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“By coming together, the world can turn the tide against
HIV/AIDS—once and for all. . .. I call on every member state

to maintain its focus, find new ways to join this cause, and bring

us closer to the day when malaria deaths are no more.”’

FOREWORD

Intellectual property law is often classified as 2 regulatory tool
that is intended to secure commercial ends. While this may be
true in the majority of cases, there are tmes when this law be-
comes a central player in a game with far bigger stakes: specifl-
cally, well-being, life, and even death. This research paper consid-
ers the present (conventional) international patent régime from
the public health perspective, namely that of access 10 patented

medicines.

The Agreement on Trade Related Intellectual Property
Rights (“TRIPS”) is a central component of the mechanism for the
protection of intellectual property rights around the world.
While, in principle, TRIPS constitutes a great achievement in the
battle against free-riders, it has generated various problems, the
most potent of which relates to the Public Health dimension and,
more speciﬁcally, to Access 10 Patented Medicines (“APM™). This
problem has been further accentuated by bilateral (free trade)
agreements that have introduced even more stringent standards of
patent protection. In the context of this research paper, patent
provisions in the TRIPS agreement and these bilateral (free trade)
agreements constitute the Conventional International Patent Ré-
gime (“CIPR™). This research paper explores the CIPR in the con-
rext of access to patented medicines.

The examination of access (0 patented medicines brings forth
4 rich theoretical debate over values, social priorities, allocation of
public goods and the purpose of intellectual property. However,
the issue itself is far from theoretical. The World Health Organi-
zation (“WHQO") has reported that, every year, infectious diseases
kill fourteen million people around the world. Notably, 90% of
these victims reside in developing countries. In light of this, vari-

#Lecturer, Tel Aviv University School of Law. For their helpful comments and discus-
sions, I wish 10 thank Hanoch Dagan, Ariel Porat, Michael Birnhack and Yishai Blank.
©2008 Amir H. Khoury.

! President George W. Bush, Address before the United Nations General Assembly (Sept.
25, 2007), qvailable at http:/ /www.america.gov/ st/texttrans-

english/ 2007 /September/ 20070925120250eaifa50.1523096.htm1.
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O_ui] qu;:lstions need to be addressed: should the scope of patent
rlgd ts that are gr.anted to pharmaceutical companies be limited in
(;irg hetz :0 maxulrluzehaccess to patented medicines? Should APM
rump all other considerations and social b
. : enefits that
aic:ltzmed by patent protection? Should the CIPR be obligafedmtrg
ah ress and gltlmately alleviate the suffering of the sick and dying
who are in dire need of patented medicines?
‘ s?  Should pro
:;sg):ll;stg:?atrzre grz.mted to patent holders also entail mora[l)roll))lfi:;;y
ards society at large? Finally, c: - ' th
CIPRIbe i]lusl:iﬁed on the basis of “SU.I"Vi\«};;.an norcompliance vih
n the first chapter of this research :
: paper, I shed light
VCvilfi’i{hr:gulal.tes and hlmpacts the APM issue. In the secoﬁd c(l)ll;;]tz:‘v
onstitutes the normative segment of thi ,
s paper, |
and assess the benefits and the pitfalls of a me(f)hapnism :}(::ttr;f:
?;1(1;35 ?(ECESS o 1pabtented medicines. In chapter three, I propose a
el for resolving the APM predicament. Fi ’
: . Finally, the
this research paper encompasses a draft amendmegt to t}?: I'E;Ift’g
agreement that embodies my proposed solution.

CHAPTER ONE

H
ow TE?; CONVENTIONAL INTERNATIONAL PATENT REGIME
GULATES ACCESS TO PATENTED MEDICINES

Paterﬁz;p;le iits {mpact on billicns around the world, the Access to

edicines question has yet to b i

rat es  yet to be settted. This chapter

SOl‘rishoulr] tht, while 1mportant strides have been made towardg re-
ng this issue, additional steps are still warranted

1.1 Parameters of the Regulative Framework

i 'filse egltobal economy has_ prompted a “New World Order”
T 7S Spc;l to protection of intellectual property (“IP”) rights.”
s minated in _TRZ‘IPS and other ensuing multilateral in-

ual property treaties.” The TRIPS agreement is annexed to

?

For more on the in i

ternational temn of IP i

LemrEm sys o protection, see generally G
Leaffer’ T he. gﬁc‘i/gtzlyﬁmTl(.}NAL INTELLECTUAL PROPERTY Mﬁn@gﬂyl); Mg'lsﬁgl(l)RAY
3(1998)_ ational Trademark Law, 2 MARQ, INTELL. PROP. L. REV, 1

These ies i “ '
right Treoaﬁe&\ L'rézli‘ues lcxllclude WIPO “Internet Treaties” of 1996, namely the WIPO C
AN ) an WIPO Performances and Phonograms Treaty (WPPT), as A?lpy-
Fors congirge " ents in the form of free wade agreements. See also Leafier su;;ra ote 2.
roR 1o SO uan:I;:;yUof TRIPS, see SOUTH CENTRE, THE TRIPS AGREEM’ENT An((})g]f-

‘ UTH: RUGUAY ROUND AGREEME : !

PROPERTY RICIITS, 15-24 N];1337'{RADE-RELATED b

http: |
p:/ /www.southcentre.org/publications/wips/ tripsagreement.pdF. vattatie “

|
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the agreement establishing the World Trade Organization
(“WTO”)." The TRIPS agreement covers various types of intellec-
tual property subject mater (including patents) and regulates their
protection and enforcement.” Among other things, TRIPS allows
for inventions relating to “active ingredients” in medicines to be
patented.” It also prescribes a (minimum) patent term of twenty
years for all types of inventions.” During that patent term, the pat-
entee enjoys a right of sole use over his patent. Although some ex-
ceptions have occurred,” the patentee is generally able to set the price
of the medicine, thus effectively determining where it is sold and to

* The WT'Q is perceived as a mechanism for facilitating and unifying international trade.
PETER GALLAGHER, GUIDE TO THE WTO AND DEVELOPING COUNTRIES (2000). The WTO
came into effect on January 1, 1595, The international framework pertaining to trade
regulation has been but in place by 1947 with the formulation of the General Agreement
on Tariffs and Trade (GATT), and, arguably, had come into existence even earlier. intel-
lectual property protection, afier being included (in 1994) into the WTO framework, rose
to the status of other impediments to trade, such as dumping and subsidies, which are also
regulated by the GATT/WTO. ROBERT M. SHERWOQOD, INTELLECTUAL PROPERTY AND
FCONOMIC DEVELOPMENT 67-92 (1990); ASSAFA ENDESHAW, INTELLECTUAL PROPERTY
POLICY FOR NON-INDUSTRIAL COUNTRIES 121 (1996); CHRISTOPHFR MAY, A GLOBAL
POLIMCAL ECONOMY OF INTELLECTUAL PROPERTY RIGHTS: TIIE NEW ENCLOSURES? 78
{2000). The text of the Ministerial Declaration of the Uruguay Round of multilateral
trade negotiations stated that
[ iln order to reduce the distortions and impediments 1o international trade,
and taking into account the need to promote effective and adequate protection
of intellectual property rights, and to ensure that measures and procedures to
enforce intellectual property rights do not themselves become barriers to le-
gitimate trade, the negotiations shall aim o clarify GATT provisions and elabo-
rate as approptiate new rules and disciplines.
SHERWOOD at 3. The WTO is a result of the Uruguay Round of trade negotiations, which
was concluded in December, 1993, JOEN HOWARD JACKSON ET AL., LEGAL PROBLEMS OF
INTERNATIONAL ECONOMIC RELATIONS 289-326 (3d ed. 1995). Notably, the majority of
WTO member states {about 68%) are classified as Developing Countries, Thirty other
member stales are categorized as Least-Developed Countries. World Trade Organization,
Understanding the WTO: The Organization: Members and Observers,
http:/ /www.wio.org/english/thewto_c/whatis_e/tif_e/orgh_e.htm (last visited Mar. 8,
2008).
® TRIPS also covers trademarks, copyrights (and other related rights), geographical indi-
cations, industrial designs, layout-designs of integrated circuits, and trade secrets. Agree-
ment on Trade-Related Aspects of Intellectual Property Rights, Apr. 15, 1994, 33 L.L.M. 8!
(1994} [hereinafter TRIPS].
* TRIPS, supra note 5, art. 27.
7 Article 38 of the TRIPS agreement sets a minimum term of protection at 20 years, which
begins running from the time of the filing. In some cases relating to pharmaceutical patents,
extensions have been granted. These extensions are intended to compensate the “patentee” for
time lost during the approval process. Ses, 35 U.S.C. § 156 (2007).
® Several leading pharmaceutical firms have responded to such pressures and lowered the
prices of some of their medicines. Mattas Ganslandt et al., Developing and Distributing Es-
sential Medicines to Poor Countries: The DEFEND Proposa, in INTELLECTUAL PROPERTY AND
DEVELOPMENT: LESSONS FROM RECENT ECONOMIG RESEARCIT 208 (Carsten Fink & Keith E.
Maskus eds., 2005).
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whom.”

TRIPS requires WI'O member states to adopt into their re-
spective legal systems a “minimum” level of intellectual property
protecﬁon‘. But, in fact, TRIPS has recently raised'the standards of
IP protection and revamped the enforcement of [P rights.” Most
countries have now attained membership in the WTO, which is
the primary and, by far, the most significant regulative framework
for international trade." WTO membership is contingent on its
constituents’ adop[gion of its annexed agreements, including the
TR_IPS agreement.” WTO member states are obligated, through a
variable timeline, to implement into their national legislaﬁon all
of the standards of IP protection as prescribed by TRIPS." Thus
the WTO has obligated member states to amend their national IP,

* Patricia M. Danzon & Adrian Towse, Theory and | ] ; !
:hging;:zfi;gk, ;n INTERNATIONAL PUBLIC gODS ANﬂlz)p mtsmo?%ﬁ?gftm%;%g
IZED INTE E i
l!ﬂleichman oy goosi.f_ﬂcrlm, PROPERTY REGIME 425 (Keith E. Maskus & Jerome H.
; Suffice it to menuon the protection that has been granted to well-known marks: the en-
forcement authority that has been granted 1o customs; the recognitien for geo, ' hical
indications and the setting a minimum patent terrm. DANIEL J. GERVAIS, g’[‘Hg!:‘.m"E[ER;(;'a
AGIZEM?NT:lDRAFnNG HISTORY AND ANALYSIS (1998). ' ' ®
of July 27, 2007, 151 countries have joi
huep:/ /www.wto.org (last visited Mar. g, 2}63;;:]01"6‘1 fhe WIO. S WTO Home rege.
mu;:illl:te]ri?fiasAgrtle]ement Efitabllshing the World Trade Qrganization comprises various
ion vv\vrt; Oas plurilateral agreements. The five main multilateral agreements,
Iecmalg on Thmembers, address various international trade issues, including intel-
(GA‘I'I‘)p m;;egy. €se agreements are the General Agreement on Tariffs and Trade
Remos ,AS entta"ral Agreement on Trade in Services (GATS), the Agreement on Trade
—— Sm}:lects of Intellectual Property Protection (TRIPS), the Understanding on the
W . ement _System (D§U), a:nd the Trade Policy Review Mechanism (TPRM). The
A 521;(:1’1112{; various functions, including (1) administration and implementation of
1P imes) déra Ptrac%e. agreements that makeup the WTO {including those that deal with
assistancc,m 3her1f::(s)1tzrl\ioonf :fi;rg’: :Ic;r m;;]ti[z{lltergl trade negotiations, (3) Provision of
1 Nternatonal trade disputes, (4) aversight of internation

::; a::o[:noilcm“:)s[" and (5'12 cooperation with other international institutiongs involved in glgb:ll
Ao 1 {Jgg:;cy ;r;a ng. Agreement Establishing the World Trade Organization art, IIT,
Py y . l.L.M. 1144 (i994) (hereinafier WTO Agreement], available at
2 “IIT)) ’ Wv;;w.w(o.org/enghsh/docs_e/legal_e/04—wto.pdf.

miongzginfeR‘;PS: members of the WT'O are required to comply with the substantive pro-
protestion o ational agrecments and conventions dealing with intellectual property
came e & 0-:'[ notably, the Paris and Berne Conventions). The TRIPS Agreement
corporms TR?;SOH january'. 1, 1995: Dev!elopcd countries were granted one year to in-
years o oo standards into their nat_!ona! laws. Developing countries received five
aremly, oo }t) ¥. Leastdeveloped countries (“LDCs™) were given eleven years, but, subse-
pharma:ceuﬁc(:;m was extended by ten more years, though the extension was limited (o

ens ang s I.p?te.'n.t.&s. T_hus, LDCs are not obligated to either provide or enforce par

See Commes fof'ro t::non with respect to pharmaceutical products until January 1, 2016,
sition Person undﬂr; ﬂ::d]ieé;; lidﬂ ﬁsh;:e]c‘g ;; Lme}!ec[ual Property Rights, Extension of the Tran.
LI:/C‘Z/% July 1, 2009y, eomiops greement for Least-Developed Country Members,

p// www.wio.org/english/tratop_e/ trips_e/art66_1_e. him.
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legislations so as to bring them into conformity with the dictates of
TRIPS and other IP-related treaties and conventions."” 1P laws of
most countries NOW poOSSeEss similar, albeit not identical, character-
istics and norms relating to the protection and enforcement of [P
rights.” This “uniformity” is largely owed to the fact that WTO
members that do not incorporate TRIPS standards of protection
into their respective legislation (or do not enforce them) may face
economic and trade sanctions that are imposed through WTO’s
Dispute Setlement Mechanism.'® To date, WTO Dispute Settle-
ment Panel has dealt with a number of disputes. Over ten of these

disputes relate to pharmaceutlcals.l' Furthermore, countries that

W BUREAU OF NATIONAL AFFAIRS, INTERNATIONAL TREATIES ON INTELLECTUAL PROPERTY
1-14 (Marshall A. Leaffer ed., 2d ed. 1997); Leading TInternational and National Bodies in In-
teliectual Property, in WORLD IP CONTACTS HANDBOOK 43-49 (2002). See generally treaties
listed on the WIPO web site, hutp:/ /www.wipo.im/ treaties/en/. Many international con-
ventions and treaties regulate intellectual property rights and their protection. The most
notable of these are the 1883 Paris Convention for the Proteciion of Industrial Property,
the 1886 Berne Convention for the Protection of Literary and Artistic Works, the 1861
International Convention for the Protection of New Varieties of Plants (UPOV), the 1970
Patent Cooperation Treaty and Regulations (PCT},, the 1891 Madrid Agreement Con-
cerning the International Registration of Marks, the 1989 Protocol Relating to the Madrid
Agreement Concerning the International Registration of Marks (Madrid Protocol), the
1996 WIPO Performers and Phonograms Treaty (WPPT), the 1971 Convention for the
Protection of Producers of Phonograms Against Unauthorized Duplication of Their Pho-
nograms (Geneva Convention), the 1974 Convention Relating 1o the Distribution of Pro-
gram—Carrying Signals Transmitted by Satellite (Brussels Convention), and the Treaty on
Intellectual Property in Respect to Integrated Circuits.
5 However, TRIPS has not provided complete answers all IP issues. For example, TRIPS
excludes Article 21 of the 1886 Berne Convention for the Protection of Literary and Artis-
{ic Works relating to moral rights. See TRIPS, supranote 5.
18 MY, supra note 4, at 76. DAVID W. PLANT, RESOLVING INTERNATIONAL INTELLECTUAL
PROPERTY DISPUTES (1999). For details on the types of disputes that arise, see “Index of
Dispute Issues” at World Trade Qrganization Home Page,
hip:/ Swww.wio.org/ english/ tratop_e/ dispu_e/ dispu_subjects_index_e.htm (Jast visited
Mar. 8, 2008). TRIPS allows for setiling of disputes between member states Over intellec-
tual property 1ssues by applying WTO's Dispuie Settlement Mechanism. Jeffrey Waincy-
mer, Settlement of Disputes within the World Trade Organization: A Guide to the Jurisprudence, in
THE WORLD ECONOMY: GLOBAL TRADE POLICY 2001 24 {Peter Lloyd & Chris Milner eds.,
2002). Notwithstanding these unified standards, TRIPS allows its members to exercise
some independence, including rules pertaining o parallel imports. Conflicts arising be-
tween states over issues that are regulated by the WTO are adjudicated by the Dispute Set-
tlement Body that operates in accordance with the Dispute Settlement Understanding.
7 Various countries have been involved in these types of proceedings, including Argen-
tina, Brazil, Canada, members of the European Union, India, Pakistan, and the United
States. For examples of pharmaceutical disputes, see the complaints by lndia on Argen-
tina and South Africa, See Request for Consultations by India, Argenfina — Measures Affect-
ing the Import of Pharmaceutical Products, WT/ DS233/1 (May 25, 2001); Request for Consu-
lations by India, South Africa — Anti-Dumping Duties on Certain Pharmaceutical
Products from India, WT/DS168/1 (Apr. 1, 1999). For some disputes related to patents,
see, e.g., Request for Consultations by the United States, Argenting — Certain Measures on the
Protection of Patents and Test Data, WL /DS196 (May 30, 2000); Request for Consultations by
Canada, European Communities — Patent Protection for Pharmaceutical and Agricul-
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do not implement TRIPS may be prevented from joining the WTO
or may have to endure the burden of retaliatory measures that a

sanctlonec_l by that organizatjon.]B In this regard, TRIPS differre
from previous IP agreements in that it provides an, effective a S
ratus that helps ensure its full implementation and enforcemelr)llz?;
Indeed, TRIPS has revolutionized intellectual property protecti .

because it has.been able to secure the adoption and conl:t)inued f?l‘ll
forcement of its standards.” Thus, despite the economic, political
and social differences among countries, their respective’ rlzational
IP laws have become exceedingly similar in the rules and norm

that they encompass.” The standards prescribed by TRIPS havS
become the “law” within WTO member states.” For example, thi

rural Chemical Products, WT/DS153 (Dec. 2, 1998); Request for Consultations by United

States, Pakistan — Patent Protection for Ph i i r
wct T /D385 (Ap 30, 1096, or Pharmaceutical and Agricultural Chemical Prod-

Settling disputes is the res ibili i
pu ponsibility of the Dispute Settlement Bod
;Ele(;(:[ltlllg;ll ;rr:tagoéhe]l; gui}s‘e), which consists gf all WTO xflemb%rz (mTI?eGS;:
) ody has the sole authority to establish * " of
consider the case, and to acce j s o the. st of
. pt or reject the panels’ findin th
an appeal. [t monitors the implementation of o racommontia
. he rulings and
e s T on of 1 E recommenda-
y lgly i a roting. power to authorize retaliation when a country does not com-
ht?;./}fwr:v(‘l: w?;g::gl/ziio]r}, }gntﬁmtandi;g the WTO: Settling Disputes: A Unique Contribution
: WLO. glis ewto_e/whatis_e/tif_e/displ_e.h ,
A 0 _ . pl_e.htm (last visited Mar.
‘[‘?1(:3))- Efee also Michael Johnson, The WTO Dispute Settlement System: Hagw it Wola';f CT;'.:{r F%
T E & COM. DIPL. (Apr. 1996), available at P TR
to: L . .
h ‘[;ré mﬁﬁﬁ:&;ﬂdlplomacynrg/ simulations/sim_methyl4.htm.
PROPERTY: THEORY UAL PROPERTY ORGANIZATION, INTRODUCTION TO INTELLECTUAL
PROPERTY. THE AND PRACTICE 475 (1997); INTERNATIONAL TRADEMARK ASSOCIATION
Ocr. 1999 aUaiZl;ET]:l}fz C;:)/MPLLANCE WITH THE TRIPS AGREEMENT: UPDATiE'.D VERSION,
. , a S wwwi i ’
280, 2008). P .inta.org/downloads/ tap_trips2000.pdf (last visited Mar.
Final i
o r:;laAA;\:t F;nl;ggﬁng the Results of the Uruguay Round of Multilateral Trade Negoua-
WORLD Ip.Co&TACT’}.ifN I[)I[;é\({m(lllgﬁ2 1( 1(3(9):1)), Policing the World of IP and Solving Rows, in
- 2). In addition, WIPO also pl: in
ggéin;g:r of some IPrelated disputes. See WORLD lNTE_LIa SO.E(I;I‘:JY: rgroll:ﬂ:h;
hup:// I?:;T,O ] /DOMAIN NAME DISPUTE RESOLUTION SERVICE
Sporal 3MVWOI wip .mt.amc/en/dcomams (last visited Mar. 8, 2008); Mimi Mann USTR';
a0 ;i’;ga;i ?mews IPR Developments in the Region, MIDDLE EAST EXECUTIVE R;ZP. Mar
o .]9 S;\NTA C, mg\:aé'g N?p {??anzlh International Intelleciual Property Progress and the J:Iule oj"
) R & HIGH TECH. L. J. 383 (2003); La i
tual Border Customs: Prevention ? A
g : of International Online Music Pi ; toi
g"é;irhnolog:lcal Landscape, 38 VAL. U. L. REV. 108, 150 (2003) ic Piracy Within the EverEoluing
e eev:tt;reell:ss,la law in any country should be read in accordance with the background of
e e gal system. [In this regard, one needs to consider the constitutional setti
it l“lPdrleeme model and Lhe' power of the judiciary vis-a-vis the legislator. Peing
Globalizafizr:em of the bigger picture, TRIPS is regarded as merely one component of
former 4 le;nlst as the latter has become the “pervasive growing universal culture,” the
REPUBUC.;;C PS) has become the “lex” of IP. See LAWRENCE M. FRIEDMAN’THE
s _ -HO[CE. LAW, AUTHORITY AND CULTURE 202-203 (1994). Friedma, b’
ogahzauon manifests itself in the fact that ' nOmEe
each country is linked to every other count i i
: : ry, directly or indirectly; there i
single world economy; when one country sneezes the ());hcr catch Eoré;[thegfe l;.rg
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twenty-year patent term is presently prevalent in the patent laws of
most countries.
In addition to the multilateral track that is based largely on

TRIPS, there exists a bilateral track in the form of Free Trade
Agreements (“FTAs™). Among other trade issues, these agree-
ments incorporate elevated standards of IP p:rotect:iorl.24 These
standards, collectively referred to as «“TRIPS-Plus” standards, in-
clude banning the use of originators’ product data. This data
helps facilitate marketing approval for competing generic VETsions
of a specific medicine. This method of protection is referred to as
«data exclusivity”. In addition, FTAs typically extend paient {€rims
beyond 20 years via the mechanism of patent term adjustment.
They also limit the circumstances in which compulsory licenses on
pharmaceutical products may be issued and prohibit the export of
drugs produced under compulsory licenses. 5 The United States,
as well as Western European stales, has been intensely engaged in
entering into FTAs with other countries.” In the context of this
article, patent provisions of the TRIPS agrecment and FTAs will
constitute  the Conventional International Patent Régime
(“CIPR™). Both tools (i.e., TRIPS and FTAs) have given pharma-
ceutical corporations great powers in their endeavors to protect
their drug patents around the globe. Such protection has made it
much more difficult for poor countries to secure a sustained sup-

not hermit kingdoms any longer, oT forbidden cites. . . . The decay of the local,
‘ the native, the tribal, is often laid at the door of Western influence.
id. See also Amir H. Ehoury, Frademark Policy: The Case of Arab Countries, in INTELLECTUAL
PROPERTY, TRADE, AND DEVELOPMENT: STRATEGIES TO OPTIMIZE DEVELOPMENT IN A
TRIPS-PLUS ERA (Daniel J. Gervais ed., 2007); Robert Gutowski, The Marviage of Intellectual
Property and International Trade in the TRIPS Agreement: Strange Bedfellows or a Match Made in
Heaven?, 47 BUFF. L. REV. 71% (1999).
B [UPAC COMMISSION ON BIOTECHNOLOGY, EUROFEAN UNION PATENT REGULATIONS,
available at hap:/ /vmw.itb.uni—stuttgart.de/lUPAC/ patent/ ewhtm! {last visited Mar. 8,
2008).
% Carlos Correa, TRIPS and TRIPSPlus Protection and Impacts in Latin America, in
INTELLECTUAL PROPFRIY, TRADE AND DEVELOPMENT: STRATEGIES TO OPTIMIZE FECONOMIC
DEVELOPMENT IN A TRIPS-PLUS ERA 221 (Daniel Gervais ed., 2007). See also Ikechi
Mgbeoji, TRIPS and TRIPS-Plus Impacts in Africa, s INTELLECTUAL PROPERTY, TRADE AND
DEVELOPMENT: STRATEGIES TO OPTIMIZE ECONOMIC DEVELOPMENT N A TRIPS-PLUS ERA
259 (Daniel Gervais ed., 2007).
% Nathan Ford, Patents, Access o Medicines and the Role of Non-Governmental Organisations, 1].
GENERIC MED. 137 (2004). See also Mary Moran, Reneging on Doha: An MSF Analysis of Re-
cent Attempts to Restrict Developing Countties’ Use of Comprulsory Licensing to a Set List of Diseases,
MEDECINS  SANS FRONTIERES, May 2003, gvaileble  at  http/ /www.accessmed-
msf.org/ fileadmin/ user_upload/ medinnov_accesspatents/ renegingondoha.pdf.
% The United States has established Free Trade Agreements with Australia, Bahrain, Do-
minican Republic—Central-America-United States TA (CAFTA—DR Costa Rica, Dominican
Republic, E] Salvador, Guatemala, Honduras and NicaraguaChile, Israel, Jordan, Mo-
rocco, North American Free Trade Agreement {NAFTA) {Canada Mexico), Oman Singa-
pore. See  TradeAgreements.gov, Existing  Free Trade  Agreements,
htep:// www.tradeagreemenm.gov/ ExistingFTAs/ index. htm (last visted Mar. 8, 2008).
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5(1)}; r(ljti; i;r;?dig?es at affordable prices for their citizens. These
ability t ici :
coun! ty to access patented medicines has been dimin-
It is worth noting that, in iti
: , addition to disciplin
srescrlbed by the. multilateral (TRIPS) and %ilaiga{niﬁl::s
rigs'i“(eflrrlllf]ents, clountr%es. that do not meet IP standards of protectior)i
risk i aterla. retaliation by other influential countries. This re-
taliare rr;).ztt(zlosls frequently utilized by developed countries, namel
the | el e L Fatesg,7 as Well as countries that are member’s of ch
pean Union.” Thus, the multilateral, bilateral and unilateral

tracks have now be i
. come effective tools fo isi
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1.2 The APM Debate in the TRIPS and TRIPS-Plus Conltext

From it is i
e med.th_e* outset 1.t is important to stress that access to pat-
ented icines constitutes only one component of effective di
case “égfatrr{ent.. In this regard, one commentator has observefi_
inCludinf:cltllgf[)d1sease treaFment relies on a long chain of factors
neluds g o_f apprgprlate medicines; production; quality con:
mer’lt e?uate distribution networks; good drug sup’ply marn
. 1“ L) L) a e_
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e reigaietfully, do so in the future. Another form of preventiog
purose e; t}cl)‘ the APM debate is access to immunization. For the
of this article, the term “patented medicines” will also in-
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SO0 e iicgl(;n Ilen ?tl;gegzkencby the United States based on the Special 301 and Super

ings by e Uit e ne; ode. These.clauses are invoked following relevant fiIr)ld-

Rercemmtion Hoam rade Representative. See Office of the United States Trad

o Ford. st ot 2; (ii%:ji?éié/gw.qstr.gov (last visited Mar, 8, 2008). rade

the mon } is revention is an important interventi i
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o0y e res,ported tﬁr{:afere etal, HIY/AIDS Prevention and Treatment, 360 LAN(“E'I?gg

millinn, of toens ; 1at forty-two million people are already infected with HI'V i
people live in less developed countries and need antiretroviral:th;er:;l));

I.Od'dy. See al-fﬂ B P
. f_‘Coul et al., A ; in 1 ?
AMA ). ceess to Essential D’rugf in Poor Countries: A Losi B&”[ﬁ'., 4
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clude immunization medications.

As discussed in the previous section, the CIPR grants inven-
tors the right of sole use of their registered patents. This system
has become the catalyst for the creaton of pharmaceutical con-
glomerates that have been engaged in research and development
and have produced thousands of ethical pharmaceutical products.
Another consequence of the patent laws has been the right of the
patentees (O determine the ways in which their respective patents
are utilized and sold. The high prices of medicines have, in turn,
created a hurdle to accessibility to patented medicines in poor and
developing countries. Simply stated, strong patent rights, secured
by the conventional IP régime, have empowered pharmaceutical
companies to capitalize on their achievements to the highest ex-
tent. Pharmaceutical corporations have been able to obtain global
patent protection, enabling them to set the prices of their medi-
cines, to grant patent licenses, and to enforce their patent rights
in national courts, paving the way for market dominance.” In
other words, the APM problem appears to be a natural conse-
quence of the existing patent system. That is the case because
when innovative pharmaceutical companies exercise their excusive
legal rights over their patents, they are able to decide the “when,”
the “how,” and the “how much” that pertain to the sales of thelr
pharmaceutical concoctions. CIPR allows pharmaceutical compa-
nies (much like other innovators) to exercise full discretion when

it comes to the sale of their products. This patent “aftershock” is
not a trivial issue-because high prices for medicines effectively ex-
clude many from being able to purchase them. Furthermore, the
high prices of medicines may also prevent developing countries
from purchasing these products for the benefit of their citizens, Or
might compel such countries to reduce other health-related ex-
enditures (€.g., decreased investments in hospitals, machines and
labs). Indeed, research shows that medicines account for over
80% of health expenditures in developing countries.” Costs asso-
ciated with medicines for the treatment of AIDS and malaria pro-
vides sobering proof of the connection between the price of medi-

® pharmaceutical companies’ pricing policies have not been effectively challenged.

* Ford, supra note 25. “Parients in Asia, Africa and Latin America pay o average twice as
much as patients in developed countries.” Jd. Ford also contends that the price of medi-
cines can singularly determine whether or not a government is able to treat a particular
disease. 1d. See also JONATHAN D. QUICK # RONNEL B. TOLENTINO, GLOBAL COMPARATIVE
PHARMACEUTICAL FXPENDITURES: WITH RELATED REFERENCE INFORMATION, at 56 (Health
Economics & Drugs, EDM Series No. 3, 2000).
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ing countries do not reap-equal benefits from the régime and that
they are harmed by the stringent system of 1P protection that is
embodied in TRIPS and the subsequent bilateral agreements
comprising TRIPS-Plus.” In this endeavor, developing countries
are viewed as CONSUINETS rather than parincrs. This is especially
evident in the case of the pharmaceutical industry, where the
world’s leading multibillion-dollar pharmaceutical corporations
spring up almost exclusively in the developed countries.”

1.3 The Doha Round and the Winds of Change!

The most visible nanifestation of the divergence between the
ex ante promise and ex post deficiencies of TRIPS has emerged dur-
ing the 2001 Doha Round of trade negotiations;, which has
brought into the open many points of tension between developed
and developing countries.” The APM issue has fueled this tension
and accentuated the debate between the proponents of TRIPS
and its oppoments.?’g In November 2001, the WTO Ministerial
Conference, convening in Doha, adopted a special Declaration on
the TRIPS Agreement and Public Health. This declaration ad-
dressed the heated debate between developed and developing
countries with respect (o access to patented medicines.” It came

Id. at 2912.
% g Lee G. Bransietier, Do Stronger Patenls Induce Mare Local Innova

tion?, in [NTERNATIONAL puBLIC GOODS AND TRANSFER OF TECHNOLOGY UNDER A
GLOBALIZED INTELLECTUAL PROPERTY REGIME, sufra note 9, at 309; Sandor Vida,
TRADEMARKS IN DEVELOPING COUNTRIES 29 (1981); Robert Sherwood, Intellectual Properly
Systems and Investment Stimulation: The Rating of Systems in Eighteen Developing Counries, 37
IDEA 261 (1997); [NTELLECTUAL PROPERTY RIGHTS IN EMERGING MARKETS (Clarisa Long
ed., 2000); Douglas Greer, The Economic Benefits and Costs of Trademarks: Lessons for Develop-
ing Counines, 7 WORLD DEV. 638 (1997); Peter O’Brien, Trademarks tn Developing Gounlries,
14 ]. MOD. AFR. STUD. 997 (1976); Surendra Patel, Introduction to the Special Issue, Trade-
marks in Developing Countries, 7 WORLD DEV. 649 (1979); Surendra Patel, Trademarks and the
Third Werld, 7 WORLD DEV. 653 (1979); Robert Rapp & Richard Rozek, Benefils and Costs of
Intellectual Property in Developing Countries, 5 J. WORLD TRADE 75 (1990); Amir Khoury, The
FEffects of Trademarks on Arab Countries in the Middle East {2004) (unpublished Ph.D.
dissertation, Haifa University) (on file with author).

 The earnings of the leading twenty corporations, in 2006, exceeded one hundred billion
UsD. See List of Largest Fifty Pharmaceutical Companies for the Year 2006,
hup:// en wikipedia.org/wiki/ List_ofﬁpharrnaceutica]#companies#Top_50,pharmaceutic
al_companies (last visited Mar. 8, 2008).

% Haochen Sun, The Road to Doha and Beyond: Some Reflections on the TRIPS Agreemen! and
Public Health, 15 EUR. |- [NTERN'L L.123 (2004).

* Heinz Klug, Campaigning for Life: Building a New Transnational Solidarity in the Face of
HIV/AIDS and TRIPS, in LAW AND GLOBALIZATION FROM BrLow: TOWARDS A
COSMOPOLITAN LEGALITY 118 (Boaventura de Sousa Santos & Cesar A. Rodriguez-
Garavito eds., 2005).

# The Doha Declaration devoted three secuons (seventeen through nineteen} to Ip-
related issues. See Martin Khor, The WI'0), The Post-Doha Agenda and the Future of the Trade

System: A Development Perspective, ~ THIRD WORLD NETWORK, May 2002,
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against the backd i
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pew strategy and stated that e Doha Declaration promulgated a

r[lz]f:I::b;FS{lfzcs)mAgE'ement does not and should not prevent

rovdingy, bl ing measures to protect public health. Ac-

Agreemeyx,lt " e aﬁr_elteratmg our commitment to the TRIPS

interpreted, aned . 1HIn that r_he‘ Agreement can and should be

nterprets right E)n}; f;?eecrtlted l;;l a manner supportive of WTO
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nee thatpg a}i stands counter to the Doha Declaration, which
each Member has the right to grant compul’sory li-

http:/ /www.twnsi ;
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INTELLEGTUAL P - Development Agenda of 2004 -
http://www.wip; gli]j?;—ilOR?ANIZAHON, WIPO DEVELOPMENT AGENDA ~ 2'0048281;::&?52!‘1)
Mar. 8, 2008) The or ev‘: opment/en/agenda/pcda0d.huml#tbackground Elast ibie at
livia, Cuba the Dogiﬁiisf Izva.s s;;llbmltted by Brazil and Argentina and supported ‘t;l;llt;d
oo €pu ic, Ecuad . Q-
E%Pugz o Tanzania and Veneonela. . Id ador, Iran, Kenya, Sierra Leone, South Africa,
ee Pharm. Mfrs. b )
h“Pf//ww.fo{gh:;f ::(:{){;/Sl Aﬁfv' Pres. of S. Afr. 1998 (98) SA at 4183 (5. Afr.), available
o acconm ¢ . ~aw/ aculty/ patterson/tech&hr/materials/ph : @
: panying text to infra note 69. als/pharmace.txt.  See
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The anthrax scare
s came shortly after the S
Eta‘t;s_ - eptember 11, 2001 attacks on the United
or rade Organization, Ministeri
WI/MIN , Ministerial Declaration of 20 Nov
e o) t/(]));z]rcjz;1 AL LLM. 7 (200, e
P rawwwh4 .org/englis /thewto_e/minist_e/min{1_e/mindec]_tri o
E SegMp ) [hereinafter Doha Declaration] - cl-trips_eum (refer to
e Moran, E i gt
from & publicn;{);altr}:o;zif)e(cﬁggl:gdth}?t th}(lz list creates restrictions that are nonsensical
A S nd that icti i
%cﬁsﬁble b developing marions). at these restrictions make essential medicines in-
oran's report indicates that the li
for e 1 a ! e lfst excludes “two of the four to i
Aoty d;:: a;l:sde;dﬁv;e in Af_r_u:a which includes pneumonias and cgr;?rlllcs)fls % mortaht'y
. Id. In addition, “[t]he list excludes all non-infectious diseaszgl N OFKH

of these diseases

! § ... have a range of .

West, and all t ge of patented drugs available for thei

est, 1ave been omitted fi - ¢ lor their management in the
Ford, supra note 25, at 144. rom the approved disease list.” Id.
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censes and the freedom to determine the grounds upon which
such licenses are gremted”.47 Furthermore, the “limited list” model
is unsatisfactory because countries cannot be expected to wait un-
til a certain ailment has become “sufficiently” widespread. On the
contrary, it would be much more logical and less costly if countries
were to respond to health threats in a umely fashion, thus reduc-
ing the costs of treatment and loss of human life. In addition to
the problems already listed, the “TRIPS-Plus” structurc under-
mines the Doha Declaration. In order to implement the Declara-
tion and to protect public health effectively, one observer noted,
“industrialized countries must stop exercising trade pressures to
defend the interests of their multinational industries”.

Evidently, the Doha Round has proved that points of tension
relating to IP, such as data exclusivity, parallel imports and APM,
cannot be suppressed indefinitely. In 1994, when TRIPS was
drafted, the block of countries that opposed it (e.g., Korea, Brazil,
Thailand, and India) appeared to have been silenced. These
countries had opposed the linkage between IP protection and in-
ternational trade.” However, the points of tension surrounding
the TRIPS agreement, including the issue of APM, did not go qui-
etly into the night. Rather, they had vigorously reemerged within
five years after the creation of TRIPS and today remain a focal
point of debate and conflict.”” Indeed, the APM problem is 50
widely recognized, that in 2003 the United States introduced the
five-year President’s Emergency Plan for AIDS Relief (“PEPFAR’
or “Emergency Plan”) in an attempt to fight the global HIV/AIDS

pandemic.

¥ Noha Declaration, supra note 43, 9 5(b}.
* Ford, supranote 9%, at 142. See also Nicholas Kristof , Death by Dividend, N.Y. TIMES, Nowv.

29, 2003, at Al%; Moran, sufra note 25; Allyson Pollock & David Price, New Deal from the
World Trade Organisation, 327 BRIT. MED. ]. 371, B71-72 (2003).

 GERVAIS, supra note 10. See also JOHN BRAITHWAITE & PETER DRAHOS, ch. 7 (2000).

% In a letter dated September 98, 2007, “[o]ver 100 health, faith-based, consumer, devel-
opment, labor and fair trade organizations have urged U.5. senators and representatives
to cosponsor S. Res 241 and H. Res 525,” which are resolutions that call for révamped
United States commitment to promoting medicinal access in developing countries.
Robert Weissman, Coalition Calls on Comgress to Support Resolution for Access 1o Medicines in
Developing Countries, ACCESS  TO MEDS. PROJECT, Sept. 25, 2007,
hup:// www.cssentialaction.org/access /index.php?/ archives/ 77-Coalition-Calls-on-
C0ngress—to—Support—Resolution-Eor-Access-to—Medic'mes-in-Devcloping—Counu‘ies.html.
Various organizations, including The American Medical Student Association, Consumer
Federation of America, Consumers Union and Oxfam America, have reportedly endorsed
the letter. Id.

" The plan seeks to combat HIV/AIDS by providing funds intended to supply antiretrovi-
ral therapies, preventing new infections, and establishing support care in the applicable
host nations. See OFFICE OF U.5. GLOBAL AIDS COORDINATOR, PRESIDENT’S EMERGENCY
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thT};{)ﬁoha declaration was not the only multilateral response
tl?l e d problem. In 2003, a decision was reached by the WTO
that aime to strengthen access to patented medicines by author-
izing countries that c01.;lld not produce the medicines themselves
to import pharmaceuticals made under compulsory licenses b
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pharmaceutical drugs under th i oo
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P _ _ mecha-
ism.” This system constitutes an important step towargé' finding

PLAN FOR AIDS
RELIEF, Feb
pran R eb. 23, 2004, )
h "Fhé / ;\3{;‘;%2:;?;:/ (;lomfuner:its/ organization/29831.pdf [hereinafter PET’?:E?IE “
. is referred to as the “para h " i li
o : paragraph 6 system” because it
pei)meg}elrrllt;tll;n[ofl];ilragraph 6 of the 2001 Doha Declaration on thes";r;df:-cfiig:ttzz E:e
pecs ol SUb'eituta roperty Rights Agreement and Public Health. Notably, this decisi .
o beer JO 1 o considerable debate. Sez Draft Communication from the I'"u;épean C o
memmg.})l;ropm s;z }{o'; an Amendment of the TRIPS Agreement to Incorporate the Decision Imﬂﬂlet*:
ot o g; lfoﬁ._ Craf the Doha Declaration on the TRIPS Agreement and Public H, }?th,
‘ : ON TECH. (2005), http://www i ¥
g:grgendmsmproposal.html (last visited Mar. 8 200%.)// “prechorg/ip/uto/ph/ec
ec ’ .
e ;2: U;:;ni, 2005§ WTO members approved changes to TRIPS, rendering the 2003
2005, aohins IEL ‘ ce Amendment of the TRIPS Agreement, WI/L/641 (Dec. 8
o 2065 i Xmet;%.//wmv.wto.org/cnglish/tratop_e/trips_e/wt1641 e.htm [h(-:reil-mfi
altes o T e (r)’n‘ent]. However, the amendment would only be f_ormall accepted
e s of Acs m(te-mbers l:;:fle ratified the change. See World TradeyOrgaEi:a
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b cepting endment of the TRIPS
205’8)/ / m.wto.org/ engh'sh/ tratop__e/ trips_e/amendment_e.htn  (last visitilgrizgl en8t,
her 36 2007present deadline for this acceptance is December 31, 2009. Id. Asof N e,
includin th,e a L?u_m};er of membem have formally accepted the 2,005 T.RIP.S Amend(r)r‘llem-
Phifiop: fes Isra:ftjea Statje;, Smt'zerl:cmd, El Salvador, Republic of Korea, Norway lnilril;,
i?n, ! \ , Japan, Australia, Singapore, Hong Kong, China, and the Europe’an Un:
20
“ ng\if};}}f’?ﬁ?egdmer‘u’ supra note 53, art. 31bis (proposed)
e Organization, Canada is Fi i ' i
Export Cemerie e o 4 2O()‘;"fma a is First to Notify Compulsory Licence [sic] to
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an amicable solution to the APM predicament. It essentially rec-
ognizes that different states have different needs and that the
TRIPS structure needs to be amended in order 0 address these
variable needs. The 9005 Proposal achieves this end by amending
TRIPS Article 31, and by adding a new Annex to the TRIPS
Agreement that includes definitions of the regulatory tools that
are used. For example, the proposed Annex to TRIPS creates a
new status for certain states, whereby they are entitled, in cases of
extreme medical urgency, 10 utilize the system of compulsory li-
1 the newly amended TRIPS Article 31bis.”

censing set out i
In addition to the proposed amendment to TRIPS Article 31,

in April 2006, a World Health Organization (“WHO") commission
published a detailed report pertaining to the APM issue. In the
report, the WHO highlighted the need for ensuring access to
medicines and vaccines across developing countries. According to
the WHO, “one of the greatest threats to international health se-

curity arises from outbreaks of emerging and epidemic-pronc dis-

cases.”” The WHO also revealed that over 50% of the poorest

countries in Africa and Asia do not have access to medicines due
. 58

to prohibitive pricing.

CHAPTERTWO

TrE NORMATIVE SPHERE: SHOULD AN APM MECHANISM BE INCLUDED
N CIPR?

as summed up the APM issue as a “battle

One commentator h
d company weallth.”59 However, this view

between public health an

5 Article 31bis detines an eligible importing Member as follows:
[Alny 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 set out in
Article $1bis and this Annex {‘system') as an importer, it being understood that
m in whole orin a fim-

2 Member may notify at any time that it will use the syste
ited way, for example only in the case of a national emergency or other circum-

stances of extreme urgency or in cases of public non-commercial use.
9005 TRIPS Amendment, supra note 53.
 World Health Organization, The WHO Agenda,
htep: / /wwwwho.im/ about/ agenda/ en/ index.html (last visite
* WHO Panel Says Poor Countries Should Have Acgess to Patented
RADIO, Apr. 3, 2006, http:/ /www.un.org/ radio/ smry.asp?NewsID
of the WHO Commission called on the pharmaceutical industry no
poor countries.” Furthermore, the Chairperson urged the industry to €@

d Mar. 8, 2008).

newly-industrialized countries in order to facilitate t
“generous” in granting voluntary licensing in cases W
Id.

® Ford, supra note 25, at 138.

One-third of the world’s population lacks access to the most basic essential

Medicine, UNITED NATIONS
-4211. The Chairperson
¢ to “enforce patents in
liaborate with the
he transfer of technology and to be
here medicines are greadly needed.
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?futgzl }:Ir:;)(;etm isfan ovgrs&lmpliﬁcation, because it overlooks the
o safeguard the incentive to ¢ i
?:;et‘r_lat most of pharmaceutical research pr:o?:eecgnc(iiolgn?)(irglsﬂﬁf
complar; iggtggti(itmedlcmes. In other words, if pharmaceutical
et (‘RE ]s:,)ticure earnings that cover their research and
e el ) colsts, running costs, and the costs of un-
o ons.  This eas well, 'they are likely to limit their research
. crfaa\.se in research will, in turn, considerabl
reduce the rate of medicinal innovation worldwide , ey

2.1 Theoretical Backdrop of the Debate

meo;l;l'tlie ilsscllle of access to patented medicines brings forth a rich
e a(I:]a;_:1 pfﬁte rega:;dlngdvalues, social priorities, allocation of
li e goods, and the purpose of intellectual
1:;\;?. T}I;Iovxlw_fler, the issue itself is far from being merely Sﬁggf;tti}i
kill. four(:een Igmlilgi I;itgsglted that,de\tfﬁly year, ?j]nfectious diseases
e aroun e world.” Notably, ni
percent of those victims reside in d i i light
nt of th loping countries.” i
of this situation, various ions need 10 1 reved: thoold
, questions need to be add :
o ' e addressed: sh
CO(:n s:;(;l}')e (;;f patent rlghm that are granted to pharmaciu(zilcl:ﬁ
med}i)c‘mles? S(-I:l limited in .order to maximize access to patented
med beeli-f O}Iﬂd APM rlghts trump all other considerations and
social bene elt(s) l:1;1.::& arg attagged by patent protection laws? Should
: igated to address and alleviat i
o ' ddre e the suffering of
Slfloua;gd dying wbo are in dire need of patented medigci?leet;l'-‘lﬁe3
property rights that are granted to patent holders also (;n—

dru L3 For the destitute (k in the ¢ evel()p‘ WwOTI 1d € P
g . §1 g N
11 th rice of llle(l 1NEes can
determine Whet]l(;‘l they will be treated. Patents drive dl ug pl'lCCS l.lp fhe IC&U]-
s

tant monopoly status allowi
: W
fant mon y ing the producer to charge whatever price the market

Id

1d,

See H . .
(Providz;ﬁgc;rfjia?r;;ze tSl';mal i{e{pomzbilﬂy of Ownership, 92 CORNELL L. REV. 1255 (2007)

an ; . . - .

3f1pr§ge;ty)' P alysis of incorporating social responsibility into the concept

n 2007, 83.2 milli oy
2.5 rmillion (31 2811_11‘111110“ (1?06 —36.1 million) people were estimated to be living with HIV,
million) PEOP.le dié 4 E}IAIICQS) P;O%? became newly infected, and 2.1 million %1 9_9.4 ’

. /] T AL

ORGANIZATION, Nov. 20, 2007, ee Global HIV Prevalence Has Leveled Off, WORLD HEALTH

http:/ Awww.who.i i
: .who.int/mediacent i
grg R re/news/releases/2007/prﬁl/en/mdex.html. Ford, su-
H Ez;?‘;{szggor;ote 95 at 137. See also WORLD HEALTH ORGANIZATION, THE WO
Haden & BarbaIa nginxiﬂ,%dl:ﬁﬁTF E};W UNDERSTANDING, NEW’HOPE 14:L(Rngela
. . ., ahela robst t i
wtgst;/l’{gwt W‘;who.mt/whr/%()l/en/whr(;gl‘ en pslf rans., 2001 auailabi o
er Yu, Ten Common Questi Tntellectu

ur : ) estions About Intellectual Propert ; p
h[tp-./]jﬂ' (2007) (analyzing similar questions), availablzpat y i Human Righte, 25 G 5T

./ / papers.ssr.com,/sol8/ papers.cim?abstract_id=979193#PaperDownload
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(il moral obligations towards society at large?” Finally, could
non-compliance with the CIPR be justified on the basis of “sur-
vival”?®

At the outset, it would be very tempting to opt for one of two
opposing approaches. The first approach states that patent pro-
tection should end where saving lives or alleviating suffering be-
gins; that is, patent law should be subordinate to certain social in-
terests. The second approachr indicates that, medicines should be
treated in the same manner as any other commodities or inven-
tions, and that their prices should be determined by the patentee,
in accordance with the rules of supply and demand. While the
first approach is driven by pure socio-humanitarian motives, the

second is based on the incentive to innovate. This chapter criti-
cally examines both arguments.

2.2 The Argument for Enhancing Access to Patented Medicines

Skeptics of the existing patent régime cite various reasons for
their concern over the APM issue. In their view, enforcement of
stringent patent rights leads to higher prices for medicines, which
will also be detrimental to Jocal manufacturing of generic drugs.
Thus, while patent protection may “generate enhanced returns to
innovation,” it will come “at the cost of reduced rates of ditfu-
sion.”® One study has estimated that TRIPS patent rules will dra-
matically raise prices of patented medicines for developing nations
and curb access to the newest drugs.m The reason for the price
:ncrease is that TRIPS rules disallow the use of generic (ie., af-
fordable) versions of patented medicines. The inability 1o use ge-
neric drugs creates a serious setback for developing countries be-

¥ ¢ee Tamara Straus, The Moral Calculus of AIDS, ALTERNET, Apr. 10, 2001,
hutp:/ /www.alternet.org/ story/ 10706/ {stating that profit motives make drug manufac-
turers and policy makers indifferent towards solving the AIDS crisis). See generally Doha
Declaration, sufra note 43.

% Rosielyn Alviar Pulmano, Note, In Search of Compliance with TRIPS Against Counterfeiting in
the Philippines; When is Enough Enough?, 12 TRANSNAT'L Law 241, 255 (1999) (indicating
that developing nations view counterfeiting as “an effecdve medium in accelerating their
economic and technological advancement”). In the case of developing countries, it might
also be logical to subscribe to Pulmano’s assertion that peor nations utilize counterfeiting
as a tool for “expediting the transfer of technology, but on Lerms and conditions compati-
ble [with the country's needs).” Id.

% Timothy Swanson & Timo Goeschl, Diffusion and Distribution: The Impacts on Poor Coun-
tries of Technological Enforcement Within the Biotechnology Sector, sn INTERNATIONAL FUBLIC
GOODS AND TRANSFER OF TECHNOLOGY UNDER A GLOBALIZED INTELLECTUAL PROPERTY

REGIME, supranote 9, at 669, 670,

¥ £ M. Scherer & Jayashree Watal, Post-TRIPS Options for Access to Patented Medicines in De-

veloping Countries, §]. INT'L ECON.L. 913 (2002).
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cauls}e the lo‘w—cos.t generic drugs have proved to be life-savers (lit-

erally speaking) in many developing countries, including Brazil

Cameroon, South Africa, Thailand, and Kenya ° ’
In 1998, a legal standoff occ,urred b .

I8, etween phar i
corporations and the South African government ori'er gllchali:;?;
authorization to use generic substitutes of patented HIV. This
:)ta?hdoff constitutes a classi(ﬁz example of how much is at sﬁke for

oth parties in the debate ® While ph i i

. : - pharmaceutical corporat
were asserting tf?elr‘patent rights, the South African goxlf)err?n{lzﬁi
:&s c(liuglg its 0(];11gat10n towards its citizens—to provide them with

ordable medicines. A similar standoff over generi
. . neric dr fi

trelatmg AIDS padents _took place in Thailand: gThat imp;lsgs?a i(::
‘};0 \;;3(1 the use of generic versions of Didanosine and Fluconazole
hot rand-name drugs sold at high prices.70 Thailand’s action;
ave prompted-tra.de retaliation by the United States, and that, in

turn, c%used Thailand to challenge the atentab'i' f "
nosine. F Hiy of Dide
il Flflrtht:rmore, a vib.rant APM mechanism might create a cru-
tainisrz;tgez ':[a‘lgflti) gor };rentlllng many of the North-South tensions per-
. . By allowing access to life-saving patented i
cines, the WTO might quell a i by its e

potential rebellion by its

member states. Such a rebellion is hi Ven the high
. : ighly probable given the high
Eeerfientfz}ge of populatlo'ns of developing countries tiglat are i?l dli%e
ed of patented medicines. Any member state mighf thus at-

* See Ford i i
o dmg,:l:éfrgellzltg 25, at 1?39-42 ‘(dlscus‘smg the positive effects of the availability of ge-
by over St gingd.nar.mns‘, mcludmg the reduction of Brazilian AIDS mortalit?es
o e 20othr abgle t e 1strj1buuon of antiretroviral drugs since 1997). Similarly, Cam-
so) by allowing the It;)l establ?sh the lowes.t prices for antiviral therapy (277 USD p(,-:r er-
A ,i ! mlB po;tz;)uon of generic medicines. Id. See elso Jane Galvano Ac.v:ers)s to
et Braziliai AID;a?rzl, 6?. LANCET 1862, 1863 (2002) (discussing the subst;;ntial de-
edicimen palen A1 -grta ity}). The Kenyan struggle for affordable and accessible
South Afri 1 Km b 3;;;1‘;;}}7 covered. See Samuel Siringi, Generic Drugs Battle Moves from
Apr. 23 3001 hjt;t, > CET 1600 (2001.); Kenya Readies AIDS Drugs Law, BBC NEWS
s Drogs BP:C NEE\.!S nsews.bbc.co.uk/l/hl/world/africa/1291200.stm; Kenya to Mak;
Ellen Moo, TRIPS ph;, ept. 1.9, 2003, http://news.bbc.co.uk/2/hi/africa/3123008.stm;
:Seattle o Dora 3 le;I‘j ;;a;::zu{w;g Pagtggt; and Ac.ces.s to Essential Medicines: A Long Way F’mn’z
(lmn:;)c]::essib:l&fity of affordable mec‘licin(es in cieigfsgilgrlgoidnilrtizr;al discussion regarding the
arm. | ’ .
http://mvwﬁi;rg;:;ff;- Alfr v. Pres. of S. Afr. 1998 (98) SA at 4183 (S. Afr.), available at
case was mally abanc.le ué aw/faculty/patterson/tech&hr/ materials/pharmace.txt. This
outery that it genermt odnes by Fhe pharmaceutical companies, primarily due to Lhe. ublic
Ohfpramding ! gene ed. See Tld‘O von Schoen Angerer et al., Aceess and Activism: thethh’
L% iy Dﬂ: V;‘sz’\tlzillsg f:lera{)y ;n léc;v;lo{;ing Countries, 15 AIDS S81, 583 (Supp 5 2001) .
Thatle et al.,, Global Trade and Access to Medicines: - F
N L]IRA:(‘)LR:?i llh.:NCET 1893 (1999} (providing analysis of the APeIii/Iwizs?:f:é ggi;:;atgwn b
PANANONT, THAILAND: THE IMPACT OF PRESSURE FROM THE UHS).41-43

(2002); Khabi
’ ir Ahmad, Thail .
LANCET 1231 (2002). and Court Forces Reversal of Drug Firm Antivetroviral Patent, 360
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tempt to opt out of its TRIPS obligations by citing the more presss
ing obligation of ensuring the physical survival of its citizens;” na-
tions might cite their innate right to “self preser‘vation."” In real-
ity, signs of such unrest are already evident and were one of the
likely catalysts of the Doha Declaration.™

Another benefit of a strong APM mechanism is an enhanced
moral standing of CIPR, which would then be viewed as a system
that takes heed of the needs of the poor. By providing a vibrant
and effective APM mechanism, CIPR is likely to gain a strong
moral footing. This would allow the CIPR to advance other IP
subject matter, such as copyrights, trademarks, design patents, and
trade secrets more effectively. In other words, a patent régime
with a strong APM mechanism would generate more support be-
cause it would be deemed to contribute to the creation of a more
balanced and moral régime. This is especially important given the
degree of skepticism surrounding IP protection, whereby TRIPS
and TRIPS-Plus are perceived to be tools in the hands of the rich
IP-owning “North.”” Skeptics would contend that TRIPS com-
prises non-universal norms that are not “applicable to non-
industrialized societies.”” Notably, this skepticism is part of a
broader academic discourse that relates to globalization generally.
According to one view, globalization serves Western financial and

™ JOHN STUART MILL, ON LIBERTY 1% (1859), availale at http:/ /books.google.com/ {in the
search box, enter “Mill On Liberty,"press the “Search Books” button, and select the first
result). The:concept of self-preservation is evident in the works of Mill. According to
Mill, “the sole end for which mankind are warranted, individually or collectively, in inter-
fering with the liberty of action of any of their number is selé-protection.” Id. at 6.
® This type of claim stems from Hobbes’s contention that legal norms are based on the
underlying premise that it is not reasonable to act in a manner that is detrimental to one's
own life or well-being. HOBBES, LEVIATHAN 143 (1962).  See also MARK TEBBIT,
PHILOSOPHY OF LAW 82 (2004). Hobbes perceived legal norms to be a tools for one’s own

reservation.

' e Doha Declaraton, supra note 43. See also Peter K. Yu, Symposioum, Intelleciual Prop-
erty at a Crossroads: The Use of the Pust in Intellectual Property Jurisprudence: Currents and Cross-
currents in the International Intellectual Property Regime, 38 LOY. LA, L. REV. 323, 325 (2004)
{discussing developing nation's dissatisfaction with TRIPS since its establishment in the
1990's).

™ See Rethinking TRIPS in the WI'O: NGOs Demand Review and Reform of TRIPS at Doha Minis-
terial Conference, URFIG, Sept. 2001, www.urfig.org/ sup—trips-doha—wto—ngo-pt.htm. See also
Joint NGO Statement and Letter of Petition, THIRD WORLD NETWORK,
www.twnside.org.sg/ title/joints.hun (last visited Mar. 8, 2008).

™ puth Gana, The Myth of Development, The Progress of Rights: Human Rights to Inteliectual
Property and Developrment, 18 J.L. & PoLy 315, 317-318 (1996); M. Khor, How the South is Get-
ting a Raw Deal at the WTO, in VIEWS FROM THE SOUTH: THE EFFECTS OF GLOBALIZATION
AND THE WTO ON THIRD WORLD COUNTRIES 19, 22-23, 26-27 (Sarah Anderson, ed..,
92000). See also W. Bello, Building an Iron Cage: The Bretton Woods Institutions, The WTO and
the South, in VIEWS FROM THE SOUTH: THE EFFECTS OF GLOBALIZATION AND THE WTIO ON
THIRD WORLD COUNTRIES, supra, at 74-77.

-
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commercial interests, stripping developing countries of economic
and cultural irldependenc'a.77 Those who hold this view contend
that developing countries are coerced into adopting concepts of
“free trade” and “competition” and into abandoning concepts of
“self-sufficiency” and “independence.”78

Another argument against TRIPS (and against CIPR gener-
ally) is that TRIPS was formulated by state actors that were not act-
ing in their “original position” behind “a veil of ignorance.”79 In
other words, the standards and rules prescribed by TRIPS were
reached at a time when the interests of the parties involved were
clear: the developed countries that created TRIPS had formulated
rules that best served their own interests. For example, patent
Rrotection is expansive under TRIPS and benefits the pharmaceu-
t1(.:al companies, which are primarily located in developed coun-
tries. _Indeed', TRIPS legislative history shows that developing
countries have adopted TRIPS standards, including those relating
to patents, not by choice but out of a necessity that is driven by a
dual “threat.”™ The first threat is the risk of not attaining WTO
membership and losing foreign investments. The second threat
Felates to economic sanctions that other WT'O member states can
impose on the non-compliant developing country.”

But, the main justification for allowing access to patented
m‘edlcines is that patent rights benefiting the innovator also carry
with them “a bundle of social responsibilities.”™ This is particu-
!arly true with respect to patented medicines because unlike other
1n\fentions, medicines possess the unique properties of alleviating
pain and suffering, curing ailments, andprolong;ing life. Because
of these attributes, drug patent owners should be subjected to the

ki
See Angela R. Riley, Indigenous Peoples and the Promi jzati )

A R \ se of Globalization: An Essay on Rights
c‘t;d;iegmmzbzmws,hlfi KaN. J.L. & PUB. POL'Y 155 (2004). See alse Peter Drahos I/‘thgtke
eak Bargain with the Strong: Negotiations in the World Trade Organizati ’ ’
EEGOTLAT!ONS 70-109 {(2003). gomiation & T

See Ruth_ L. Okediji, Back to Bilateralism? Pendulum Swings in International Iniellectual Prop-
erty Proiection, 1 U, OTTAWA L. TECH. J. 125, 129-30 (2004); Scott Burnis et al., Nodal Gov-
.:rh*:cgqce, 30 AUSTIT.]. L. PHILO. 30, 40-41 (2005); Peter Drahos, An Alternative Framework for
L labfll Regulation of Intellectual Property Rights, 1 AUSTRIAN |. OF DEV. STUDS. (2005).

N Rawls’ concept of the “Veil of Ignorance.”
o giR\i’lA}IS, supra no;e 10; Khoury, supra note 22, at 299.
nflicts arising between countries over issues that are regulated b j

. : . y the WT'O are adju-
ﬁlcated by the Dlspu.te Settlement Body that operates in accordance with the Dispute SJet-

ement Ul.lderstand'mg. Furthermore, countries wishing to join the WI'O have had o
atlzllt_’,nd_melf" respecnve.national laws or to enact new laws in accordance with their TRIPS
o Flgat:ons in Qrder to improve their chances of being admitted into the WTO.
6 or a more in-depth an'alysis of the social responsibility concept, see Dagan, supra note
H- See aLso. Ronen Shamir, Corporate Social Responsibility: A Case of Hegemony and Counter-
Légmony, in LAW AND GLOBALIZATION FROM BELOW: TOWARDS A COSMOPOLITAN

GALITY 92 {Boaventura de Sousa Santos & Cesar A. Rodriguez-Garavito eds., 2005).
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dictations of “global ethics.”® 1 therefore support the observation
that “[i]n an increasingly rights-oriented world, little attention is
placed on responsibility.”” Consequently, my view is synonymous
with the position whereby “[a]ll actors in the global village must
acknowledge and address the responsibilities that are necessarily
correlative to the existence of rights.”” Property rights cannot ex-
‘st in a vacuum, “but must be balanced against claims of human-
ity.”86 Furthermore, because of their “public goods” nature,
pharmaceutical preparations should be classified as sui-generis le-
gal creatures. This is so due to the fact that while medicines are
undisputedly commercial commodities, they also constitute a
“common heritage of mankind.””

2.3 The Case Against the APM Initiative

The first claim against allowing APM, notwithstanding the in-
herent “public goods” nature of medicines, is that the system will
reduce the rewards (and incentives) for the holders of pharma-
ceutical patents. In this regard, an APM mechanism appears to
contravene both of the major theories that justify IP protection:
namely, the labor theory and the utilitarian theory. The argument
is that if pharmaceutical companies could no longer exercise con-
trol over their products, then they would, in effect, be robbed of
the fruits of their labor.™® In addition, the APM mechanism might
offset the incentive to innovate: the utilitarian theory holds that
protection of intellectual property rights constitutes a precondi-
tion for innovation and creativity. Accordingly, absent a financial
incentive, pharmaceutical companies would be very reluctant to
maintain their R&D activities.” In the long run, all nations would
suffer a detriment as future generations would be less and Jess in-

B See Riley, supra note 77, at 155, 163.
*1d.
* Id.
* Id.
¥ Carol B. Thompson, International Law of the SEA/SEED: Public Domain Versus Private Com-
modity, 44 NAT. RESOURCES |. 841, 841 (2004).
# par a discussion of the “Labor® theory, sez Justin Hughes, The Philosophy of Intellectual
Property, 77 GFO. L. 987, 302 (1988) (Locke “refers o labor as ‘pains’™); see alsa Lawrence
Becker, The Labor Theory of Property Acquisition, 73 ]. PHIL. 653, 655 {1976) (contending that
Locke viewed labor as “something unpleasant encugh so that people do it only in the ex-
Ecctation of benefits"}.

MICREY KANTOR, U.S. FREE TRADE AGREEMENTS AND THE PUBLIG HEALTH, (2005},
hup://www.who.int/intellectualproperty/ submissions/ US%20FTAs% 20and %20the%20P
ublic%20Health.pdf {last visited Mar. 8, 2008).
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clined to invest their time and effort in creativity and innovation.”

Those who oppose the APM initiative might also argue that
the high prices of patented medicines stem from high R&D ex-
penses and low success rates of the process used to develop new
medicines. Indeed, for every ethical medicine that reaches the
market, there are tens of research projects that have failed. More-
over, each medicine must undergo a rigorous, time consuming,
andfxpensive research process in order to qualify for commercial
use.. Another possible reason that pharmaceutical corporations
set high prices for patented drugs is that they do so in an attempt
to counterbalance the effects of cheap brand medications that are
shipped to developing and poor countries ending up on the
shelves of developed countries’ pharmacies. In this case, the pur-
pose of securing brand medicines at highly discounted prices for
poor countries would be frustrated. The logic is that the higher
the price of an imported medicine, the less likely it is that it will be
re-exported to the markets of developed countries. Indeed, some
commentators altogether reject the notion that the APM problem
is a consequence of market domination by pharmaceutical corpo-
rations; they deem the problem to be symptomatic of the lack of

1nfrag§ructure and organization in poor and developing coun-
tries.

2.4 Assessing the Arguments

~ The impasse between the need for APM and the conventional
international patent régime is part of the general debate relating
to the effect of intellectnal property protection on poor and de-
veloping countries. According to some, the protection of intellec-
tual property rights is deemed to constitute a precondition for
conducting international trade and for the success of developing
countries because it is said to strike a fair balance between the in-
terests of all countries.” Some advocates go even further and pro-

* See Robert M. Sherwood, Human Creativity for Economic Development: Paten
sgllg)r, 333 AKRON L. REV. 351 (2000); see al.sot()}.{ltowski, supra no;}t{J 22, at 715. s Propet Tecknot
' The medication goes through five stages of examination, namely in silica (the formula-
tion stage), in vitro (the lab testing stage), in vivo (testing on live beings, usually animals)
l’fuman testing (through clinical studies), and another testing stage on the wider popula:
9tﬂu:)n,.on':e the medicine is approved.
Enc_Noehrenberg, The Realities of TRIPS, Patents and Access to Medicines in Developing
gountnes, in LAW, ECONOMICS AND POLITICAL ECONOMY 170 (Meir Pugatch ed., 2006).
PETER GALLAGHER, GUIDE TO THE WTO AND DEVELOPING COUNTRIES 16 (2000). See
also KEITH E. MASKUS, INTELLECTUAL PROPERTY RIGHTS IN THE GLOBAL ECONOMY (2000)
(Fomending that the “balance of evidence strongly suggests” that intellectual property
rights provide an important foundation for promoting technology wansfer, local innova-
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claim IP protection to be a high priority for human civilization; as
such, infringement on intellectual property is not only regarded as
merely an act against private ownership, but also as an act against
civilization generally because it creates a disincentive for innova-
tion.” This approach seems to suggest that the standards that are
prescribed by TRIPS {or even bilateral agreements) constitute the
“grand norm” of IP protection.” On the other hand, given the
impasse with respect to patented medicines, it is not at all clear
that TRIPS constitutes a true “grand norm” for all countries.”
Others contend that IP protection is an economic tool in the
hands of the West, and that it has created an “unfair” régime.97
Additionally, TRIPS is deemed to have created (and cemented) an
unfair balance of costs and benefits that necessitates a reformula-
tion of its structure.” In accordance with this view, TRIPS consti-
tutes a “limited domain” because its primary focus is on the inter-
ests of innovators and’ developed countries, as opposed (o the
interests of consumers and developing countries.” The APM de-
bate accentuates this point; CIPR could thus be classified as an
“unjust” system because it appears to maximize the wealth of de-

tion and economic growth in the long run); Sherwood, supra note 90; Gurowski, supra
note 22; Jean Raymond Homere, Intellectual Property Rights Can Help Stimulate the Economic
Development of Least Developed Countries, 97 COLUM. | L. & ARTS 277, 28398 (2004). Fora
discussion of the benefits to developing countries, including a cost-benefit analysis of IP
rights, see id. at 983-290. For a discussion of the benefits to Least Developed Countries, se¢
id. at 291-298.
* A, AL-KSTWANI, INTELLECTUAL PROPERTY 12 {Al-Warrak Publishing, 1998) (crediting in-
tellectual property with the development of politics, economics, law, society, technology,
science, industry, trade, and literature).
% [aN MCLEOD, LEGAL THEORY 71 (193%9) (reflecting on Kelsen’s concept of “Grund-
norm™); James Boyle, The Politics of Reason: Critical Legal Theory and Local Social Thought, 133
U. Pa. L. REV. 685 (1985). For more on the concept of the “Grand Norm,” sez HANS
KFLSEN, PURE THEORY OF LAw {1934).
* Gana, supra note 76, at 326 (staung that TRIPS comprises non-universal norms that are
not “applicable to non-industrialized societies™).
* Khor, supra note 76; see also Bello, supra note 76.
* Yu, supra note 74. See also Daniel ]. Gervais, Intellectual Property, Trade & Development: The
State of Play, 74 FORDHAM L. REV., 505 (2005); Sun, supra note 38; Margo A. Bagley, Legal
Movements in [P; TRIPS, Unilateral Action, Bilaleral Agreements, and HIV/AIDS, 17 EMORY
INT'L L. REV. 101 {2003); James T. Gathii, The Structural Power of Strong Pharmaceutical Pat-
ent Frotection in US. Foreign Policy,
7]. GENDER RACE & JUST. 267 (2003}. it is worth mentioning that the idea of reallocating
costs and benefits in order to achieve a more just equilibrium between market players is
not new. [t has been used in various contexts that have been dealt with by the fields of law
and economics, including the spheres pertaining to the environment and global justice.
See, e.g., Lawrence Goulder, Philosophy Talk: The Environment and Global fustice (KALW radio
broadcast Sept. 28, 2004), avatlable al
hitp:/ /www.philosophytalk.org/ TheEnvironmentandGlobalJustice.him.
# rederick Schauer, The Limited Domain of Law, 90 VA. L. REV, 1909, 1916 (2004) {using
the term *limited domain” to describe “[a] legal system in which only a tiny fraction of
society’s moral, political, and practical norms are cognizable as law or usable in the legal
system”}.
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veloped countries at the expense of developing ones. It also over-
looks Fhe needs of the masses for cheap and accessible patented
medicines. In this regard, CIPR reflects John Locke’s interpreta-
ti_on of human nature, which suggests that humans (and in my
view a}so countriltosos) have a tendency to create laws that satisfy their
egoistic natures. ~ Thus, while developed countries reap the gains
from the s'ale of medicines, poor and developing countries appear
to b.e acting contrary to their inherent economic tendency to
maximize their wellbeing."" These developing countries are, in
effect, playing a “zero sum game,” which leads to consistently
detrimental results. Furthermore, research indicates that TRIPS
was not a product of developed countries’ unbiased efforts, but
rather TRIPS resulted from a compromise between internati,onal
11.3 laws and developed countries’ national interests. The drafting
history of the TRIPS Agreement attests to this theory.'” National
IP laws have been amended (or enacted) in order to meet TRIPS-
WTO obligations. Thus, these laws are not a product of pure na-
!LlOl'lal. sovereignty, but rather a by-product of the “bigger picture,”
in whu':h developing countries view TRIPS as a trade-off packag,e
comprised of WTO obligations and gains that they hope to derive
from membership in the WTO. This is especially evident in the
case of the pharmaceutical industry, where developed countries

have an uncontested advantage in the area of research and

development, as well as in their production capabilities. Conse-
quently, the legal norms pertaining to IP rights have not been

shaped in accordance with direct national interests (and needs)

but l?ave become intertwined in the wider context of globalizatior;

and international trade regulation.'” One view contends that the

globz}lization of trade (in which the WTO and TRIPS play a sub-

stantial role) only serves Western financial and commercial inter-

ests. This has rendered developing countries “victims” of globaliza-
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b SHIRLEY ROBIN [.E’I.WIN, ON THE HISTORY OF THE IDEA OF LAW 112 (Cambridge Univ.

br(_ess 2005) (cc_)ntendmg Lha‘t “left to himself, man is incomplete, for he is a dependent

deuv-ng. If he did not subordinate his will to another superior will, satisfaction of his own
esires would be the only measure of his actions.” See also JAMES TULLY, A DISCOURSE ON

EIIIOPERTY:JOHN LOCKE AND HIS ADVERSARIES 6 (1980).

!aleeCsl-;:iD If}\ tI;1C>SNER, ECONOMIC ANALYSIS OF Law 23 (6th ed. 2003) (“[M]any areas of

: ially the great common law fields of property, torts, crim d
the stamp of economic reasoning.”). propery e contraces, bear
A term that reflects a state of affai i :

E;S e affairs, whereby the gains of party A are balanced by party

y -Ze;?(l}ERVAIS, supra note 10; Khoury, supra note 22; Amir H. Khoury, The Development of

T o TJ:ademark Legisiation and Protection in Arab Countries of the Middle East, 16

s RANSNAT'L Law, 249 (2003); Gutowski, supra note 22. ’

4
JOHN HOWARD JACKSON, LEGAL PROBLEMS OF INT
? . ERNATIONAL E 1
291, 88592 (3d ed. 1995). CONOMIC RELATIONS
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tion because they have effectively delegated their powers of eco-
nomic decision-making to the (rich) North and its corporations,
while, in the process, threatening their own economic viability
and, as in the case of patented medicines, the physical well-being
(and in some cases survival) of their citizens.'” It is, therefore,
possible to conclude that CIPR standards cannot constitute the
“grand norm” for all countries. A solution to the conflicting in-
terests is therefore required. Ideally, the solution would take stock
of the social responsibility that is placed on the shoulders of the
privileged innovators, the captains of human progress and science.

In my view, the solution begins with committing to a new out-
look on the nature of patent rights in the pharmaceutical field
and with considering the issue from a wider perspective that takes
human rights into account.’” Indeed, there is a pressing need to
counterbalance “private goods” with “public goods,” as they relate
to the needs of the sick and dying masses in poor and developing
countries.”

5 yiher research warns against the current technological transfers in the form of “turn
key" projects because those projects create a trap of “technological and colonial” depend-
ency that entails intellectual dependency. M. Waridi, The Role of Technology in the Back-
wardness of Countries, 145 MINISTRY OF ED. & ARTS OF THE IRAQI REPUBLIC 9 (1978). Some
go as far as to equate the current situation with “market dictatorship” and “modemn impe-
rialism.” These call for the need to focus on opportunities for growth and stability that
can be achieved through equality, raising domestic production, and selfsufficiency. J. As-
four, Globalization and Issues of Cultural Identity 50 AL-NAH] MAG. 6 (1998). Asfour predicts
that Arab countries will ultimately clash with. certain aspects of Globalization due to the
system’s inherent contradictions, including “development and poverty,” “rolerance and
fanaticism,” “freedom of trade and new forms of domination.” Jd. See also HOWARD
HANDELMAN, THE CHALLENGES OF THIRD WORLD DEVELOPMENT 2, 14, 15, 29-32, 213-227
(1996) (where athe author considers a possible solution in the form of “Industrialization
Strategies”). See also N. RAGHED, THE SEVEN MASKS OF GLOBALIZATION (2001) (proclaim-
ing “severn masks of Globalization,” namely politics, economics, culture, media, security,
technology, and civilization). According to Raghed, the consequent unraveling of those
masks will reveal the real face of Glohalization; Globalization is portrayed as a phenome-
non that knows no compassion or leniency and that does not tolerate competition.

¥6 einz Klug, Comment: Access 10 Essential Medicines — Promoting Human Rights Over Free
Trade and Intellectual Property Claims, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF
TECHNOLOGY UNDER A GLOBALIZED INTELLECTUAL PROPERTY REGIME, stupra note 9, at
481; Frederick M. Abbott, Managing the Hydra: The Herculean Task of Ensuring Access to Es-
sential Medicines, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF TECHNOLOGY UNDER
A GLOBALIZED INTELLECTUAL PROPERTY REGIME, supra note 9, at 393; David Goren, Phar-
maceutical Innovation and Intellectual Property Rights: A Global Public Good?, in LAW,
ECONOMICS AND POLITICAL ECONOMY , supra note 92, at 159.

"7 See generally Geofl Tanscy, Comment: Whose Rules, Whaose Needs? Balancing Public and Private
Interests, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF TECIHNOLOGY UNDER A
GLOBALIZED INTELLECTUAL PROPERTY REGIME, supra note 9, at 662; Gregory Shaffer, Rec-
ognizing Public Goods in WTO Dispute Settlement: Who Participates? Who Decides? The Case of
TRIPS and Pharmaceutical Patents Protection, in INTERNATIONAL PUBLIC GOODS AND
TRANSFER OF TECHNGLOGY UNDER A GLOBALIZED INTELLECTUAL PROPER1Y REGIME, supra
note 9, ar 884.

L
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CHAPTER THREE
A MORE Just CIPR BY INVOKING A VIABLE APM MECHANISM

3.1 “Carpet” Adoption v. "De-linking”

' A broad spectrum of models could be appli i

qonal 1qtellectual property protection. At one Er?deg ttl?e lsnutl(;:nnli:
sive option of fully adopting the TRIPS agreemen,t and commit-
ting to :I‘RIPS—Plus standards without any reservation. This
position is one that calls for the adoption of TRIPS stan(.iards of
protection as well as all the “TRIPS-Plus” provisions that have been
1p§ertgq into bilateral trade agreements, where the bulk of IP “ac-
tivism” is curx:eptly taking place. On the opposite end of the spec-
trum is a position that opts for a complete deviation from CFPR
El;lei l:dtte}rl mode.l feeds on the disillusionment with CIPR, espe:
teXt.y in the public health domain and specifically in the APM con-

These two polarized solutions have stron i i

two theories, the Development theory and theth:];)et;lrii%nT (Et?:oOf
that generate the Development—ljependéncy debate."™ A)l(thou rl):
these theories emanate from discourse within the 6liti§0—
economic sphere, v they have a bearing on 1P-related discgurse 1e
Dependency theorists contend that the “world capitalist econm:n
has resplted from a relation of domination by a few metro olitar);
countries (‘The Center') and the ‘subjugation’ and subordililation
of most of Africa, Asia and Latin America (*The Periphery’).”""" De-
‘[‘)enr:lency ,Eheorisl;s argue that the “Center” has domina‘lted thee
Periphery” by employing various tactics and strategies including

104
T v B -~ )
19501)‘-E f:l.;;l;lC.sLOF DEVELOPING AREAS, (Gabriel A, Almond & jJames S. Coleman eds.
DEVFL’.OPME N—;; I%CMN W. PYE & SIDNEY VERBA, POLITICAL CULTURE AND POLITIGAI:
1976‘) : 1 (1965); COMPARATIVE MODERNIZATION: A READER (Cyril E. Black ed
CIL\.N,G]HANN(‘ g;mgu%aggg)te 11505, at 12; SAMUEL P. HUNTINGTON, POLITIGAL ORDER 11;;
xgom_[)s (1950) ; BJORN HETTNE, DEVELOPMENT THEOQRY AND THE THREE
T 'S » - .
l'ﬂanl:e21 gegepdepq l_hcory is said to emanate from earlier economic theories by Karl
By nd Friedrich List, See FRIEDRICH LIST, THE NATIONAL SYSTEM OF POLITICAL
OMY (S. S. Lloyd trans., 1885); KARL MARX, CAPITAL: A CRITIQUE OF POLITICAL

EcoNoMy (1961); WILLIAM
; HEN .
(1983), DERSON, FRIEDRICH LIST: ECONOMIST AND VISIONARY

ho .
Amir H. Khoury, supra note 80.
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the formulation of an international division of labor'? and, more
recently, the creation of stringent standards for the protection of
IP rights (including patented medicines) that are effectively
owned and controlled by the rich and industrialized countries
(i.e.. the “Center”) 1 According to this line of reasoning, the “Pe-
riphery” has been prevented from attaining industrialization and
has remained in the capacity of supplier of raw materials. This
domination of the “Periphery” by the “Center” has cemented the
relationship between the two into “passivity” and “dynamism,” re-
spectively.' !

Development theorists continue (o press developing coun-
tries to increase their enforcement of IP rights as a means for de-
velopmem.“” Dependency theorists, on the other hand, would
suggest that increased compliance with IP laws merely serves to
widen the economic rift between the rich “North” and the poor
«South.” Accordingly, Dependency theorists conclude that devel-
oping countries cannot progress by merely copying “Western”
standards of IP protection because they will always be dependent
on “Western” intellectual property instead of developin% their own
IP régime, comprising a “fluid international system.”ll Depend-
ency theorists are pessimistic about the possibility of bridging the
gap between the “Center” and the “Periphery” generally and, es-
pecially, with respect to IP and technology transfers.'” Develop-

"* 14, Starting in the sixteenth century, condemning the periphery to agriculture contrib-
uted to its domination by the Center. Poor countries were not wholly dependent on de-
veloped countries. ENDESHAW, supra note 111,

U3 prin Kathleen Bender, North and South: The WTO, TRIPS, and the Scourge of Biopiracy, 11
Tuisa J. CoMp. & INT'L L. 281, 982 (2003) (“The World Trade Organization (WTO)
dominates all international trade, and has been tailored by the industrialized countries of
the North to embed Northern dominance over the South.™).

M ENDESIIAW, supra note 111, explains that this relationship has reflected negatively on
countdes of the “Periphery” in various ways, including limitations being placed on the ex-
change process, the freedom of independent economic decision-making, and the prolif-
eration of technology. Supporters of the Dependency theory further contend that this
unbalanced exchange (between the “Center” and the “Periphery”) is manifested by the
permanent wansfer of value-added products from the “Center” to the “Periphery.” That,
in turn, is said to have caused a lack of foreign currency reserves and lack of capital accu-
mulation in countries of the “Periphery.” Thus, a vicious circle has been created, whereby
countries of the “Periphery” were largely relegated to the production and export of food
and raw materials and forced to trade for industrial imports on unfavorable terms. See
HANDELMAN, supra note 105, at 15, 21 n.34.

U The proponents of the TRIPS régime have remained steadfast in their stance, which is
{hat the TRIPS régime is beneficial to the economic development of Developing countries
and even “Least Developed Countries.” See Homere, sufra note 95, at 283-90.

Y6 Rello, supra note 76, at 90.

Wi at 89, See also Khor, supra note 40.

Whilst the WTC is supposed to be based on the principle of reciprocal benefits,
TRIPS has proven to be inherently and in practice very imbalanced, as devel-
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of the Depen Theory, 14 LAW & ’ : ’
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likely to lead to greater dependency of developing countries on
the developed ones. What is more, Dependency theorists have ar-

ed that, throughout history, people, nations, and countries have
charted different paths of development. Accordingly, they con-
tend that it is a misconception, indeed a mistake, to single out one
developmental path and to rule out the rest. My proposed
model comes against the backdrop of these two opposing theories.

3.2 Characteristics of the Proposed Model

Given all of the above, it is quite evident that CIPR, in its cur-
rent form, fails to provide a satisfactory response to concerns
about APM. A full adoption of TRIPS, without regard for its bu-
manitarian deficiencies, would also fail to recognize the social re-
sponsibilities of pharmaceutical patent holders. Similarly, 1 also
reject the model that calls for a complete de-linking from the
CIPR because such a solution overlooks the benefits of that ré-
gime, namely, of securing incentives for further innovation:and
foreign direct investment (“FDI")."" The above-described situa-
tion regarding the lack of sufficient access to medicines has
promg&ed individual initiatives for providing medicines to those in
need.’? Governments have undertaken two types of actions in at-
tempts to offset the APM imbalance. The first method relates to
compulsory licensing, which allows the production of patented
medicines.® The second method is referred to as “parallel im-
ports,” or gray market goods, where governments allow for the
importation of cheaper generic versions of patented medicines.”™

12 | Jkshmi Sarma, Biopiracy: Twentieth Century Imperialism in the Form of Internaiional Agree-
ments, 13 TEMP. INT’L 8 COMP. L. ]. 107, 108, 116-19 (1999); ENDESHAW, supra note 111, at
2. Theotonio Dos Santos, The Structure of Dependence, 60 AM. ECON. REV. 231 (1970);
WARNER BAER, THE ECONOMICS OF PREBISCH AND ECLA IN LATIN AMERICA: PROBLEMS IN
FCONOMIC DEVELOPMENT (1962). Tt is also argued that re-enacting the actions of today's
industrialized countries is not a viable option because it is not possible to reconstruct the
circumstances under which those countries had developed.

2 @itk Maskus et al,, Patent Rights and International Technology Transfer Through Direct In-
vestment and Licensing, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF TECHNOLOGY
UNDER A GLOBALIZED INTELLECTUAL PROPERTY REGIME, stupranotc 9, at 265.

™M yhe of many non-governmental organizations (NGOs) is Medecins Sans Frontieres
(“MSF™). MSF is a medical emergency relief organization that provides assistance through
over 500 medical programs in eighty countries worldwide. Sre hup://www.msf.org for
more on the activities of MSF; see also James Orbinski, President, Médecins Sans Fron-
tieres, Nobel Peace Prize Acceptance Speech (Dec. 10, 1999), available at
hep:// nobelpeaceprize.org/ eng_lect_99m.html  Other NGOs include the Treatment
Action Campaign in South Africa and the AIDS Access Goalition in Thailand.

5 M askus et al., supra note 123, at 265.

% noha Declaration, supra note 43.
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My proposed model draws on these solutions and develops them
further. In a nutshell, the model aims to preserve the CIPR
framewqu, while creating viable checks and balances in the form
o_f a flexible model of compulsory licensing. Despite the apparent
rift between CIPR and APM, it is still possible to join the two sys-
tems conceptually. Indeed, the proposed model seeks to reﬁZle
the 2005 WT'O amendment to the TRIPS Agreement. An en-
hanced APM system would not stand counter to TRIPS but would
;ather reflect the “sprit” of that Agreement, as it appears in Article
The protection and enforcement of intel i
s.houlcl contribute to the promotion of lfgsﬁi{)ll);;?:;ft}i’n?lil\l’:
tion and to the transfer and dissemination of technology, to the
mutual advantage of producers and users of teclln(;logical
knowledge and in a manner conducive to social and economic
welfare, and to a balance of rights and obligations.
) Con(':erns with - the CIPR have prompted calls to incorporate a
§u'bstanuve equality principle within the intellectual property de-
cision making framework,” this serving as a precondition for a true
union of IP and the concept of development.” My proposed
model advocates for incorporating a workable APM mgchgnism
into the. CIPR. It seeks to create clear safeguards for the needs of
developing countries from within the CIPR.”™ This would uld-
mately attain Aristotelian “distributive justice” among nations in
the context of patented medicines.” Consequently, my proposed
rnod_el is not about revolution, but rather about ref,orm P InF()ieed
as dlscus§ed earlier, there have already been attempts .to resolvé
the APM issue. The proposed model complements these efforts.

3.2.1 Reformulating the Cost-Benefit Approach

" A popular rationale for IP protection is that it helps maximize
the aggregate wealth of society at large. This, in turn, is used to
Justify the burden that is placed on some member states and

127

Qg?gazg"gf)et F]hon, Intﬂllectu(fl Property and the Development Divide, 27 CARDOZO L. REV. 2821
s 6): see also L., Danielle Tully, Prospects for Progress: The TRIPS Agreement am; Devel’-

ggsg ountries After the D?ha Conference, 26 B.C. INT'L & COMP. L. REV. 129 (2003)

o 0(1}1;:1 ar(;;ather skeptical about remedying the deficiencies of TRIPS from w;thin See,
zn;;;? ar OISNT E R(;(?S:Ieg& gfnlflw TR]P&S'}.;L(g)Teemml Foster Technology Transfer to Developing .Caun’-
[ UBLIC DS AND TRANSFER O J
o R OF TECHNOLOGY UNDER A
issuesﬁiigéﬁ%ﬂgﬁ I;l}c;PEl;TY :{EGME,dsupm note 9, at 227, 256 (arguing that “the

‘ echnology to developing countri i
oty tecting the transfer ping ries are unlikely to be re-
Plines”)_ e limited contours of the TRIPS Agreement and other WTO disci-

=
MaAY, supra note 4, at 155; T
(1959) pr e 4, at 155; Glynn S. Lunney, Jr., Trademark Monopolies, 48 EMORY L.]. 367
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societies.™ But, in light of the CIPR deficiencies in the APM
context, such a theory of efficiency does not seem to hold water.
Indeed, as evidenced by the Doha Round, the current régime
overlooks the allocation of entitlements and obligations among
member states. It is worth noting that the TRIPS Agreement rec-
ognizes the rights of member states to take measures that are nec-
essary to protect their interests, especially with respect to “public
health and nutrition.” It suffices to note that Article 8 of the
TRIPS Agreement declares that

[m]embers 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 de-
velopment, provided that such measures are consistent with the
provisions of this Agreement.

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 re-

sort to practices which unreasonably restrain trade or adversely

affect the interndtional transfer of technology.

Clearly, this article, much like Article 7 of TRIPS, has re-
mained within the periphery of TRIPS and the entire CIPR; in
other words, neither of these articles has really shaped interna-
tional IP policy. Rather, they have both remained largely dor-
mant.'”™ Nevertheless, the normative weight of these articles re-
mains relevant, and they can still be used to justify any future
reformulation of the CIPR in the context of APM.

3.2.2 Counterbalancing the WI'O: The WIPO Development Agenda

In light of the fact that developing countries have largely
been sidelined by WTO’s structure, some voices advocate “forum
shifting” in the form of a merger, or extensive cooperation, be-
tween WTO and World Intellectual Property Organization

¥ «[T}he common law is best [not perfectly] explained as a system for maximizing the
wealth of society.” RICHARD POSNER, ECONOMIG ANALYSIS OF Law, 23 (6th ed., 2003).
This cost-benefit analysis pertaining to TRIPS symbolizes the clear trade-off that IP protec-
tion involves between the aggregate maximization of wealth through innovation and trade
benelits facilitated by WTO membership vis-a-vis the losses inflicted on countries that
need to provide patent protection to foreign patents without receiving a share of the in-
come that is generated by patents or the economic power that they harness.

B! The 2005 proposal to amend Article 31 of TRIPS is one instance where the rationale of

Article 8 has come into action.
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(“WIPO”)."™™ These efforts to restructure the CIPR have mani-
fested themselves in the form of a “Development Agenda” that has
been advanced by WIPO.'™ WIPQ's Development Agenda aims to
create a more :e,ustainable TRIPS régime by addressing many of the
existing questions regarding public health, biodiversity; human
rights, and plant genetic resources used in food and agriculture
These questions have a strong bearing on the APM debate.
WIPO’s Development Agenda can contribute directly to the suc-
cess of t_he Doha Declaration relating to public health. Further-
more, given the variety of state interests involved, it appears that
long term success of the CIPR is contingent on sustained and
open dialogue, which can be best achieved with the help of WIPO
The main reason for this is that CIPR and WIPO complemené
each other in terms of IP administration, protection, and en-
forcement. WIPO has been entrusted with the administration of
most of the leading IP conventions relating to standard-setting
agreements and international registration of IP rights. Further-
more, WIPO'S structure allows for more effective representation of
developing countries because WIPQ's general assembly is based
on the concept of one vote per state.” Such a voting system
would .allow the “silent majority,” comprised mainly of developing
countries, to have its voice heard. Notably, cooperation between
WTO and WIPO already exists in the form of an agreement, the

™ Laurence F. Helfer, Régime Shifting: T
. s g: The TRIPS Agreement and New Dy i -
‘t:fnal Intellectual Property Lawmaking, 29 YALE |. INT'L, [f.’.rl, 25-28, 75-82 (21())}0’:;’:’“55 o fnteme
htto: Development Agenda, ELECTRONIC FRONTIER FOUNDATION,
ttp.//www.ef’f.fjrgjlP/WIPO/dev_agenda/ (last visited Mar. 8, 2008). “The Deve]op:
ment Agenda.gwe.s WIPO the opportunity to move beyond the narrow view that any and
all IP protection is beneficial, and choose instead to act strategically to spur economic
Eowth, foster innovation, and help humanity.” Id.

(Article 6, General Assembly
1)
(a) There shall be a General Assembly consisting of th i
[ l States p: -
‘('z)n%gn \(V}l:)lch are members of any of )rihe Uniong. ) e party to this Con
e Government of each State shall be represented b d
may be assisted by alternate delegates, advisors, End expert.s.y one delegate, who

(2) The General Assembly shall:

(vd) approve the measures pr'oposed by the Director General concerning the
administration of the international agreements referred to in Article 4(jii);
’

(3)

{g}e%‘;:rl:efal?i;s\;}l;ebtg-er member of one or more Unions, shall have one vote in
?;)(;llv;nuon Establishing the World Intellectual Property Organization art. 6, July 14,
b , amem?ed -Sept. 28, '1979, 21 U.ST. 1749, 828 UN.T.S. 3, available at

p:/ /www.wipo.int/export/sites/www/treaties/en/convention/pdf/tridocs_wo029.pdf.
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aim of which is to “establish a mutually supportive relationship”
and “appropriate arrangements for cooperation” betweer both
organizations.135 Although the current agreement between the two
{nstitutions is a technical one, lacking any operative function, it
can—and should—be amended to include a special reference to
the APM issue.

3.2.3 Empowering Local Industry through the Accessibility of Research
Data

The proposed model seeks to advance APM, so that all mem-
ber states could develop their national pharmaceutical industries
and gear them towards research and development. In order to
achieve this, national governments should apply TRIPS in a man-
ner that is conducive to national public health. The local phar-
maceutical industry should be encouraged to expand its research
activities, which may be achieved by relaxing the prohibitions per-
taining to research data that has been submitted by individual
pharmaceutical companies. Such sharing of data would prevent
local industries from making the same mistakes (such as reaching
dead ends) already made by their counterpa.rts.l‘”"6 The Data Exclu-
sivity defense that has been advanced by TRIPS-Plus should be re-
laxed in order to accommodate the needs of new pharmaceutical
corporations situated in developing countries in their R&D efforts.
This a 7proach can be justified by the suffix of TRIPS Article
39(3)."" Thus, the proposed model would include a “making
available” clause that ensures access 10 relevant research data from
around the world, to be utilized by local industry in special cases.

s Agreement between the World Intellectual Property Organization and the World Trade
Organization, Preamble, Dec. 22, 1995, 35 LLM. 754, available at
http:/ /www.wipo.int/ export/sites/ www/ treaties/en/agreement/ pdf/ trtdocs_wo030.pdf.
% This would prompt local pharmaceutical industries to manufacture low-cost generic
medicines, thus having a lowering effect of the price of similar branded medications due
to competitive pricing pressures. In addition, this would lead brand-name pharmaceutical
companies to focus their attention on the development of new medicines in order to
maintain their lead in the market.
7 TRIPS, supra note 5, art. 39(3) provides that
[m]embers, 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 com-
mercial 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.
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3.2.4 Granting of Compulsory Licenses

The core of my proposal revolves around a revised compul-
sory licensing model. It should be noted that Article 31 of TRIPS
provides ‘for compulsory licensing. Compulsory licensing consti-
tutes an important tool that is intended, among other things, to
remedy practices that have been deemed to be anticompetitive.
However, such licenses are subject to certain restrictions that ren-
der the entire scheme slow and cumbersome. For example, com-
pL.IISOI”y licenses are limited to cases where member state; have
failed to acquire a voluntary license based on “reasonable terms
and conditions within a reasonable period of time.”” Further-
more, the license is contingent on the “requirement to pay ade-
quate remuneration in the circumstances of each case, taking into
accoun‘t the economic value of the license.”" In addition, there is
a r@qmrerpen't‘that decisions relating to these licenses “shall be
;sl?llsﬁ)crti tt; ;,]Hodlcml or other independent review by a distinct higher
. A‘lthough these conditions may be warranted in most cases
involving patents, they are rather problematic with respect to
pharmaceutical preparations and especially so in the case of life
threatening illness, where speed and accessibility are of the es-
sence. Here, a specific compulsory licensing model is required.
The best evidence of this need appears in the 2005 TRIPS
Amendment., which includes a new Article 31bis that focuses on
pharmaceuticals. My proposed model builds on this concept of
compulsory licensing and suggests a more workable and struc-
tured mechanism, with clear checks and balances. For example, if
a medical emergency is declared in a certain state, that state would
be allowed to produce, or to seek assistance in producing, the pat-
ented medicines, without first having to acquire a formz;l license
(.compulsory or otherwise) from the patent owner or having to no-
tify the WTO. The proposed model is based on a retroactive
ratht?r tha}n a prospective, licensing mechanism. In this manner’
the licensing process would not slow down production of the relei
vant medication. The patent owner would be entitled to retroac-
tive compensation that would counterbalance his potential losses.
Such compensation would be contingent on a showing by the pat
ent holder that the compulsory license was utilized without justifi-

:: Id, atart. 31.
L1 [d.
Id. at art. 31(i).
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cation.” Furthermore, in order not to frustrate the entire pur-
pose of the proposed APM system, the state that invoked the com-
pulsory licensing mechanism would be held accountable for royal-
ties in the amount equivalent to the actual profits collected from
the sale or use of the medication within its jurisdiction. Thus, if
the beneficiary state made no profit from dispensing the medica-
tion, then it would not be liable for any royalty payments. In cases
where the state is unable to pay royalties that it owes, it may seek
the assistance of specific global funds, such as the PEPFAR Emer-

gency Fund. i

3.2.5 Sanctioning “Collective” Compulsory Licenses

During the Doha Round, WTQ’s TRIPS Council was asked to
provide solutions for the inability of some countries to utilize
compulsory licensing provisions. Such inability has been most
prevalent in the case of pharmaceuticals because many countries
do not have national industries that are capable of producing so-
phisticated medicines.”” The 2005 TRIPS Amendment responds
to this issue. I propose an even more sophisticated model in the
form of a Collective Compulsory Licensing scheme that would en-
able a developing country to produce a patented medicine in col-
laboration with a third, “assisting,” country that has the technical
and scientific capabilities. The assisting country would effectively
act as a proxy in utilizing the compulsory license on behalf of the
state that lacks a competent pharmaceutical industry or machinery
necessary for the drug’s production. The assisting state, however,
would be prevented from using the license as a pretext for circum-
venting patent protection within its own jurisdiction. Thus, the
proposed mechanism would maintain a palance between the le-
gitimate interests of all parties.

3.2.6 Determining Cases that Justify the Granting of Compulsory
Licensing

The main challenge for my proposal is that of determining
the cases where the need to access 2 certain patented’ medicine

18 11 addition to the patent related measures deailed above, there might also be a need
to encourage comparative advertising among brands in order to enable the less well
known brands to get a competitive advantage. This is especially justified when pharma-
ceutical products that are similar with respect to active ingredients are offered at cheaper
B;’ices.

PEPFAR, supranote 51
¥ Khor, supra note 40,
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should supersede the economic rights of the patent holder. If the
need to access a medicine is established, then the proposéd rules
would tolfal*'ate importation and sale of cheaper generic versions of
that medicine or allow for the granting of a compulsory license
need_ef:l to produce that medicine. Ideaﬂy, the need to access
medicines would be established by an impartial party that is capa-
b}e of cietermining the existence of a national medical emergerIl)c

(“NME”) that would justify taking such a drastic step. Inm viewy
the most su1tab_le entity to be entrusted with such-a sensitiveytask i;
the WHO: This organization possesses both the professional and
the technical tools needed to make the necessary determination
In fact, the_V\THO is already engaged in tracking and mappin the:
spreaﬂ4 of infectious diseases, as well as other illnesses, wgorld-
wide. .The role. of the WHO would not be limited to issuin
NME rulings, but it would also extend to assisting the WTO in d;g—
ciding anq settling any disputes that might arise in such cases. Itis
Vyorth Ilotmg that the WHQ has already atternpted to com-ile a
list of “essential medicines.” Until 2001, this list was inclfbctive
because it was only allowed to contain low-cost medications. In
2001 the l?w-cost” limitation was removed, rendering the iist a
more faffecltilﬁve tool for supporting access to patented “essential”
illlledlcmes._ I also.propose that WIPO be called upon to assist
W}Ep\(f)\’lﬁo in cases involving an NME. Notably, over the years,
O E?Saciumula;;eq substan?ial experience in international IP-
PP 51111[ eex{zzowtéﬁ?g. This experience could be helpful in
; In W?;id1t10n to the WHO’s power to make NME determina-

ons, O member states should be granted the right to inde-
per.ldently (%eclare a medical emergency. This power would onl
be invoked in cases of extreme urgency. In those cases, the slowei
Erocess of assessment by the WHO would not be sufficient. The
est example.of this relates to the Anthrax threat in the post-9/11
days, or the bird flu fears of the not too distant past.”

144

See Public Health Mappi i

: pping and GIS Map Library, World izali
l}:jttp./ /gémaps.e;ver.who.int/mapLibmry/ (last \I:isited Mr.Zr 8 c2){)08)]_1ealth Organization.

ssentia Medicines List, W l :

bito: . ; s orld Health O izad
low]:n/g/m:vho.mt/ me]d1a<}:]entre/factsheets/fsﬂi)f:/ en/ (last visited Mar. 8 ;%-?)lél)zau;:l.
' me rationale, the WHO has also advocated th ca li ] i
) 1 : ) e need to create a l -
h;:tl %V/lidlcall _Devl_ces. Acc_ess to Essential Medical Devices, WORLD HEALT;;{CSR:;;IET?;Efg:
o gardww.who.mt/med]calidevices/access/en/ (last accessed Mar. 8, 2008) ’
Mo , s;?n-z note 25, at 138 (citing Richard Laing et al., 25 Years of the WHO Essential
o nes List: ngress and Challenges, 361 LANCET, May 17, 2003, at 1723-29)
o Aor exa‘mple, dispute settlement involving domain names , -

° : .
gan ﬁc;ﬂrf Lo tlj:SWHO, ‘outbreaks of highly pathogenic H5N1 avian influenza that be-

-east Asia in mid-2003 and later spread to parts of Europe were the largest
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Another related question pertains to the scope of coverage:
should the APM mechanism be limited to ailments of potentially
epidemic proportions, or should it include any medical case, even
if it is not life-threatening? On its face, it seems that there is no
moral basis for distinguishing between a medicine that prolongs
one patient’s life and a medicine that alleviates the pain and suf-
fering of another patient, especially one who suffers from a
chronic disease. However, the proposed model would face much
less resistance if it is limited (at least in its initial phase) to life-
saving medicines. Ultimately, I propose to apply the model in a
more expansive manner to cover medications that are intended to
treat chronic diseases as well as life-threatening conditions.

3.2.7 Setting the Term of a Compulsory License

Another safeguard to ensure that the APM scheme and its
compulsory licensing mechanism are not used illegitimately,
would be by limiting the term of such licenses. The time frame
would be set by the WHO after it considers various factors, includ-
ing the severity of the illness, the extent and scope of public expo-
sure, and the time that is required to curb or alleviate the medical
condition. The reason for setting a compulsory license term is
that an opened-ended license is likely to significantly frustrate the
patentee’s rights. The license term could be extended in order to
accommodate cases in which the declared medical emergency
persists despite the fact that the license has expired. However,
these extensions would not be granted automatically, but would
instead be subject to review and contingent on certain conditions,
namely effective use of the license during the initial term and con-
tinued existence of the declared medical emergency.

I propose the incorporation of this model, comprised of the
above-mentioned elements into the TRIPS Agreement. Ideally,
the mode! would be incorporated as a new chapter within the

and most severe to date. At first, nine Asian countries had reported outbreaks, but in late
TJuly 2005, the virus spread geographically beyond its original focus in Asia to affect poultry
and wild birds in the Russian Federation and adjacent parts of Kazakhstan. Almost simul-
taneously, Mongolia reported detection of the highly pathogenic virus in wild birds. In
October 2005, the virus was reported in Turkey, Romania, and Croatia. In early Decem-
ber 2005, Ukraine reported its first outbreak in domestic birds. Most of these newer out-
breaks were detected and reported quickly. See Avian Influenza (“Bird-Flu ") — Fact Sheel,
WORLD HEALTH ORGANIZATION,

http:/ /www.who.int/mediacentre/factsheets/ avian_influenza/en/#countries (last visited
Mar. 8, 2008).
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TRIPS agreement.'” The proposed chapter is annexed to this re-
search paper. Furthermore, in order to ensure the viability of this
model, WT'O member states must not circumvent or forfeit rights
and obligations arising from the model in future trade a %ee—
ments. Member states would also commit to revise any exifting

trade agreement, the terms and conditions of which are counter
to the proposed model.

ASSESSMENT AND CONCLUSIONS

During the past two decades, protection for in
property rights has increasingly becoms a focal point in tﬁzliitﬁzi
of international trade and diplomacy. In 1994, it became an inte-
gral component of the World Trade Organization (WTO) through
the adopt@n of the Agreement on TradeRelated Intellectual
Property Rights (TRIPS).™ The TRIPS Agreement has become
tbe lex” in the field of international intellectual property protec-
tion. The TRIPS-Plus standards that have been introduced
t'hrough free trade agreements have raised the level of IP protec-
tfon even further. Consequently, most countries have been ac-
uv?l)f engaged in enacting new national laws and amending the
existing ones in order to render them TRIPS-compliant or to meet
commitments undertaken in bilateral agreements.” Evidend
tbe right of sole use that is enjoyed by patentees has created a baf‘:
rier for those who seek, but cannot afford, certain patented medi-
cines. In my view, patentees of pharmaceuticals are bound by a
duty to those; suffering from ailments that might be alleviated or
{C‘:;re(? ‘t?y their pe:jtentei medicines. This position stems from a de-

ed view regarding the nature of I
Articles 7 andg8 of tl?e TRIPS Agreen?err(l)f ey and s supported by

This research paper sheds light on the CIPR from th i
health and APM perspectives. The topic is inherently ticfdetop.;l ll):rc
ger debate., relating to the nature of IP protection; in fact, it is
Symptomatic of a deeper ideological standoff between the “h’aves”
and hz-we-nots,” that is also referred to as the North-South divide
I submit that the CIPR constitutes a “limited domain” in that ii

149
In this case, there would not be an
I case, y need to amend the TRIP i
iiwrucle 31bis (as proposed by the 2005 TRIPS Amendment) ) > agrocment by adding
‘TRIPS, supra note 5. For : Ami
o 3 > - a survey of the WTO system, see Amir H. Khoury, Well-Known
FORDamou; N_;Eaffn;;k; I:n L{[sggel.- zRE{PS Jfrom Manhattan to the Dawn of & New Millennium!, 12
DHAM . PROP. MEDIA & ENT. L.J. 991, 991-1002. For a legal history of the ew
1;*&‘dmg up to the WTQ structure, see Erin Kathleen Bender, Nomth g’So:@H:)'r;‘}?e ;V;Oe e
Trips, and the Scourge of Bio Piracy, 11 TULSA . COMP, L. 281, 289-310 (2003) ’
Sarma, supra note 122, at 125-26. .
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fails to address particular interests of developing countries with re-
spect to the access to patented medicines.”™ Moreover, the CIPR,
as it stands, has not delivered on its promise to promote IP protec-
tion for the benefit of all.” My research and proposal delve into
past and current attempts to resolve the APM problem. To date,
the CIPR remains devoid of any structured workable model for re-
solving the APM predicament. Notably, the 2005 TRIPS Amend-
ment, which would grant certain countries compulsory licensing
rights, has not yet come into force.

Indeed, the arguments presented by Dependency theorists,
coupled with the unbalanced structure of TRIPS, undermine its
perceived moral basis and require a reevaluation of its structure.'
This is not surprising, given that TRIPS was formulated by devel-
oped countries and tailored, first and foremost, to suit their own
needs and interests. The Dependency theory provides additional
rationales of the CIPR deficiencies in the APM context. Those de-
ficiencies have been brought to public awareness by the Doha
Round of trade negotiations. Furthermore, the WTO 2003 Deci-
sion and 2005 TRIPS Amendment, amending TRIPS Article 31,
provide the best examples of the monumental change that is
needed in order to remedy the APM predicament.

After having ruled out extreme solutions (i.e., full adoption
or complete de-linking from CIPR), I submit that the solution to
the APM debate should take the form of a model that is more at-
tuned to the needs of developing countries. My proposed model
aims to transform the Doha Declaration from 2 declaration of
principles into a workable model within the existing TRIPS
framework. Such an approach can reinvigorate and revitalize

¥2 Schauer, supra note 99, at 1910, observing that
at the heart of understanding the phenomenon of law and the character of legal
argument, may be an appreciation of the fundamental narrowness of the law
and a grasp of the way in which the characteristic modalities of law serve to
screen out, often successfully, what would in other decisional settings be good
arguments, important facts, and desirable values.
185 TRIPS, supra note 5, art. 7 (warning against the risk that IP protections will themselves
constitute barriers to trade).
B Gerald B. Wetlaufer, Systems of Belief in Modern American Law: A View from Century's End,
49 AM. U. L. REV. 1, 78 (1999), echoing a similar notion, that
one step in the right direction is to acknowledge the deep differences within the
larger legal community; 0 give up the illusion that we are a single community,
which illusion is the source of so much disappointment; to acknowledge the
multiplicity of perspectives and to admit that even our own perspective is both
contingent, and what is harder, contestable; and to seek out the origins and the
intelligibility of those perspectives which are most alien to us.
K. AL-AHMAR, THE ROLE OF IF AND [NDUSTRIAL PROPERTY & E-COMMERCE IN GROWTH 20
(Dar Arrida Publ. 2000); KE. MASEUS & M. LAHOUEL, COMPETITION POLICY AND
INTELLECTUAL PROPERTY RIGHTS IN DEVELOPING COUNTRIES: INTERESTS IN UNILATERAL
INITIATIVES AND A WI'O AGREEMENT, 13 (1999).
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TRIIF.’S and render it a more pragmatic, just, and viable régime. In
my view, a viable APM mechanism that is interjected into the exist-
ing TRIPS Agreement, without undermining its basic structure of
patent protection, constitutes the correct approach. On the one
hand, this approach would ensure the rewards and incentives for
innovators, while, on the other hand, it would be responsive to the
needs of poor and developing countries. A balanced system that
Supports APM would advance the CIPR because it will address the
interests of all concerned parties. There has been nothing to sug-
gest that the WTO has been allowed to take over the role of thge
national governments, which are typically more attuned to the
pressing health needs of their respective nationals. Thus, each
sovereign state should be free to utilize the APM mechanism in a
manner that best serves its citizens. My proposed draft amend-
ment to the TRIPS Agreement is annexed below.
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ANNEX
PROPOSED
PART VIII
T0
THE AGREEMENT ON TRADE RELATED INTELLECTUAL PROPERTY RIGHTS
PUBLIC HEALTH:
ACCESSIBILITY TO PATENTED MEDIGINES (APM)

Art. 74:

Public Health in TRIPS

Recognizing the gravity of the public health problems that afflict many
developing and least-developed countries, especially those resulting from
HIV/AIDS, tuberculosis, malaria, and other epidemics.

Stressing the need for the Agreement on Trade-Related Aspects of Inlel-
lectual Property Rights to be part of the wider national and international
action addressing these problems.

Recognizing the 2003 Decision and the 2005 TRIPS Amendment re-
lating to the proposed amendmen! of Article 31 of the TRIPS Agreement.

Recognizing the concerns about the effects of intellectual property pro-
tection on prices of medicines.

Affirming the importance of frromoting access to medicines for all.

Members of the WTO have resolved and agreed to enter the norms of
this Part VIII into their national legislations, and to conduct their domestic
affairs and international relations accordingly.

Art. 75;

Members with a Declared “Natiopal Medical Emergency”
Not withstanding the obligations of members in this agree-
ment, members included in the annexed list of countries, when
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having a declared National Medical Emergency shall be entitled
to:
. Require patent owners to. provide medicines at a quantity and
price that are required by the local market.
-Is.sue compulsory licensing for the production of patented
medicines that treat or remedy or reduce or curb the spread of
Epidemic Ailments or suffering resulting therefrom.

Art. 76

Setting and Updating the List of “Epidemic Ailments”
(a) The Epidemic Ailments that patented medicines are in-

tepded to treat will be updated from time to time, as the need
arises, by the World Health Organization (“WHO"”). The WHO
shall undertake to establish a specialized committee that is dele-
gated the task of carrying out all WHO-related functions in accor-
dance with this Agreement.

_ (b) Notwithstanding (a) of this Article, absent a determina-
tion by the WHO, each member shall be entitled to determine
whether a case at hand constitutes a National Medical Emergency
or ther circumstances of such extreme urgency that a National
Medical Emergency is deemed imminent. HIV/AIDS, tuberculo-
sis, gnd malaria, among other epidemics, constitute a National
Medical Emergency.

Art. 77:

Revoking Declaration of “National Medical Emergency”
The declaration of National Medical Emergency can be can-

Eelled or retracted following a determination that said emergency
as c.east_ed to exist or did not exist in the first place. Such a de-

termination may by rendered by:

WH (a) A WTO dispute resolution panel in consultation with the
‘ 0 and/or any national health organization and/or authority

within the relevant jurisdiction.

erall (b) Notwithst'fmding (a) of this Article, a Member may unilat-
rally, and at any time, cancel or retract its declaration of National

Medical Emergency.

Art, 78:

—_—— e

Issuing a Compulsory License

(a) Following a valid determination of National Medical

L
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Emergency, a compulsory license may be issued by the affected
member state’s national government to an entity, located within
the jurisdiction of that member state. Such an entity would need
to possess the capacity to manufacture the pharmaceutical prod-
uct under the patent.

(b) A compulsory license shall not be contingent on the ap-
proval of the patent holder of the relevant patented active ingre-
dient.

(c) Notwithstanding (b) of this Article, the patent holder may
petition the WT'O Dispute Settlement Body or national courts and
seek compensation for its substantiated losses. Such compensa-
tion shall be contingent on a showing that the compulsory license
was utilized without justification (i.e., that a National Medical
Emergency had not occurred) or that actual losses have been sus-
tained by the patent owner. Absent repayment by local industry,
the state issuing the compulsory license shall be liable for the
payment of damages in the amount equal to the actual profits col-
lected from the sale of the pharmaceutical product within its ju-
risdiction.

Art. 79:

Subject Matter of a Compulsory License

(a) In addition to sanctioning the production of a patented
medicine by a national industry, and in order to expedite the pro-
duction of a medication, the compulsory license may also allow
national pharmaceutical research and development entities to util-
ize all research data and results that were compiled or reached by
the original patent holder.

(b) All member states in which the original patent is regis-
tered will divulge such relevant information.

(c) All disputes in this regard will be refereed by the WT'O
Dispute Settlement Body, which would consult with WHO and
WIPO.

Arg, 80:

Member with Insufficient or no Manufacturing Capacities in the
Pharmaceutical Sector

After obtaining a compulsory license, if a member state does
not possess a mechanism capable of producing the needed phar-
maceutical product, the state would be entitled to seek assistance
of industries operating within another member state (Assisting
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M§mber). The government of the Assisting Member must give
prior consent to such assistance, which consent would be contin-
gent on the following:

(1.) License i‘s-intended to produce medicines for the con-
sumption of the citizens and residents of the member state with a
declared National Medical Emergency only.

(2) License will be used by Assisting Member for the sole

purpose of e}.(porting the relevant medicine to the member with a
declared National Medical Emergency.

Art. 81:

Initial Term of Compulsory License

For each compulsory license, a specific initial term will be de-
termined and prescribed by WHO. In determining each specific
term, WHO would take into consideration the following factors, as
well as other factors that it deems relevant: ,

Severity of the illness.

Extent and scope of public exposure.

Est.imated time that is required in order to curb or alleviate
the National Medical Emergency.

Art. 82:

Term Extension
Notwithstanding Article 81, the term of the compulsory li-
g&nse may be extended, given a prior authorization by the WI'O
ispute seltleme-nt panel. The authorization to extend the license
will b.e granted if the following conditions are established by the
state issuing the license:
Ecense was effectively applied during the initial term.
~ License contributed substantially to the reduction i
price of the medicine. ’ reduction i the

License contributed sub i ilitati
stantially to facilitating access

relevant medicine. i o e

Llcer_ls'e was not used in order to export or transfer the rele-
vant medicmg beyond the borders of the member with a declared
National Medical Emergency.
ol Llcens-e contributed to reducing or curbing the spread of the
relevant epidemic or can potentially contribute to this effect in the
Immediate or foreseeable future.

Nac Member §tate remains on the list of countries with a declared
ational Medical Emergency.
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The ailment that the medicine is intended to treat remains
classified as an Epidemic Ailment.

Art. 83;

Non-Circumvention and Active Implementation [.)eclaratlon

(a) WTO member states undertak(? not to circumvent or for-
feit rights arising from this Part VIII in any future trade_agree—
ment. Furthermore, each member state undertakes to revise arly
existing free trade agreement, to which it i.s a member3 and to
amend any provision that negates, undermines, or nullifies this
chapter. . o

(b) Member states also underta}ct'a to rewse_duly any existing
trade agreement the terms and conditions of which are counter to
the provisions of this Part VIIL
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