumstances of extreme urgency ) > * "R & Fefipe RIS AR R A W (=)
FRGALR D Ra X AP EF %t £ (working requirements ) o £ F;EM A d F
PR 1790 S T3~ FRATHHE I TR 167 55 678 - H RS
AFERY VR wf%féiﬁtéﬁ BREN ﬂ»"‘ B SRR H B IR A IR
ForoyHFrAERJEARL S OR? T8 REJIEAREE LG MDA GE T
E E\"g #f.&% °

13 E_TRIPS 2 2@ & & 842 - > BRI F2F 2 BHEL 24
FoM R gERr s  FRERM OXRBZEER T YRR BRELEFIERES
Bzt emmBpad §FhT RSB ndlEEd 20 UG m g g

1% See Frederick M. Abbott, Intellectual Property Provisions of Bilateral and Regional Trade Agreements in
Light of U.S. Federal Law (2006), available at
http://www.iprsonline.org/unctadictsd/dialogue/2006-05-03/Frederick%20abbott%2012%200405b.pdf

197" See Abbott, supra note 613.

"8 1d. at 12.
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(FAF wod BERRM ZRATRR P d T3 R R W R IR
fEAGRNFT I FHY (LF LR 2R BE R Bl R
L AT AR L R R E TR AN

AP A S TR R L R AR R R EL g Y

SVIR BPRCHS (revoke) FFIBHIFT (grounds) Pl

TRIPS 5 % % 32 iF 2R 2 ¥ > 1975 2w s fedh 2 -3 R EF 25 521
§ o R fUERT LA L 2 B 02X TRIPS 2 23 AR T f e A7) T 1 diedd & 41
o & TRIPS 57 427 R A T 5 B B & FRRAE > TRIPS # T %K A v 5 0t 1728 >
FAERATHRHEJIEZED o S HAfE S TRIPS 2 325 WTO ¢ A R# £ 4 >
Frp At B2 Ed - FP WTO € B W7 8.2 2 % 1% (public interest )
HFEOEREEEE SLAEET (abuses) £ % o Fegh & "

FRSEFLA PR O REREOLZ 0 FRRAN O ABAI TR
YIBE e QBT I 3 020U o blge US-Bahrain 15 2% 148 (5% 4 R L G &
Foes amd 88 (refusal )RS B IR & F] G iF 0 (fraud) ~ 2 F mi
( misrepresentation ) & # T % @af7 5 (inequitable) % ¥ d > 4o 7 Fedl & g & @ & )
7 i 9 % (unenforceable) "2 o Jl 4.8 Tk P ER L 12 2 2" -

Eyp T B A TR LR R BT D 0 RIS  7 F
MR TR LML R AR AREREHE PR R e 2 xS
blacig F 22 R ETd P8GR DB TR A FIEE L EF 28 R 0K
IR -2 R R R I

E1RE S FJJ* FIFRARIY 3=

TRIPS % % % 33 if 22 &% f|2 WP F 72§13t p ¢ 2P A28 20 & o |2 F] & |
WED TR FL AT AAPER LAY > FL20EL{YRFEL LA
iR }%a‘r“{f {7 A2 B 42 p opF B (administrative procedures ) » 4 % % J14#
AR R P ey xR P (effective term of protection ) e rik%? BEEa T (7K
2R ¢ 7 & 4% & 425 (patent examination process ) 2 + # 3F ¥ 42 A& ( marketing approval

process ) °

1199506 Morin, supra note 591, at 49.

noo@l’”tﬁ?&ﬁ@ﬂ%@‘[?ﬁ?}“ FIFIPE7 ph Y 17.9 (%1957 5 2F1,CAFTA-DR 1 7E87 15.9 [T 4 201, 3 B EF[F
FIRY phtat Y 17.9 [T 5 ZFL, S By s B O eY pAiss b0l 15.9 (K7 5 ZF, S Er bl Il g7 phfss sy 16.7
BT 4 F1 ~ SR 2 F TR B f) BT 15.8 [ 4 0 ~ SUBRERY bh [RLERS T 16,9 [RET 4 2F ~ SUBH ]
PR b IRLER ST 16.9 [£5T 4 7 -

1201 = psiyk F%fgif/‘gjl FIHEEY A > [FFRIV clear hands doctrine » 7t F 7k 57 AVZEITF1R6] (refusal ) ft g (4 »
Fel (fraud) ~ T ¥t (misrepresentation ) F ]+ 7Y £} (inequitable) il I]ﬁ ) ;‘[F",Fl‘ ‘F‘iﬁ(f;‘ﬁ o
12025ee Morin, supra note 591, at 49.
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FTRIPS $2 T % 62 5 % 2 WA T F HEMABL LT LGS RENFie 0 %
ﬁ@%&%ﬁai@%nﬁgﬁﬁﬁﬁwéﬁf*Wil’@Wéﬁﬁ%ﬁ%ﬂ’fé
R

el AR VRGP RS B LG G EEREDYEF o XA TRIPS
PrRTEPG ERZPE " ARLEJIFREDFFE T § 5HRF AR 5 {HE
PR ST R ERMp TR
FRMTEF2ZAI T Lﬁ*ﬂ%?‘]%?}ﬁ}?& FE AR AT N TR
FoauF ik B F2 R ¥ L TRIPS-plus if 4% -
- AR
FREZRATEQNEEDT G AL pAE > 07 €44 L&D
LAVEED R 0 2§ ook b JIED B2 P AL E W4~ WTO 1 > B2 1999&#1?2@
Hp R IR X (Patent Term Guarantee Act) > L% % # W& /5 (USPTO) # it 7
PAe3 &N PE AT PIA PR £ me g E e
FR7THDRUE L] FHEDPF 2 e R F2pd ?”;T‘f‘vi’”f"l L)
rzpd PRt deepd §EE i&’!f%?ll%?}ﬁ}iﬁ“ﬁ/}&n%ﬂ R R B
Yol FRATRE A AR AS 167 F TR LG BJHEAL 2R B RE
EEJIEEDE A ELRAFAAREY 3 LB enuf o X 3T WE LR TV ALK
% £ 32:£ % (unreasonable delays) I aé@degp ¥ FEflz pded & A O F 2 k> &
;ﬁ_]‘\%ﬁi Pis 2 &8z ek, J'lﬁi‘:’&j Z 1%12060 % W4 ~ CAFTA-DR - % @7«]7?:6% .
FRAGHB LA ?T’ngé’ﬁiﬁ'lﬁé‘-é"l"”’iﬁﬁ FREEE: - p Y B fladesE 2 g
Bopis3 e,
o el
ﬂ’?‘xr‘% Ly (FDA))I*—Jﬁé% ?L—rxﬁiﬁ»ﬁéﬁﬁ&ﬁ’ 3 P= S S
FERTF L JIPE a1 FFFRAV ¢ 73384 > H- L qpskiE% (clinical
testing ) ¥% 4 0 H = A 3FV AR5 R4 (approvaltlme) FRLAE D FT A Pt &
& AIZ % 156 i (* fLz & Hatch-Waxman Act) 2% 4 ¢ F 0¥ it £ 2 & ik
HEPF L r2 - PREPRDPF I FTRADPE AL FRESE - F % EJDF
BI7 @428 14 & (R ?‘]ﬁ}’ﬁ&a‘r“{f FleF e AR ATHRZ R o A bt & ol

12 |d. at 43.

1204 The U.S Patent Act §154(b)(1)(B)Guarantee of no more than 3-year application pendency. Subject to the
limitations under paragraph (2), if the issue of an original patent is delayed due to the failure of the United States
Patent and Trademark Office to issue a patent within 3 years after the actual filing date of the application in the
United States.

1205 41 (i) any time consumed by continued examination of the application requested by the applicant under
section 132(b); (ii) any time consumed by a proceeding under section 135(a), any time consumed by the
imposition of an order under section 181, or any time consumed by appellate review by the Board of Patent
Appeals and Interferences or by a Federal court; or (iii) any delay in the processing of the application by the
United States Patent and Trademark Office requested by the applicant except as permitted by paragraph (3)(C),
the term of the patent shall be extended 1 day for each day after the end of that 3-year period until the patent is
issued

1200 (| I iy £ B g[glfgf Bh{E57EBY 15.9 BT 7 2F1 ~ SUBREPVE TERY Bh 35 RE8Y 17.9 57 8 2F1 ~ 3
B DRRF TE Y B 8T 14.8 287 6 ZF1 ~ SUBIe & F 17 pA sy 15.8 |’“‘T6 ,El o

27 5 &IFFI?]JE lﬂl‘é’f PLIZ BT 17.9 (€57 6 ZFi ~ CAFTA-DR {2387 15.9 {557 6 7F1 ~ SLBRLELF 11187 phiss e
57 16.9 [%37 6 7f1 ~ S [IH——EHE PR pA 18T 16.9 (R8T 6 Zf1 -
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FRPARABDEMEE N IHEEF2Zpd FERT o p EFROYLpd Frian
5 ’ié%fi,iﬁgﬁlgﬁﬁﬁ o FORE N EE BT uAEE A T T AR
B I 3R A é\.g“ﬁﬁﬁ?”ﬁ »ed A o 3];;]1,&:;7*1“]:‘, ﬁ Ll FARAA D (e ha
TE A 9 E A2 B (another territory ) ,T*uffl PRSI A 5% b (safety) &3 %l
(efficacy ) 22 T#L (Gl4rk 5 3F ¥ 3 25 2 ;}7?) FL2FF B ARA mé@ B )T;L,;Q
€ ARz 2 Ry b R ATHE IR A L‘I‘i' .ﬁﬁf‘-’r’7 F u;;gfnjﬂprﬂ*,‘}f%@wgﬂgp
1209 o oxoge ) H RFSFe P o ARz i » v gk BIHF o

HELJIGEDF LT RE LT LF D P R EJF S bu £ DL )7 as
BRE RPN FESOT LB ER A TERRLBE RO RS
Fe BRLBE G RO RAGRAA L L3 5T RS g SRl 2
Lgpzadd > A FRUETES DB QIUERYRF 2 A pte > LR HELHF (maximum
period ) "4 > B R ) B 7 v B AQHE 20 £ o LR 2 WG AR R B DR
aad '%%?'J%%W%% CAPEE  DHBE Y RRp AT PR

X AHG R ERAY TR RS E RS R PR RMEAR

3t ae £ IR b b s 22 SLHR KRR T BlAeF B I AR TS B
Fopd PR TRAIOHITApeFT PP AR S BUEZ AR T RAoE R
#F BE S ESUH S R RTIRR RR B A2 - 38 B kI 14
# 2 1] o 'ﬂ'}z v pd B R R Y B ARy Hatch-Waxman 2 % 20 22 0 » >
Hatch-Waxman i# % BA REf sc b I E > S RpFf t5v 325 > Rapd §2
PP B B JIERE o FrAE MEFET AR o & 57 Hatch-Waxman Act 7% fe
#% 4 BGR A Henry Waxman 4= &/ 5 %+ 2 B p.d. 5 2 5 22 g 1210

1208 = jﬁjl FIFE BT 156 fRERAFHEIFED 5 > W BF 2% F ¥ E¥4% - See Abbott supra note 44
http://www.iprsonline.org/unctadictsd/dialogue/200 05 03/Frederick%20abbott%2012%200405b.pdf

209 3 Baie AR BT BATS T 14.8 (5557 6 21 ~ I R [ BAE L5 15.8 (55T 6 2F -

1219 See Carlos M. Correa, Implications of Bilateral Free Trade Agreements on Access to Medicines, 84 BULL
WORLD HEALTH ORQ. 401 (2006).

1211 http://waysandmeans.house.gov/hearings.asp? formmode=view&id=1107
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FTA \Y Vv vV
£ FaT4e v
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£ R -
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FTA A\ \% v A% V |40= \Y
AW % v
AR \% A% A% V |5 | VvV
4 FTA
£R” v
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2 RFE vV
FTA \Y% \% \4 V | 40= \Y4 \V4
£ Rfs 8 vV
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@i’ Fl f‘, FIE Y pbiz et > available at http://www.ustr.gov
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EE-BATE L BRSPS BB ER T 2R ookt ¥ FRRERT
Ui %%ii BHFT A TRARFRTCPET AR S FERTIIRIASET

2
RRETEMARRRY CIEARR > B BB B Y BRI ST EM
é_%&#}vi‘ * }f% 4 TRIPS 5 7_¢ 3 > WTO £ & F B2 B2 B 722 % » & TRIPS
PR P B4 A B 2 T4 (undisclosed information ) » 12817 o
AEEATELD O FRd pPNFE AERRNE SRR CEHFETRG L
F 6B RERID S MRS H 8 Ap b T UL RE % 22 § > TRIPS 5 2% 39
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