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Abstract

This paper explores the sources of the recent ypal@nges from
weaker to stronger intellectual property regimesPR@) for
pharmaceuticals across the developing world, and@luirkey. Analysing
the policy change from a political economy approable paper argues
that the increased structural power of the transnal capital in the 1980s
had been the most important common factor in gettire ground for
changes in the IPRs for pharmaceuticals across ¢lelaping world.
Against the state-centric theories that intergretgolicy change primarily
as a matter between the nation states from dewtlapel developing
countries, the paper contends that the nature @mksf policy outcomes
on pharmaceutical IPRs have been shaped by the dymardinthe class
struggles across the developing world. The lattgurent is supported
through an analysis of the Turkish public policpgsses and outcomes
which resulted in strengthening the IPR for pharmtceals. The paper
concludes that rather than a mere external impositin the “Turkish
state” by the advanced capitalist countries or Hueopean Union (EU),
the policy change in favour of stronger IPRs for rpteceuticals was
sustained and shaped by the Turkish conglomeratiéatahich pursued
reintegration with the transnational capital a®btipal strategy.

Keywords:Drugs, pharmaceuticals, patents, data exclusivitykey.

1. Introduction

The politics of intellectual property rights havevays been
driven by the material interests and strugglesasfous social forces,
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and/or their fractions (c.f. Sell & May, 2001). d&hlatest
manifestations of such struggles are the policyngba that occurred
in the global regulation of intellectual properturohg the last two
decades. The most distinguishing characteristic thifse policy
changes was the shift from weaker to relativelpreger forms of
intellectual property protection across the develgpworld. The

conclusion of the “Trade Related Aspects of lreelual Property
Rights” (TRIPs) agreement during the GATT multdedl

negotiations had been an important turning poitthat regard.

In no other sector this shift towards stronger liattual
property regimes had been as controversial as st iwahe case of
pharmaceuticals. The vital importance of drugs ioman health,
restricted health budgets across the developingdwibre research and
development intensive nature of the global phasutcal industry
and the leading role played by a handful of powetfansnational
corporations in it, have certainly been factorstthncreased
controversies and struggles on intellectual propeights in this
sector.

The TRIPs agreement set global standards in a tyadé
intellectual rights such as copyrights, trademarggographical
indications, industrial designs, undisclosed infation, and patents.
Of these, patents and undisclosed information (@matection of
pharmaceutical test data) had particular signiteanfor the
pharmaceutical industry. The TRIPs required thermsion of patent
protection to all areas of technology, includingphaceuticals which
had been until then exempt from patent protectiomost developing
countries. The agreement also entailed significgrmonization in
the scope and duration of patent protection as waellthe set of
exclusive rights conferred across national pateginmes. Moreover,
the TRIPs became the first international agreemdmth obliged all
signatories to protect against unfair competitidre tresults of
pharmaceutical test data submitted during natiaeagistration of
pharmaceutical products (Correa, 2002: 10). Allséhechanges
introduced by the agreement had profound implicatifor access to
essential medicines across the developing world.

Still, precisely because of the highly contestedurea of the
negotiations on intellectual property, the agreensso allowed the
national authorities certain flexibilities in itanplementation. In
relation to patent protection, such flexibilitiesncerned issues such
as the conditions of “compulsory licensing”, ‘lernational
exhaustion of rights”, and the determination dfahsitional periods”
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after which the patent protection will be provided developing
countries. As for protection of pharmaceutical test data knoad
definition contained in the Agreement text led toteasive
contestations on its legal interpretation. In gffélse extent to which
these areas of flexibility were exploited during timcorporation of
TRIPs provisions into national intellectual progeregimes varied
significantly depending on the nature and dynanutsntra-class
politics in each developing country. Thus, despite general shift
towards stronger IPRs for pharmaceuticals instijdig the TRIPs
agreement, there are still important continuingfedénces in the
relative strength of protection across the develgpivorld (Watal,
2000:2).

This article has two simultaneous objectives. First explores
the common factors that underlie the recent chafrges weaker to
stronger intellectual property regimes for pharnudicals across the
developing countries. In doing so, the analysisuses on those
aspects of intellectual property regimes that Haeen most vital for
the pharmaceuticals, namely patent protection, pratection of
pharmaceutical test data. Secondly, it analysesdhae of the public
policy processes in Turkey which resulted in profehanges of the
pharmaceutical intellectual property regime and digramics of the
intra class struggles, which shaped the publicgautcomes therein.

| propose a three-fold argument to explain the ceairof the
recent policy changes in the pharmaceutical IPRsd@feloping
countries and of Turkey. Firstly, an important @Gagctvhich increased
the pressures on developing economies in favourstobnger
intellectual property protection in the 1990s, was profitability
crisis that the transnational pharmaceutical chpitaurred during the
1980s (c.f. Nogues, 1990). Secondly, a more impobifector, which
rendered these pressures effective, was the iretestgictural power
of the transnational capital and the political, remmic, and
ideological transformations it generated in the bglo political
economy during the 1980s and 1990s. Structural powfethe
transnational capital refers to its capacity tost@in governments,
trade unions, and other social groups by its comver investment
resources (Gill, 1991).

Finally, whilst the increased structural power ohet
transnational capital has been the common factatenying the
recent policy changes in the IPRs for pharmacdstithe nature and

! See section 4.4. for explanations of thesederm
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scope of policy outcomes have been bounded by yin@ndics of

domestic class politics in developing economies paper supports
this latter argument through an analysis of thekiBhr public policy

processes and outcomes which resulted in signtfisisengthening of
IPRs for pharmaceuticals. It argues that the pubditcy processes
and change on pharmaceutical patents in Turkeybead shaped by
the conflicts between the domestic/protectionisictions of the

pharmaceutical capital and the internationaliseactions of the
Turkish capital. The latter included not only th&ernationalised
fractions of the local pharmaceutical capital bigoathe Turkish

conglomerate capital that formed the hegemonictibiacin the

Turkish power bloc during the 1990s. Hence, rattieen a mere
external imposition on the “Turkish state” by tlaelvanced capitalist
countries or the European Union (EU) as argued doyes policy

makers (Yalciner, 1999) the policy change for sienintellectual

property protection for pharmaceuticals and theeweXploitation of

the flexibilities entailed in the TRIPs was shajpgdhose fractions of
the local capital which pursued reintegration witle transnational
circuits of the capital as a political strategy.

The rest of the paper is organised as follows. Sdwnd section
provides a brief critical analysis of the previatsdies conducted on
pharmaceuticals, intellectual property rights, ardeveloping
economies. The third section analyses the politaoad economic
context during the 1960s and 1970s, which initiglgtained weaker
intellectual property regimes for pharmaceuticalsross the
developing economies, and the outcomes of thixcypolihe fourth
section analyses the sources of the changes patkat policies of the
developing countries in the 1990s, the substancethef TRIPs
agreement and the implications of the flexibilite®wed for national
authorities in its implementation. The fifth sectifocuses on how the
conflicts between the domestic fractions of therpteeutical capital
and the internationalised fractions of the Turlagpital as well as the
state institutions that concentrated their interedtaped the policy
outcomes on pharmaceutical IPRs.

2. State or class interests? A brief critical gsial of the

recent studies on pharmaceutical IPRs and the

developing economies.

Most of the recent studies conducted on the phaoimal
industry, intellectual property rights and develapi economies
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focussed on the possible pros and cons of strgmgeection for the
developing economies (c.f. Lanjouw, 1997; 1999; &ja2000; La
Croix & Kawaura, 1996; Lippert, 2002; Scherer & \Alat2002;
Nogues, 1993; Kabiraj, 1995; Wendt, 2001). Amonigstfew studies
that touched upon the sources of this extensivieypohange towards
stronger protection, two complementary strandsxgilamations can
be identified. Those adopting a liberal instituabst approach view
the policy change towards stronger IPRs for phaeuticals as an
outcome of the pressures exerted on the develogiagps by the
advanced capitalist states (such as United Statespean Union and
Japan) in favour of stronger patent protection. (caijouw, 1997:1;
La Croix & Kawaura, 1996:110; Correa, 1997:3; SoQ#ntre, 1997;
Kabiraj, 1995:2). Hence it is argued, “TRIPS wadefd to all
nations [by developed nations] on a take it or éeat basis.
Developing nations..felt that TRIPS would provide absolute power
to developed nationso rule over thedevelopingcountriesin future
trade and technology” but nevertheless “the mendmintries signed
the treaty althouggrudgingly’ (Kabiraj, 1995:2 emphases mine).

A second interrelated explanation comes from rafistigame
theory proponents, which emphasise the bargainingceplures
between the developing and advanced capitalistestaduring the
multilateral GATT Uruguay negotiations. This apprbaviews the
TRIPS agreement, which emerged out of these negoisaas a
concession which the developing states agreedtunnrdor certain
benefits they received on their agricultural andiles exports. Hence,
while analysing how the “developing states” resged to the TRIPs,
Cohen (2002) argues that the extent of commitmenthé TRIPS
agreement by the developing country governmentedatepending
on the costs and benefits that the politiciansaahecountry attached
to the implementation of the TRIPs agreement. Shthdr argues
“many politicians favoured making a commitmentie WTO and all
of its conditions because it could help them to endlveir country
more rapidly towards economic liberalisation ... ahd economic
payoffs in the Agreement from which select grougofintries could
benefit” (Cohen, 2002:126, emphasis mine)

As observed, both perspectives view the issue pnedtly
from a state-centred perspective. Intrinsic to eéhapproaches is a
tendency to represent the policy change on phanmiaaépatents as a
competition or conflict between the nation statesmf advanced
capitalist and developing countries, each tryingrisure their national
interest, defined either as ensuring the competigs of their
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national industries, or the health of their popolat Hence, it is
argued “it was clearly in the interest of all irglalised countries to
reinforce their dominant position in research, tesbgical
innovation, and industrial production vis a vis ethcountries by
strengthening intellectual property rights and girgg for a world
wide system (South Centre, 1997:6). "Developirgtes for the most
part did not support the protection of pharmacealfpatents because
they needed to develop their pharmaceutical inguwstd to enhance
competition in the market” (Correra, 2000: 5).

A common fallacy underlying both approaches is iewthe
state and society/markets as separate and competitiges. States
are transposed as the prime actors and decisiomgakntres with
their own independent agenda and set of inter@sighin such
constructions, state “options”, “choices”, "dies”, “responses”
are placed outside class politics. Instead, speiciferests are ascribed
as the states’ own or the national interests. & amen sources of
policy objectives or outcomes are traced back poeSsures by the
interest groups” they are represented as “adjliste’filtered”,
“processed” in line with the state or nationalterest or the
politicians” own interests.

Theoretical approaches that counter pose statesaciéty as
separate and competing realities, however, areeadsig as they
provide only partial explanations. This is so fordesast two reasons.
Firstly, the absolute autonomy attached to thesstat the bureaucrats
as central explanatory variables proves highly eopdte in
accounting for a) how and why some policies by s$ta&te or its
rational bureaucrats or politicians come to be wmmied as
compatible with the national interest whereas atleee ruled out, b)
which interests such policies foster or exclude epthow and why
those interests come to be defined as the natinteakest in the first
place.

Secondly, as both liberal institutionalist and oa#l choice
theories set off by taking certain variables asegivi.e. “the
developments in the international markets”) butngitaneously
ascribe primary explanatory power to the stategherpoliticians as
autonomous actors, they fail to adopt a wider alit economy
approach. With respect to analysing the sourcgsobfy change on
pharmaceutical intellectual property rights, thssreflected in the
inability of the studies concerned to account foe teasons of the
increased pressures on developing economies iruifawb stronger
protection in the 1990s, and why such pressuregegrsuccessful in
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generating the desired policy outcomes now, desthiter acute
failures two decades ago.

In this paper, | adopt a political economy approtiet focus on
the dynamics of class politics underlying the pplehanges on IPRs
for pharmaceuticals across the developing worldis Tépproach
neither ignores the important role of the natioated in mediating
policy change nor does it ascribe any independaunice of power to
the states therein. But rather it necessitateshaegiualisation of the
state, and state policies that proceeds beyondiiti®tomies (state
versus society) adopted by the liberal institutlmhaor rationalist
theories. Following Poulantzas (1978:130), | adaepttheoretical
conceptualisation of the state as a material coatem of class
relationship of forces. Viewing the state as atmetais valuable
because it recognizes that the struggles betweerddiminant and
dominated classes are not confined to the civilespdut are present
and reproduced in the heart of the state. The qscef “power
bloc” and “centers of opposition” overcome thetate society
dichotomies by referring to the interactions of tleminant and
dominated classes, and their fractions with thé&tut®nal structures
of the state as internal relations. While the fare@ncept signify the
interrelations with the state institutions of theultiple politically
dominant classes (and their fractions) under thenidation of one
hegemonic class or fraction (Polulantzas,1975:2P@)]atter refers to
the state apparatuses that exhibit the struggleshef dominated
classes (Ibid., 1978:142). Hence, contradictionsragst the different
levels of the state structure do not simply represlee autonomous
interest of the state elites, or its politicianssash but materialize the
conflicts amongst the classes and class fractitete policy is not
autonomous state’s or its politicians’ own choiocegpreferences but
the result of the contradictions and strugglesefdlasses that operate
through it. As the state itself is the site of tass struggle and its
policies are the result of class contradictionszaihnot perform in a
rational or functionalist way or as a monolithioblwith a set of
internally consistent and coherent motives or rasps (c.f.
Poulantzas, 1978:130).

3. Weak intellectual property protection and
pharmaceuticals across the developing world.

In their substance, intellectual property rightsvoine the
commodification of knowledge and information (Ma3Q04a:821).
Through the exclusivities conferred, the owners iofellectual
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property rights can exclude competition from theiwals in the
market, raise the associated monopoly rents, arelept the
widespread dissemination of knowledge. In view bé tcurrent
hegemonic consensus formed around intellectualeptpgrotection,
such short term costs (i.e. restriction of compmetjtmonopoly rents,
and the resulting higher prices) are necessarydardo stimulate the
continuity of socially rewarding innovations andcheological
development. However, as May (2007:2) reminds ukerathan a
universal set of legal principles, the history ¢ife tdevelopment
intellectual property rights is a continuing histoof political
contestation, which cannot be understood indepdlydesf the
establishment of modern capitalism, and its currglobalisation.
Contrary to the current orthodoxy, strong intelledt property
protection was hardly the norm across the advancayitalist
economies throughout their earlier stages of ecoana®velopment.
As Sell & May (2001) illustrate, in many of todayadvanced
capitalist economies, historical development of dpproach towards
the protection of intellectual property in geneeald patent protection
in particular, represented a penundulum that @gedl between two
ends: the provision of exclusive protection and apmties on the one
hand, and public oriented dissemination and cormpeton the other.
Historically, shifting policy choices on intelleeu property
protection, and knowledge ownership which formsitbstance, were
sustained by the material interests of the soccels that
corresponded to each end of the pendulum. On thesnd, were the
owners or controllers of knowledge resources thatigbt to
expropriate the surplus value attained from comifieation of
knowledge, acquire monopoly rents for their creatamd exclude
others’ access to these rents. On the other end sexietal forces
that aimed for the dissemination such knowledge ahe
redistribution of the rents that accompany it (@&y, 2004b).

Until the 1990s, many of the developing countriegrev
characterized by weak intellectual property reginvagh involved a)
restrictions on the scope, range and duration diusiities conferred
by intellectual property rights, or/and b) outrightclusion of certain
strategic or vital sectors such as pharmaceutif@s) the scope of
intellectual property protection. Such weaker forofsintellectual
property protection promised to contribute to tegelopment of local
industrial capabilities by allowing faster and wid#ssemination of
foreign technology, development of local productaapabilities and
producers, and substantial savings on outflowsesfricted foreign
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exchange reserves. Provision of weak intellectvapgrty protection
for pharmaceuticals was justified by their partgutharacteristics
such as the vital significance of drugs for pulblealth, research and
development intensive nature of the industry witkersive positive
externalities etc. In fact, lax intellectual pragyemrotection for
pharmaceuticals had been a common a phenomenonreadaanced
capitalist countries until late into the secondf ledlthe 20" century.
For example, full patent protection for pharmacsals were not
provided until 1949 in the U.K, 1960 in France, 896 Germany, and
1978 in Switzerland, Sweden and Italy (Nogues, 1990
Contemporary global controversies on intellectpabperty
protection for pharmaceuticals are dominated byresfces to two
particular intellectual property rights, namelyteyd protection and
protection of pharmaceutical test datdowever, the historical
evolution and significance of these intellectuabpgerty rights for
pharmaceuticals have been differential. Pateneptiain had been the
earliest and most widespread type of intellectusdperty right,
whereas the protection of test data emerged asstanadi form of
exclusivity only in the late 1980s, due the develepts in the
pharmaceutical markets of the advanced capitatish@mies. The
analysis in this paper will also follow this histal order. Our
analysis of intellectual property rights and phacedicals until the
negotiation of TRIPs agreement will mainly focus gatent
protection, which will then be followed by an ars$y of the
emergence of data protection as a distinct forexafusivity.

3.1. Political sustainability of weak intellectyadoperty
regimes for pharmaceuticals across the developiaddy
The case of patents

Patents have been the most widely used type ofidoteal
property right in the pharmaceutical industry. Riwe research-
intensive transnational corporations (TNCs), whiehd the global
pharmaceutical industry, patent protection is thestmimportant
mechanism through which the costs of the drug rekeeould be
recouped. Patents -- which provide exclusive rightsroduce, market
and license products for certain time periods (veenty years) --

2 Even though the protection of pharmaceutical tita has been recognized as an
intellectual property right in the TRIPs agreemémére are important controversies as
to whether it should be considered to entail excitiss like other intellectual property
rights. (C.f. Correa, 2002:14)
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allow the innovators to earn monopoly returns airtmvestments. In
the case of pharmaceutical innovations there acerain types of
patents: product patents, and process patentsu®rpdtents provide
stronger forms of protection as they prevent thel tharties from not
only producing, and marketing a particular drug also from using
all other manufacturing processes through which gaeented drug
can be produced. Process patents are consideduwioe a weaker
form of protection as they protect only one patacumanufacturing
process that can be used to produce a patented drug

During the 1960s and 1970s most developing cowngither
weakened or abolished patent protection for phagoazals. Weak
protection systems, adopted in countries such dig,liBpain, Greece,
and Egypt, Soviet Union, Peru, Portugal Moroccoin@h/enezuela,
Chile, involved the abolition of product patents fiharmaceuticals
while providing process patents that are narrowsgéope, short in
duration and easy to revoke (Sequiera, 1998: Ch&pibolition of
patent protection in countries such as Turkey, Kprf@razil, Iran,
Mexico, Australia, and Colombia entailed the exidosof both
pharmaceutical products and processes from patetggbion.

The political sustainability of non/weak patent iregs in
developing countries should be understood as ashadt of two
interrelated factors. The first one of these isdiggamics of the post
war political economy that integrated semi-perigh@&conomies into
the international capitalist system. The second ase the
corresponding historical configuration of classcks internal to
developing countries at the time of the policy a@an

The decision in developing countries to withdrawtepa
protection for pharmaceuticals during the 1960s &9d0s reflected
dominant concerns (such as the creation of a |bcalrgeoisie,
national self-sufficiency, and protectionism) of piant substitution
(IS1) policies pursued within the context of postrwcapitalist
development. Capitalist development across senpipemal
economies had been an integral part of post watiqmleconomic
system, which facilitated the internationalisat@fnproductive capital
based in the US, and other advanced capitalisttigeanWhile this
system was secured under the political and econbagemony of the
United States, and involved a congruence of ideadicies, and
institutions amongst leading advanced capitalisiona (Gill, 1991),

® Thus process patents allow third parties to predac patented product through
manufacturing processes other than the one protegtéhe patent.
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the most important factor that cemented it was é&manae of
transnational class forces, which included the @Sed productive
and financial capital, centrist political partiebureaucrats, non-
communist organised labour unions and their copatés in Europe.
This transnational class alliance was also expandddclude class
forces from semi-peripheral economies through #geddency of the
latter on continuing flows of capital and technglo@ill & Law,
1989:479).

While the implementation of ISI policies across theeloping
world was actively sponsored by the U.S. governmsmth support
was not an independent initiative of U.S. politigeor state but was
shaped through the economic interests and politatadying of the
export oriented transnationals in the U.S. (Maxfi& Nolt: 1990). As
such, ISI policies implemented across the sempperal economies
involved a dual contradiction (Bina and Yaghmaniz@90:115) On
the one hand; they facilitated the increased patietr and prospering
of the activities of the transnationals behind theff barriers, with
access to cheap raw materials, labour and subgidisiant
investments. On the other hand; ISI policies regmme=d the class
struggle of the local capitalists in semi periph@&@onomies against
both the precapitalist classes in their own ecoeemand the
transnational capital.

The withdrawal of patent protection for pharmacmals in
many developing countries during the 1960s and 49&presents this
duality in the nature of relations between the gremional capital, and
local capital throughout the post war capitalistedlepment. During
the 1950s and 1960s, most developing country govents
encouraged transnational investments and the graftla local
pharmaceutical capital by providing protection framports and
subsidies for investment. On the one hand, the tpsdin of the
TNCs into developing country markets involved theation of links
between the local manufacturers and TNCs througihnt@ogy
transfer agreements, supply of raw materials andcmatal
intermediates. On the other hand, the strategiemcoumulation
pursued by the pharmaceutical transnationals, la@dtruggle of the
local capital to expand in home markets and competé the
transnational capital underpinned the contradistionthe relations.
Patent protection, extensively used by the TNCsptotect their
innovative technologies, control markets and sostales of their
higher-priced products contradicted with the attesmpf the local
capital to enter the market and compete with thesimationals. When
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this was combined with the limited purchasing poveérpopular
masses and foreign exchange shortages for drug risppmost
developing country governments abolished or weakepatent
protection for pharmaceuticals.

Policy choice for weak or non patent protectiontesys was
justified by the particularities of industrialisai in late peripheral
capitalist contexts. Firstly, it was argued that lck of basic research
and development (R&D) infrastructure and innovatapabilities in
developing countries resulted in prolonged monojpalsitions for the
transnationals and higher prices for vital drugdciWwhcould not be
afforded by the lower incomes of population. Sedpnitlwas argued
that, rather than stimulating local innovationthe case of peripheral,
production, marketing and licensing exclusivitiesyided by patents
increased the entry barriers for the local firmsl gmevented them
from acquiring learning capabilities, which couid, the absence of
patents, be achieved through imitation and reversgneering (See
Sequiera, 1998 for a detailed illustration of théseussions).

Policies of non-patentability or weak patent pratec for
pharmaceutical products provided two benefits tovetigping
countries. Firstly, non-patentability of pharmadeait products
fostered the emergence and development of domgséanaceutical
industries. It allowed the entry of the local prodts into the market
and enabled them to compete with the subsidiariethedo TNCs in
their home markets (Chudnovsky, 1979:52; 1983:18Baudhuri,
1999:11). Secondly, the non-recognition of prochatents opened up
important opportunities for saving scarce foreigrchange and
providing cheap drugs to the public by providindgegal context for
the importation of patented pharma-chemicals athmower prices
from other non-patented sources. Foreign exchangeings
contributed towards satisfying an important predtowl to continue
import substitution industrialisation. Meanwhilehet provision of
cheap drugs fulfilled two objectives. On the onadd integrated the
interests of the popular masses to what is def@®dhe national
interest (i.e. industrialization). On the other #ai contributed to the
long-term reproduction of the labor force, parthmpensating for the
weak health infrastructure in the developing ecoesm

The withdrawal of patent protection certainly was greeted as
a welcome act by the pharmaceutical TNCs. Any waetion in
intellectual property regimes throughout the poat era was resisted
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with intense lobbying by the pharmaceutical tratisnals? In most
cases, however, these pressures were not efféntigenerating the
desired effect of strengthening pharmaceutical ntagerotection.
Hence, one can conclude that the dynamics of tisé yar capitalist
expansion allowed a wider potential for the peesise of conflicts
and contradictions between the transnationals aodl lfractions of
the pharmaceutical capital in the developing ecaasm

3.2. The Non-patentability of pharmaceutical proguend
processes in Turkey

The abolition of patent protection provides the aloc
pharmaceutical manufacturers with opportunitiesetgage in both
upstream and downstream activities in the indusyrallowing them
to imitate the patented formulations and pharmaribals or
molecules developed (mostly) by the transnationéhe imitation of
patented formulations or pharma-chemicals as sumhever, requires
a local firm to develop production processes withtbe assistance of
the technology supplier. This is relatively easiethe upstream sector
of the industry, i.e. the formulation sector, whigltocesses various
pharma-chemicals into final drug forms. As one piithn method
can be used to process several pharma-chemicals aatide
ingredients, production in the formulation sectsrtéchnologically
less intensive. The production of pharma-chemicalactive
ingredients used in formulation sector-- iS moregowous as
production of each pharma-chemical or patented cutderequires a
different production process and hence technol@pa(dhuri, 1984).
This downstream activity therefore is much mordtetogy intensive
and requires the accumulation of learning and m®technologies by
local manufacturers (through reverse engineeri@gg alternative for
local formulation producers that cannot acquirétetogy to produce
pharma-chemicals is to import them from other natepted foreign
sources at much cheaper prices. The sustainablogenent of the
industry as a whole, however, necessitates sinmeodias progress in
both streams of activity.

Patent protection for pharmaceutical products andgsses was
abolished by a decision of Constitutive AssemblyL861 in Turkey.

4 Chowdhury (1995) and White (1983), document séveariher strategies (i.e.
persuasion, trade sanction threats) employed by tthesnationals and the US
government to offset the interventions of the depelg country governments with
national industrial property regimes.
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The most important driver behind the policy outcowss a group of
local manufacturers that felt threatened by thewto of the

transnationals in the domestic market (Cf. Kirimd88a: 349). A
favorable foreign investment regime introduced migiihe 1950s and
certain privileges provided to the pharmaceuticahgnationals in
fields of pricing and profit transfers resultedaittracting the country’s
highest portion of foreign direct investment intee tpharmaceutical
industry (SPO, 1973:59). Although the entry of ttiansnational
capital opened up collaboration opportunities fourgeoning local
capital (i.e. subcontracting agreements) on the levhbey felt

threatened by the increasing transnational presendtbe domestic
market.

The abolition of patent protection proved to be oh¢he most
important measures that enabled the growth of latahufacturers
and productive capabilities in Turkey. In the twecddes following
the abolition of patent protection, ninety percehtpharmaceutical
consumption was met by local production. Compareth wther
developing countries, a much larger percent of theth
pharmaceutical production and sales were contrdiigdhationally
owned firms. However, the abolition of patent protection didt no
prove sufficient to halt the dependency of all locenufacturers on
foreign technology and imports of pharma-chemicals.

One benefit of the abolition of patent protectioasvihe access
it provided for local pharmaceutical manufacturéos unpatented
sources of technology and supplies of pharma-credmidn other
words, the absence of patent protection alloweslradtive means of
market existence for local firms other than coli@iog with the
transnationals. The decades following the abolitioh patent
protection witnessed the evolution of two fractimidocal capital in
the Turkish pharmaceutical industry differentiafesin each other in
terms of acquisition of their technology and sied. (Kirirm, 1986;
1985a:171-4). The first was the domestic fraction§ the
pharmaceutical capital whose product portfolios ewnelargely
dominated by copy products. Compared to the intenmalised

® |n 1984, before the consolidation of the libesalion policies in the industry, the sales
share of the transnationals in the Turkish pharot@ca market was thirty-seven
percent. (Ministry of Health, 1990). Across the eleping world, Turkey was the third
country, after South Korea and India, where thasmnationals had the lowest market
share. One should also note that in South Koredratid where the sales share of the
TNCs were 17 and 23 percents respectively, the eiparof transnationals were
restricted through more restrictive measures thanTirkey, which required the
transnationals to reduce their equity shares iim tven subsidiaries (UNTC,1984).
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fractions of the local pharmaceutical capital, éhéscal firms were
less dependent on the transnationals for theirhases of technology
(Ibid).5 The domestic fractions of the local capital weeéehogeneous
with respect to their size and type of activityrsBy, numerous small
firms specialised on formulation production bernedit from the

restrictions imposed on the entry of the foreigpitzd into this sector.
These firms relied on imports of patented pharmesgbals from

abroad and imitated the patented formulations ef ttansnationals.
Secondly, number of large size local firms expantied formulation

activities into pharma-chemicals production bemgjit from the

incentives and subsidies provided for the develogrogthis sector in
the 1970s. The most common form of technology aitijpm by these
firms was purchases of production technology frompaiented

sources mostly from Eastern Europe. The main appletidis option

for the local manufacturers was the dossiers aaatiwith such
purchases that provided a detailed description hef production

technology, and other necessary information reduioe registration

purposes (Eren, 2002).

Another group of manufacturers --the internaticsedi fractions
of the local capital --continued to rely on tecltogy transfer and
licensing agreements with the transnationals. Aighothis group of
firms also produced a wide range of copy produces through
imitative production) their product portfolios wengostly dominated
by licensed products of transnationals (Kirim, 18851
Technology transfer and licensing agreements pexntiese local

® In 1975, out of a total of 2117 drugs in the fatation market, 732 were produced by
the transnationals, while the remaining 1985 dnwgse produced by the local firms

(TIB, 1975:55-59). Out of the latter, 1385 drugs eveproduced under local

manufacturers’ own brands (i.e. copy products) evttile remaining 600 were licensed
products. Domestic fraction of the local capital those firms that entirely or

predominantly produced copy drugs with their owartils. For example, firms such as
Nobel, llsan, Husnu Arsan, Minir Sahin that produamnly copy drugs can be

considered in the former subcategory while othexhsas Deva (94 drugs of its own
brand, 15 licensed drugs), Mustafa Nevzat (67 dmofg#s own brand, 2 licensed

drugs), Biofarma (19 drugs of its own brand,3 li@ehdrugs) Ibrahim Ethem (84 drugs
of its own brand, 26 licensed drugs) lltas (53 dragits own brand, 7 licensed drugs)
can be placed in the latter.

For example in 1975 the leading licensee firma€dzasi’'s product portfolio consisted
of a total of 171 drugs, 134 of which were producedier licenses from several
transnationals while the remaining 37 drugs were fthm’s own brands (i.e. copy

products). Another licensee firm Adeka which ha8Badrug portfolio produced 18 of

these under license while the remaining 15 werevits brands. Out of the 55 drugs in
its portfolio another licensee firm Santa Farma dpeed 33 of them under

license(TIB,1975:56).
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firms lower costs and fewer uncertainties not oblcause they
facilitated constant access to the licensor dutiegmplementation of
the technology acquired through the license bub &lscause they
involved the provision of updated product relatefdimation that are
essential during the registration of the producthwhe regulatory
authorities and the subsequent marketing stagentkKt985a: 165).
Whilst the internationalised section of the localpital viewed
licensing and technology transfer agreements asoee rprofitable
strategy, the abolition of patent protection, ar trestrictions
imposed on the entry of the foreign capital inte tormulation sector
of the industry by the state during the 1970s stlithe preferences of
the transnationals in favour of licensing agreesmemhroughout the
1960s and 1970s, benefiting from their partnershipgh the
transnationals, the local licensee firms grew bwothsize and in
number, and emerged as the most powerful fractibthe local
capital.

A second and interrelated form of dependency inTthekish
pharmaceutical industry has been the reliance @arnpd-chemical
imports. Although throughout the 1970s, the deweslept of the
pharma-chemical production was promoted throughomnprotection,
investment subsidies, and a series of restrictiomsosed on the
transnationals, the industry continued to remajedeent on pharma-
chemical import8.

8 Production of pharma-chemicals was realised byethd of 1970s but this production
was able to meet only three percent of the localadal(SPO, 1977b: 7). In the 1980s,
under continuing protection (i.e. investment inoesd, import protection provided for
pharma-chemical production, export incentives) theantity of pharma-chemical
production and types of products produced recorstatie improvement (c.f.Eren,
2002; 66). Following the elimination of investmententives and trade protection in
the 1990s, the local production of pharma-chemibalsame unable to compete with
cheaper imports which resulted in significant cadtion in capacity utilisation,
quantity, and types of locally produced pharma-dbats. The number of firms
operating in the industry declined from twenty-five1987 to eleven in 1998 and the
production of a range of pharma-chemicals was sdppcluding the semi-synthetic
penicillins which formed an important fraction ofopuction and exports during the
1980s. Alongside local firms, the transnationalsicl invested in the sector during the
1970s, also exited the sector. Out of six tranenats, which were operating in the
industry, there is currently only one left (i.e. Bary (interview with local company
executive). Thus, the average annual growth ratphafma-chemical imports in the
period 1994-1999 reached fifteen percent (Eren28XE). Paralleling the restriction in
capacity utilisation, the production investmentgtie sector have also declined from
thirty-two percent of all investments in 1987 tanare three percent in 1998 (Eren,
2002:56).
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The continuing intensity of licensing agreements time
formulation sector was one of the factors that éied the
development of pharma-chemicals sector (c.f. §a¥869; Kirim,
1985a: 361). By obliging the local manufacturersptochase their
inputs exclusively from their transnational licerso licensing
agreements significantly reduced the incentives Iycal
manufacturers to engage in pharma-chemical prasluch second
hindrance for the backward integration of pharmercical
production -- i.e. the absence of a local orgamienagical industry--
was common to many developing countfieSne solution to this
problem in some developing economies was extengublic
investment in the production of organic chemicaid arug related
research and development. In India, for exampldiputvestment in
production of organic chemicals and R&D not onlgueed reliance
on foreign sources of technology but also spurheddrowth in the
production of pharma-chemicals (Chaudhuri 1999;4199ehrotra,
1989, Ramachandran &Rangarao 1972)

As any type of state policy, however, the existemcabsence of
particular forms of state intervention results frarapecific balance of
class forces. The social base of direct state ietgion in the
pharmaceutical industry, of the sort observed didrior example (c.f
Eren-Vural, 2007), did not exist in Turkey. Duritige initial stages of
the development of the pharmaceutical industryfralttions of the
local pharmaceutical capital strongly resisted dogm of direct
intervention and instead insisted on mere reguatatervention in
the form of investment subsidies and import prabectThus, rather
than public investment in pharma-chemical industtige State
Planning Office reports prepared in cooperation hwihdustry
representatives proposed joint ventures betweesl Imanufacturers
as the main policy to overcome the hurdles of higist pharma-
chemical investments (SPO, 1963:335;1965:225;126330). In the
short term, regulatory intervention allowed a ltiw®a business for
local manufacturers that invested in pharma-chdmpcaduction.
Those investors that started the production ofarph-chemical from
its latest stage (importing most of the chemicalenmediates)
benefited not only from investment subsidies bwoahn absolute
market monopoly ensured by import protection. Rsadiccruing from

° In the absence of organic chemical industry pravides inputs and intermediates in
the manufacturing of pharma-chemicals, productiemains dependent on imported
inputs and intermediaries, and the progress towsgdsnologically more intensive
methods of production is seriously hindered.
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such production were diverted into reinvestmerd the production of
profitable consumer products rather than pharmanateds. It was

only in mid 1970s when a large group of small mantifrers became
increasingly critical of the market monopolies pd®d to big firms

(c.f.SPO,1977) that a provision on public investtrnanan integrated
organic chemical plant that would produce inputsidoal production

of pharma-chemicals (and also dyestuffs) was iadeirito the state
plans. Although this suggestion was repeated irsegent annual
development plans it was never realised. (c.f. SRO75:171,;

1976:44; 1977:51; 1978:120; 1979:369). During tB80s, when state
involvement in the manufacturing sector was sigatfitly reduced,
the matter disappeared from the development plans.

To conclude, although the abolition of patent pette and the
accompanying regulatory incentives provided thraughthe import
substitution era contributed to accumulation by libeal capital, the
latter continued to remain dependent on foreigrhnelogy, and
imports of pharma-chemicals. In other words, theketasurvival by
local firms remained conditional on not only redaty state
intervention but also access to technology and mspof pharma-
chemicals from either the transnationals or otloeeifn unpatented
sources. The main effect for interest formationtlué reliance on
foreign technology and imports of pharma-chemicalas the
underdevelopment of powerful set of independenssciaterests by
the local manufacturers. The significance of theealse of such class
interests became more obvious during the shiftghm alliances
between the local manufacturers in the furtherestanf policy making
on pharmaceutical patents during the 1990s.

4. Policy change towards stronger pharmaceutical
intellectual property regimes across the developing
world

4.1. The sources of increased pressures in favbsironger
intellectual property protection

During the 1980s and 1990s, the pressures impogethdé
transnational pharmaceutical capital on developed developing
country governments in favor of stronger intell@ttyproperty
protection intensified enormously. An important sm®u of the
increased pressures was the profitability cristsictvthe transnational
pharmaceutical capital incurred since the early0$9&Vhile being a
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part of the general profitability crisis of the dapst production of the
period, the crisis encountered by the transnatigrifermaceutical
capital was caused by three developments in thg aharkets of the
advanced capitalist economies (Nogues, 1990).

Firstly, from 1960s onwards in the US and Europghter
regulatory controls were imposed on pharmaceutcehpanies to
prove the safety and efficacy of their productse Blricter regulatory
environment not only increased the cost of the R&&urred by the
pharmaceutical firms, but also increased the timgebetween product
innovation and its market launch (Comanor, 198691 1Balance,
1992).

Secondly, from 1980s onwards both in the US an&urnope
governments tried to contain increasing public dexgenditures by
promoting the use of cheaper generic products. Tdgulatory
measures introduced to this end made it easiegdaeric firms to
enter the market immediately after patent expinyd gresented a
significant competitive challenge for the sales aratket shares to the
original producers (Nogues, 1990; UNIDO, 1996: 99).

Thirdly, from the 1970s onwards, the productivity adrug
research (i.e. the number of new chemical compsnmvated by
transnational corporations) recorded a significdetline compared
with the previous decades. This caused alarm imthestry about the
further erosion of profits when the patents on taxgs products
expired (Balance et.al, 19929.

The political strategy adopted by the global phammogical
capital in the face of declining profit margins w#&s increase
pressures in favor of stronger intellectual propeprotection
worldwide (Nogues, 1990; Balance, 1992, Camonoig6)l9 This
strategy involved distinct forms with respect toveleped and
developing country markets. In relation to devetbpeuntry markets,
such as the U.S. and the EU, where a relativelyngtintellectual
property protection already existed, this strategwlved seeking to
extend the range, duration, and scope of excliesvéllowed through
intellectual property rights. In relation to devgilog country markets,
which were characterized by much laxer protectibrentailed the
generation of a transformation from weaker to sgjswnintellectual
property regimes.

0 Balance (1992) reports that the number of new atarantities founded declined from
844 in the period 1961-1970 to 665 in the period112980, and further down to 506
in the period 1981-1990.
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Throughout the 1980s, strong industry lobbyingha U.S. and
by then the European Community (EC) resulted inedes of
legislation that extended the scope, duration, amadge of
exclusivities provided through intellectual progerights. The Hatch
Waxman Act, introduced in the U.S. in 1984, forraxée, prolonged
the effective term of patents for an additional efiwears, to
compensate for delays incurred during the regutatanocedures
(Nogues, 1990). Moreover, the legislation introdleenew form of
protection and exclusivity, to compensate the oagdrug producers
that bear the costs of expensive clinical testprave the safety and
efficacy of a new drug. Later came to be known harmaceutical
data exclusivity, this procedure effectively pretesh the health
authorities (in this case Food and Drug AdminigtratAuthority in
the U.S.) from relying on health and safety infotima submitted by
the originator companies to evaluate the health safdty properties
of similar subsequent generic drug applicationsaqoeriod of five
years. While providing a de facto market exclugitd the originator
firms, at the end of the exclusivity periods, tlegislation aimed at
fastening the entry of generic products into thekeaby allowing
them to register their drugs by claiming bioequavele to the original
drug, instead of requiring them to repeat the gasdfety and efficacy
tests ( Mossinhoff, 1999). While the Hax Watchmaet Aad been
thus portrayed as an effective balance betweeondhfiicting interests
of the public, generic and original drug developéralso became the
first legislation to innovate a new form of exchisy, which will
during the 1990s become the focus of internatiodebates on
pharmaceutical intellectual property.

In 1987, the EC followed the U.S. suit by issuingegulation
requiring the member countries to provide eithartei ten years of
data exclusivity. Unlike the U.S. regulation, th& Eegulation also
allowed the member states to bind the provisionlatt exclusivity
with the patent term, thus allowing member stateteéive patented
drugs outside the scope of data exclusivity. In219%e EU also
issued a regulation to restore pharmaceutical paterms to
compensate for delays incurred during the regulgicocedures.

The second strategy adopted by the global pharrtieaku
industry was to increase pressures and lobbyingnforce stronger
and more stringent intellectual property protecti@geross the
developing world (Nogues, 1990). As will be outlinie section 4.3.,
the associations of pharmaceutical transnationgitaleachieved this
end not only through their own intensive lobbyingtiaties on
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developing country governments, but also by urgthgir host
governments in advanced capitalist countries tooreef stronger
patent protection in developing countries. Stikréh have been more
fundamental factors which rendered all these pressin favour of
stronger patent protection effective on developirgpuntry
governments. The next section is concerned withligigting these
factors.

4.2. Why were the pressures on developing countr@s
effective?

The most important factor that rendered the presswn
developing countries more effective during the X8Pas the
increased structural power of the transnationaltaihe structural
power of the capital relates to its capacity tost@in governments,
trade unions, and other social groups by its comtver investment
resources (Gill 1989, Winters, 1996). This poweessential to the
operation of the capitalist system but it variepeteling on its size,
scale, and relative mobility and scarcity. Durihg 1L980s, the rise in
the structural power of the capital was underpinbgdwo factors.
The first one of these was the growth in the scapd scale of
transnational financial capital (Gill, 1989; Hollay, 1994), while the
second one was general profitability crisis of talfst production.

One important outcome of rising economic dominarofe
financial fractions of transnational capital wae thcreased mobility
of the transnational capital as a whole (Hollowa998; Winters,
1996). The rapid developments in transport, compatians, and data
processing also promoted the capacity of financagital to relocate
investment resources across jurisdictions. Anatheortant corollary
of the growth and rising economic dominance ofriirial fractions of
transnational capital was the formation of a neangnational class
alliance (Gill, 1991). The members of this new $mational class
alliance included the top owners and key executofesansnationals
in capital intensive and high-tech industries, drand international
bankers, politicians and civil servants in most atbed capitalist
countries (Ibid).

During the recessionary atmosphere of the 1980zeased
mobility of large amounts of transnational capi(ad the form of
foreign direct investment, short-term capital flovesxd long term
portfolio movements) obliged governments to becommere
responsive to their needs and requirements. Ecanosutessions
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characterised by declining profitability of capisalproduction, low
growth, high levels of inflation and rising unemyteent led to a
fiscal crisis in the welfare structures and coleapd the consensus
over the appropriateness of demand managementgsolWithin this
context the increased structural power of the tratisnal capital
emerged as the prime motor behind the neo-libelfablogies and
policies which were revived in the US and Westemroge to
overcome economic recessions. These policies m@med a
significant departure from the post war politicaeomic settlement
and resulted in an economic, political and ideaabrestructuring of
the global political economy.

The impacts of the increased structural power o€ th
transnational capital and the corresponding shgeka the power of
territorially bounded actors (i.e. nation statesal capital and labour)
has been more commanding in the semi-peripheratogo@s. This
was so due to two interrelated and reinforcing psses.

The first relates to the reduction in the avail@piio developing
country governments of sources of external finamtker than
transnational capital. The end of political anditau rivalries in the
aftermath of the Cold War significantly restrictéde extent of
external finance (i.e. military and political aithat had been available
during the era of superpower politics. Secondlg, tacessions of the
1970s and the debt crisis of the 1980s eliminateddvourable terms
over the remaining sources of external borrowingrily the 1980s,
the continuation of the flows of external creditsnaade conditional
on the implementation of economic liberalisationd astructural
adjustment policies which generally involved theation of a more
favourable atmosphere for the transnational capitaése policies not
only reinforced the declining power of the statemgage in economic
initiatives, but also increased the exposure of skeni-peripheral
economies to world markets and the pressures framsnational
capital.

Far from externally imposed on the developing ecaes, this
change in the mode of capital accumulation wasasust by
restructuring of the power bloc in the developingmomies. Hence,
for example, in Turkey, the prime beneficiarieghad previous import
substitution policies emerged as the main advocateseo liberal
policies, which they saw as the strategy for overiog the crisis.
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4.3. The outcomes of transnational lobbying foostyer patent
protection.

When compared to its performance in the 1970s, niwest
important political achievement of transnational aphaceutical
capital during the 1980s was the leading roleayet! in the creation
and implementation of a mechanism for the systengatiorcement of
bilateral trade sanctions against the export commneetsectors of the
developing countries that failed to provide patemtection. In 1984,
the lobbying efforts by the transnational pharmé#écal capital’'s
association, PhRMA, succeeded in introducing sicguift revisions to
Section 301 of the US 1974 Trade Acln its revised form, Section
301 of the Trade Act allowed the US Trade Repregimet (USTR) to
revoke (within the U.S. Generalised System of Pegfees) the
privileged status of countries which failed to pdws effective
safeguards for intellectual property rigiftén the years that followed
Section 301 became a powerful tool for the US gowvent and the
transnational pharmaceutical capital for pressogizideveloping
countries to strengthen their patent syst&ms.

The intense lobbying efforts by the transnatiorf@rmaceutical
capital in 1984 and 1985 was also one of the nmopbrtant driving
forces behind the inclusion of intellectual progeptotection in the
GATT Uruguay Round trade negotiations (Ellsworth993).
Throughout the negotiations, which started in 198@& advanced
capitalist country representatives insisted on éxéension of the
scope of patent protection to pharmaceuticals. répeesentatives of
the US, the EU and Japan defended the strongentpatetems as the
requirement for the future inflows of foreign ditaavestment and
transfer of technology into the developing coustrie

1 Although the PhRMA’'s membership criterion reqsirdS-based operations, a large
number of pharmaceutical transnationals from badessof the Atlantic meets this
criterion. The PhRMA in this sense can be convehjeriewed as the voice of the
pharmaceutical transnational capital rather tharelp¢he US based transnationals.

2. U.S. Generalised System of Preferences (GSRtirit first in 1976, is a program that
grants duty-free treatment to specified productported mostly from developing
countries. Other industrialised countries suchhes EU have similar programs that
provide tariff preferences to imports from develapcountries.

13 Section 301 provides a domestic procedure whergbg affected US
manufacturers/exporters can petition the US Traderd®entative to initiate
investigations in countries where their intellettpeoperty rights are violated. Many
researches-based pharmaceutical companies andafsiciation PhRMA used this
petition procedure against countries such as AngenBrazil, Taiwan, and many
others.
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The consistent use of the trade sanctions througheuGATT
negotiations had been an important means, whichredssompliance
of several developing countries. In 1988, while thEuguay
negotiations for patent protection were underwaye tPhRMA
succeeded in convincing the US Congress to intmdacsecond
change to the Section 301 of Trade Act 1974 thgatifscantly relaxed
the conditions under which the United States TrReégresentative
(USTR) could impose retaliatory trade sanctionsiregaforeign
countries (c.f. USTR, 1994). Between 1988-1992jngcuipon the
petitions filed by the PhRMA, the USTR initiated series of
investigations against several developing countrregduding Brazil,
Argentina, Mexico, and Taiwan (c.f. Gwyn, 1988; UWST1999).
Thus, by 1992, even before the conclusion of th& GAegotiations,
the majority of the developing countries had changeir policy
stand over the issue of pharmaceutical paténtee TRIPS (Trade
Related aspects of Intellectual Property Rights)re&gent was
concluded in 1994 against the background of theseased pressures
on developing countries in the multilateral traggaotiations.

4.4. Flexibilities allowed for national authorities the TRIPs
agreement and their significance

The TRIPs agreement introduced international staisdan a
wide range of intellectual property rights, and ghinad a
transformative impact on the extent of protectionvled through
intellectual property regimes across the developwgd. In relation
to pharmaceuticals, the agreement’s provisions atenp protection
and protection of pharmaceutical test data wengmbst importance.
In relation to patents, the TRIPs harmonised tlops@nd duration of
protection as well as the set of exclusive rigldsferred by patents
across national patent regimes. Due to the higbhtested nature of
the negotiations at the Uruguay Round, however PBRilso entailed
some flexibilities to national authorities in cemtareas of their patent
regimes. Some of these were related to permansrigaments such
as the conditions of compulsory licensing, and Ipgramports while

4 The success of trade sanctions in generating stlmoiform compliance from the
developing country governments has been due to thginct financial and political
impacts. On the one hand, trade sanctions impogathst the export competitive
sectors of developing country economies deprivedgthvernments of precious foreign
exchange earnings. On other hand, by imposing fiemain industrial sectors other
than pharmaceuticals, trade sanctions significaimtyeased the extent of domestic
pressures on developing country governments.
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others included provisional procedures such asd#termination of
transitional periods after which the patent protectwould be
provided in developing countries.

Depending on the ways they were devised by theomaiti
authorities, the aspects of the patent system omedi above had
profound implications for the survival of local pheceutical
industries, and access to essential drugs acresdetveloping world
in the post TRIPs era. For example, the deternanatf the
provisions on compulsory licensing --an administeator judicial
procedure, that forces the patent holder to licetise patented
innovation to a third party in return for remunéat- had profound
importance for providing public access to essertdialgs at more
competitive prices (c.f. Watal, 2000; Correra, 20@@uth Centre,
1997). Compulsory licensing is also significant fioee opportunities it
provides to the local manufacturers in developirgpn@emies to
bypass the exclusivities provided by the patentifden to issue a
compulsory license by a government opens up comaierc
opportunities for local manufacturers in any depeig country to
produce the patented product for domestic use @orex

The principle of international exhaustion of right& the other
hand, is important for preventing the accumulatioin excessive
market power by patent holders. The internatiorbhastion of rights
allows a third party to import the patented prodoica right holder
from a market where it has been marketed by thenpdiolder, or its
licensees into other markets, where it is marketedigher prices.
Article 6 of the TRIPs allows the member stategptovide for the
international exhaustion of rights and parallel artp. Similar to
compulsory licensing, the principle of internatibrexhaustion of
rights opens up commercial opportunities to thirartips in the
developing world.

The third area of flexibility allowed by the TRIR&s the length
of transitional periods. The developing and leastetbped countries
were allowed transitional periods of ten and fiftgears respectively
to delay the provision of patent protection for phaceutical products
and processes. (Articles 65.2, 66.1 and 65.4, 635 transitional
periods were important for the local industrieshie developing world
to adjust to the new conditions of competitionshdft the composition
of their outputs to compensate for the products #euld become
patentable, to initiate new commercial networks. (entering into
limited equity or non-equity arrangements with trensnationals) or
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to update their basic R&D infrastructure and pensbrio survive in
the market (c.f. South Centre, 1997).

As the length of transitional periods involved askri(or
opportunity) for the replication of the drugs paé&zh during the
transitional periods, the issue emerged as one haf most
controversial topics in the years following the cision of the TRIPs
agreement. The negotiators of the advanced capitaduntries aimed
to deter that risk by inserting two articles (Al 70.8 & 70.9) in the
agreement that required developing countries bemgfi from
transitional periods to provide exclusive marketights for patent
applications that were granted protection and martgeapproval in
another WTO member country after 1.1.1995. Howeube
exclusive marketing rights safeguard still involved regulatory
loophole. By definition, exclusive marketing rightse confined to
domestic market sales and unlike patents, theyadoprevent third
parties from manufacturing the patented productisother words,
even when the exclusive marketing rights were nedpthe potential
existed for producers in developing countries tonufiacture the
products patented during the transitional periots export them into
other developing country markets where such praduetre also not
patented (Watal & Mathai, 19955)

The TRIPs was also the first international agredmat
imposed obligations on its signatories on pharmi@cau data
protection. Article 39. 3 of the agreement requinational authorities
to protect against unfair commercial use, and dsgle the
pharmaceutical test data submitted during the tredisn of
pharmaceutical products. However, as with the groms on patent
protection (i.e. parallel importing and compulsdigensing), the
contestations between parties concerned, (repedsad of the EU,
the U.S. and the transnational pharmaceutical alapit the one hand,
and the representatives of the developing courdiegments which
crystallised the interests of the local pharmacaltcapital in their
countries on the other), resulted in a highly ambig and broad
definition of protection. As a result, Article 39dbes not specify

5 The realisation of this potential depended toasyd extent on the length of the
transitional periods and the number of countrieat threferred to provide long
transitional periods. From the perspective of thangnationals, the longer the
transitional periods across the developing cousitilee larger were the potential export
markets for such products, and the higher wereaighs of potential sales, profits and
loss of exclusivities. This regulatory loophole ahd risks associated with it was partly
the reason behind the continuing pressures on #welaping countries after the
conclusion of the TRIPs agreement.
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whether the protection include data exclusivityhattis provision of

market monopoly to originators of pharmaceuticadt telata that

proves the safety and efficacy of a new drug, orefgean obligation

on national authorities to protect data againstcldsure and

fraudulent use by third parties. (c.f. Pugatch,£00o0rrera,. 2002).
Data exclusivity approach which had been legislatethe U.S. and
the EU during the 1980s, had been endorsed by rdmesrtational

capital and the representatives of the EU, andUt& during the

TRIPs negotiations, and afterwards. Market monppol data

exclusivity is conferred by preventing health auifies to rely on the

data submitted by the originator of the drug toeassthe safety and
efficacy of other generic drug applications, andstipreventing the
entry of generic drugs into the market throughoytradetermined
period of time. From the point of view of the traational capital, the
central importance of data exclusivity lies witloske products which
are not patentable, and/or are about to come opat&nt protection.
Data exclusivity, therefore, provides an extra mraiernative way to
extend exclusivities when other intellectual propeaights such as
patents are not available. Compared with patents stope and
duration of protection and exclusivities confertgddata exclusivity

is much narrower. While the patents prevent thedtipiarties from

both producing and marketing innovative productsaeriod of at

least twenty years, data exclusivity does not prewbe generic
producers to produce the same data for the licgrefithe product in
global or national markets, and the term of pradectanges between
five to ten years. The cost of generating thattgaded efficacy data
nevertheless acts as a significant barrier for nierket entry of

generic producers (c.f. Pugatch, 2004:4)

In stark contrast to the exclusivity approach, réygresentatives
of developing country governments, internationah rgvernmental
organisations, and fractions of local pharmaceltiagital across the
developing world, insists that TRIPs requires metké protection of
data submitted by drug firms against disclosure fiaddulent use.
This approach therefore advocates that data proteentailed in the
Agreement should not prevent health authoritiesreély on data
submitted by the originator drug firms to evaluageneric drug
applications’ safety and efficacy. This approachstidoes not entail
the provision of market exclusivity for originatoo$ test data, and it
does not prevent the entry of generic drugs in® tiarket. (c.f.
Pugatch, 2004, Correra, 2002).
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4.4. Aftermath of TRIPs: Continuing contestationdPRs.

Rather than finalising the controversies on inttllal property,
the TRIPs provided a new global framework for coumig
contestation on the strength of intellectual propeprotection.
Following the enactment of the agreement, the hatnsnal
pharmaceutical capital and the governments of amhdircapitalist
countries, such as the U.S. and the EU, which maditer their
interests, closely monitored the political procsesserough which
TRIPs provisions were integrated into domesticlletéual property
regimes. In many cases, the U.S. and EU succeedgaining much
stricter protection for intellectual property righthrough bilateral
agreements. Such attempts were countered by tlenads forged
between the fractions of the local pharmaceutiaital in some
developing countries (such as India, Brasil), aod governmental
organisations in international development, (sushMeedicine Sans
Frontier, Oxfam, Consumer Project on Technologkat taimed at
reintroducing a more public oriented interpretatioh intellectual
property rights and the TRIPs. The governmentsadfal and Brazil,
in particular, became the institutional channelsulgh which the
concerns of this latter group of societal forcesemexpressed at the
international level.

Doha Declaration on TRIPs and Public Health thats wa
negotiated subsequently (f4November, 2001), can be seen as a
major step for those seeking to loosen the impleatiem of TRIPS.
The declaration asserted the right of developinghtiées to make full
use of TRIPs flexibilities, in particular parallemports, and
compulsory licenses, to protect public health. &bwer the
declaration initiated the creation of a mechanisat enabled the least
developed countries with insufficient local managaing capacity to
import patented drugs from other WTO member coastthrough
cross border compulsory licensing. (C.f. WTO, 2001)

The pro-public health approach that was assertethéyDoha
Declaration, however, prompted another attemptheyttansnational
pharmaceutical capital, the U.S. government andeideto initiate a
new battle on the basis of Article 39 of TRIPs. Za&nobjective
underlying such attempts was to offset the oppdras) which the
Doha Declaration allowed for generic manufacturiergdeveloping
countries, by providing new exclusivities that wibdelay registration
of generic drugs. (Baker, 2004). Paradoxicallyheathan finalizing
the controversies over IPRs for pharmaceuticals, plst TRIPs
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scenario involves a new global framework for coming contestation
on the strength of intellectual property protection

5. Policy change on pharmaceutical IPR in Turkey
5.1. The initial emergence of the patent issueheragenda

In Turkey, the emergence of the patent issue in pgbkcy
agenda coincided with the restructuring of the Tairkpower bloc in
the early 1980s and the subsequent radical shifaris the export-
oriented model of capital accumulation. The mogpanant societal
force that laid behind this shift was the Turkiginglomerate capital,
which emerged as the hegemonic fraction in the iShrlpower bloc
during the 1980s. In stark contrast to the smatl amedium sized
firms that formed the majority within the Turkishaptal, the
conglomerate capital consisted of a group of chgisa which
bourgeoned benefiting from the import substitutjpolicies in the
1960s and 1970s and which combined different fonstiin the total
circuit of capital (money, productive, and comméredthin the
organisational form of holding companies (Ercan, 020
Conglomerate capital saw the export oriented maafelcapital
accumulation, and the liberalisation of the Turkstonomy as an
important means to overcome the aggravated chgg taced in the
1970s and rearticulate with the transnational disaef capital (Ibid).

Throughout the 1980s, the equal treatment of damestd
foreign capital was declared as the core of theegowent’'s foreign
investment policy (Koseoglu, 1994). Patent protecti for
pharmaceutical products first appeared on the maltiagenda in early
1984, against the background of these initial gitsmat economic
liberalisation (Atay, 1992). In response to theense lobbying
activities of the transnationals, the Ministry ofadie and Industry,
agreed to include pharmaceuticals within the scabe patent
protection. In this earlier appearance of the issuthe agenda, the
policy change in favour of stronger patentabilitgsaprevented by the
united position of all local pharmaceutical mantdiaers (including
the licensee and independent firms) against thenpaility of
pharmaceutical products and processes. Despiteodupp all other
economic liberalisation policies in the industryoragside their
transnational partners (such as liberalisation esftrictions on the
prices and quantities of imported raw materialgl tre liberalisation
of the price control scheme), the licensee firmseweited with other
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local firms over the issue of non-patentabilityténviews). Hence, the
provision of patent protection for pharmaceuticaés dropped off the
agenda together with the new patent law that waslurafted.

5.2. Realignment of class alliances and policy dsan

In the following years, the antipatent alliance wetn the
domestic and internationalised fractions of thealgecharmaceutical
capital gradually dissolved. The inclusion of theapnaceutical
patents within the scope of the GATT Uruguay matéfal
negotiations in 1988, formally imposed the issu¢henTurkish policy
agenda. In the early 1990s, the shift in the popogition of the
internationalised fractions of the local capital fewour of patent
protection alongside their transnational partnersstituted one of the
most important turning points in the policy makimgcess. The most
important factors underlying this shift were thensolidation of
economic liberalisation policies and the differahtmpacts of patent
protection over the different fractions of the lbgdarmaceutical
capital.

Amongst the economic liberalisation policies, theetalisation
of the FDI regime in 1986 was the most importarg onterms of its
impacts on the pharmaceutical patent policy procBlse main effect
of this reform was a substantial change in the rizaaof forces
between the transnationals and internationalisactiéms of the local
pharmaceutical capital. In the thirteen-year perici@B6-1999, a total
of thirty new transnationals started to operattheformulation sector
of the pharmaceutical industry (Eren, 2002:59). Teaket entry by
transnationals accelerated especially in the 1960s:0f the thirty
new transnationals, twenty-three of them enteredntarket during
the 1990s (See Table 1). The substantial influfoofign capital into
the pharmaceutical industry intensified the tratisnal presence in
the industry and the pressures for the revisiothef patent policy.
More importantly, the full liberalisation of impartand foreign
investment regimes shifted the leverage away frioenlocal licensee
firms (which had until then served as the bridgéht foreign capital
willing to enter the market) towards the transnadis, which now had
the option to recapture the market directly ratiwn licensing their
products to local firms.

Towards the end of the 1980s, the internationalfssttions of
the local pharmaceutical capital, which had presfpwpposed patent
protection together with the domestic fractionstld capital, came



METU STUDIES IN DEVELOPMENT 367

under increasing pressure from their transnatipaainers. Some of
the transnationals even threatened to cancelltbensing agreements
and enter the market directly benefiting from tiedalisation of the
investment regimes (interview$). Moreover, the successes of
transnational lobbying and US government in fording changes in
patent laws of other strongholds of weak patenteotmn (such as
Korea, Brazil, Taiwan, Thailand, Argentina, and Ney as well as
inclusion of Turkey in the Special 301 watch-lisindler which the
retaliatory trade sanctions against foreign coastare imposed) (cf.
USTR, 1994) hammered home the necessity for tlemdiee firms to
revise their position on the patent issue (interg)s’

An interrelated factor, which contributed towarts shift in the
policy position of the internationalised fractionsf the local
pharmaceutical capital, was the diverse implicaionf the
introduction of patent protection for the capatatof local firms to
survive in the market under the new circumstangssall local firms
lacked innovative capacity, patent protection iwed increased
dependence of local producers on the transnatiofAalthey would no
longer be able to replicate or import the pharmanraicals developed
by the transnationals, under patent protectionldlcal firms would
not be able to launch new drugs unless they entaetedhon-equity
(licensing agreements, subcontracting) or equityin{j ventures)
arrangements with the transnationals. Although thveyld still be
able to produce ex-patent drugs and the drugs hethto the market
before the enforcement of patent protection, asetlage unaffected by
the patent protection, the inability to launch maweducts significantly
reduced the scope of independent operations by I[teal
manufacturers.

Despite these overall negative prospects, theivelanpacts of
patent protection varied considerably between the fractions of
local pharmaceutical capital. In an environment reheew product
launch depends on partnerships with transnatiotfedslicensee firms
encountered lower risks and adjustment costs tataiaitheir market
position than the domestic fractions of the locapital. Whilst the
liberalisation policies and the prospect of pafmoatection challenged
the central role that the internationalised fratdi@f the local capital
once held in the industry, they also offered progpdor increased

® This point was emphasized as “off the recordformation during several interviews
with leading licensee firms.

' This information was provided off the record byigh level executive of a leading
licensee firm in the industry.
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collaboration with the transnationals, access tw rechnologies,
products and hence lucrative sales.

The new pattern of foreign capital entry into thdustry during
the 1990s, (that aimed at highest profits with munmn levels of
investments), was indicative of such opportunitiésr the
internationalised fractions of the local capitalpphoximately fifty
percent of the new foreign entrants in the pharmigca industry
contracted the manufacturing of their productsacal producers, a
practice known as toll manufacturing in the pharengical industry.
The other forty percent operated as trading firmgporting their
products directly from abroad and marketing theoally (See Table
1). Due to the particular requirements of pharmacalmarketing
and its disproportionate importance in commerciatcsess, all
transnationals were interested in co-marketing n@eaents with
local firms whose established local marketing neksowere an
important asset to the transnationals. On the q@fathe local firms,
however, abidance with the intellectual properghts had emerged as
an important precondition for this new form of auiation with the
transnational capital (interviews).Hence while the post patent
scenario involved new openings for the internatised fractions of
the local capital to maintain their market presebgexpanding their
alliances with the transnationals, the domestictivas of capital
whose portfolios were dominated by copies of paig@nd ex-patent
drugs confronted the real costs of patent protectio

5.3. Revival of the patent issue in the agenda

The discussions on pharmaceutical patents toole plathin the
framework of a draft patent legislation that thegmment had started
preparing following the initiation of GATT multilatal negotiations.
The draft legislation was finalized in four yeaasd transferred to the
Turkish Grand National Assembly (TGNA) for legisi@ discussions
towards the end of 1992.

The split amongst the fractions of the local phareogical
capital discussed in the previous section not siggificantly reduced
the political influence of the anti-patent coalitibut also confined the
policy focus. Rather than opposing patent protacts earlier, the
associations of the domestic fractions of the loaapital
(Pharmaceutical Manufacturers Association of Turk@WAT] and

18 Off the record information received during peraointerviews with executives of the
four prominent licensee firms.
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Local Pharmaceutical Manufacturers Association [I[AMcame to
concentrate more on the terms of patent proteéidhis new focus
was reflected in the parliamentary debates. Uniikead been five
years ago, the main issue centered on not whethénctude the
pharmaceuticals within the framework of the newidiedion but
rather on the terms of patent protection, and ttien¢ to which the
flexibilities allowed under TRIPs will be exploited/ioreover, the
internally divided nature of the local pharmacealticapital also
confined the political influence with which it cgress for a wide
range of flexibilities allowed under TRIPs. Unlikiee case of other
developing countries, for example India, where ingoat flexibilities,
such as conditions of compulsory licensing, theugs®f parallel
imports the definition of novelty etc., constitutdee core of policy
debates (c.f. Eren Vural, 2007), in Turkey, thromghthe two and
half years that the legislation was reviewed inesalparliamentary
committees, the debates almost exclusively centeredne of the
most temporary aspects of the patentability, thathe length of
transitional periods. In the draft decree the gonent proposed a
five-year transitional period for both pharmaceaitiproducts and
processes. During the discussions in the parlisaangrtommittees,
three main positions emerged on the length of ta@shational
periods. The representatives of the transnationatrpaceutical firms
insisted on immediate provision of patent protectwithout any
transitional periods. Moreover, they pressed far thclusion of a
pipeline protection clause in the patent legistatihat provides
retroactive protection for pharmaceutical produbts were patented
during the 1990s (TBMM, 1993:35-8:47-51). The intdronalized
fractions of the local capital including, The Asstion of Turkish
Industrialists and Businessmen (Ti4®), Employers Union of
Pharmaceutical Industry (EUPI), the spokesman ef Nhnistry of
Trade and Industrynsisted that transitional periods provided for the
pharmaceuticals should be within a time range Wwaild not create
problems for Turkey in its relations with the EUetEFTA countries,
and the US (TBMM, 1993:16-17:44-46:79-80). Meanwhithe
domestic fractions of the local capital and thaisaciations (PMAT,
LPMA), the Chamber of Medical Doctors, the Assdoiat of

¥ During the mid-1990s, somewhat ironically profesal organizations, especially the
Union of Chambers of Pharmacists, emerged as threefie opponents of patent
protection and the only groups that consistentlyntained their policy position on
complete exclusion of pharmaceutical products andgsses from the scope of patent
protection.
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Consumer Rights, the Union of Turkish Chambers am@erce and
Industry (TOBB), and the spokesman of the Ministrfy Health,
contended that the longest possible transition opershould be
provided for the pharmaceuticals in line with thadimgs of TRIPs.
(TBMM, 1993:11-15:39-43:59-75:85-99).

Initial parliamentary discussions of the draft pateegislation
took place in the Trade and Industry Committee Whias known by
all participants to be the stronghold of the tratsmal and
internationalised fractions of the local capitahtérviews). The
deliberations in the committee resulted with pr@t®svhich were
more radical than that of the government. The cdiemproposed the
reduction of the five year transitional period sesgd by the
government draft to four years, and the inclusiba mew provision
that provided pipeline protection for pharmaceuticals (TBMM,
1995:50-53).

Following their defeat in the Trade and Industryn@aittee,
however, local pharmaceutical manufacturers, Tarkhamber of
pharmacists, and the Ministry of Health managediribiate a
rediscussion of the draft legislation in the Healtbmmittee, which
was more favourable to their cause. The revievhefdraft legislation
in the Health Committee resulted in the completenrsal of the Trade
and Industry Committee’s decision over the lengthtransitional
periods. The Health Committee suggested that #resitional periods
allowed by the government and the Trade and InguStmmittee
were not enough for the local pharmaceutical imgust adjust to the
new terms of competition. Instead, the Committeerdased the
transitional periods to ten years for both the pteareutical products
and processes. It also dropped the pipeline piotegbrovision
inserted to the draft by the Trade and Industry @ittee (TBMM,
1995:54-56).

Hence, although the split of the license firms gigantly
reduced political power of the domestic fractiond the
pharmaceutical capital, the latter still succeeitieshaping the policy
outcomes in line with its interests so long as @uifiaking was
confined to the parliamentary platform. Howeverfobe the patent
legislation could have been voted in the Parliamérd outcomes of
the policy process on pharmaceutical patents aedli with a
political strategy pursued by the dominant fractionthe Turkish
power bloc-- that is the conglomerate capital.

During the 1980s, conglomerate capital recordeahifstgnt
development through intensifying their collaboratiovith the
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transnational capital. More importantly, throughegening relations
with the transnational finance capital, and thekisathey established,
this group of capitalists increased their contral money capital.
Although the rising dominance of the conglomeraeital, and the
political strategies they adopted to that effeaicfs as outward
oriented mode of capital accumulation, and integgatwith the

transnational circuits of capital) intensified tl®ntradictions of
political and economic interests between this groupapitalists, and
the small and medium sized firms within the Turkestpital (Ercan:
2002), the conglomerate capital continued to préss further

internationalisation of the Turkish economy. Frohe tmid-1980s
onwards, integration with the European Union becamemportant
component of the outward oriented accumulationeggsaadopted by
the conglomerate capital. They were the most ingportorce behind
government’s application for EU membership in 198uring the

1990s, they took a leading role in facilitating thegpprochement
between EU and Turkey for the formation of a Custdsmnion.

But most importantly, throughout this period, ttenglomerate
capital succeeded in reconstituting European iategr as a
hegemonic project in the Gramscian sense of time. tEhroughout the
1990s, the intellectual and moral leadership egetti by the
conglomerate capital and a variety of associatedl cociety
organisations successfully mobilised and reprodutiee active
consent of the dominated classes to the Europe&ygration.
Integration with Europe was presented as the onlg¢ #he most
effective solution both for the day to day needd arterests of the
popular masses (higher levels of employment, lowerels of
inflation, greater wealth, and social justice ) atiekir political
aspirations (greater freedoms, and democracy).o8isstUnion was
presented as the pioneering step towards thatratteg. Possible
negative impacts of the Customs Union on the Thrkisonomy, (and
hence on the popular masses, or other dominargtedas the Turkish
power bloc), or a variety of political condition#is imposed by the
EU for the implementation of the Customs Union (#ueeptance of
which hitherto proved unacceptable), were undegdagither as
necessary sacrifices to be made on the road toneec more
competitive and efficient economy, or as requiretsi@f becoming a
part of free democratic European society. Suchladgoal reframing
of the European integration proved extremely usatuimany of the
political barriers that reflected the contradicBoof interest between
the dominant classes within the Turkish power bls,well as the
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contradictions between the dominant classes angdpalar masses,
were avoided by constant reference to their passibipacts on
European integration.

These efforts culminated in the signing of the Assioon
Council Decision No: 1/95 (ACD) between the EU ahdarkey in
March 1995, which set January the 1st, 1996, asinnhkdate for the
completion of Customs Union (CU) between the partiollowing
the conclusion of the ACD, the policy process ferapnaceutical
patents overlapped with the completion of the neqoents for the
initiation of the Customs Union between EU, andKeyr Before the
patent legislation could have been voted in thelidmaent, the
government requested a mandate from the Parlian@nissue
executive decrees. This was justified by the néiyes$ finalising a
large portfolio of legislative changes before thetdber meeting of
the EU —Turkey Association Council, which was tocide the
sustainability of Customs Union depending on Tulkgerformance
in completing the harmonisation requirements. Thavigion of this
mandate to issue executive decrees by the Parltaprenided a
powerful mechanism for averting domestic opposititm the
controversial aspects of the regulatory reformsothiced during the
two month period before the October Association ri@duMeeting.
The mandate stripped the Council of Ministers froamy
accountability to the Parliament about the negotiaton the Customs
Union. Moreover, by shifting the policy-making aseaway from the
legislative committees that were accessible to [ewpgroups to the
Council of Ministers, which concentrated the instse of the
conglomerate capital, the mandate significantly tredised the
decision making process.

The patent legislation was introduced id"2x June 1995, with
this mandate alongside a series of other decreehwhrmonised the
Turkish competition and commercial laws with thadd=U. Initially,
the executive decree on patents passed by the Caindinisters
reflected the consensus reached in the legislatm@amittees of
TGNA over the length of transitional periods. Thecike stated that
patent protection would start in 1 January 2000 gbarmaceutical
processes, and in January 2005 for pharmaceutiodupts® When
three months later, the European Commission detldrat longer

2 Although the decree appeared to have reduced tthesitional periods for
pharmaceutical processes to five years (compartdtie ten years s uggested by the
legislative committees in the TGNA) this was cormgaad by a provision which
equipped the Council of Ministers with the authot@yextend it for another five years.
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transitional periods advocated by the Parliamentargmittees was in
breach of Turkey’s Association Council Decisiondahat the issue
may cause problems for the initiation of the Custobmnion, the
longer transitional periods demanded by the lodarmaceutical
came to directly threaten the Turkish conglomecatgital’s political
strategy of integrating with the EU. In the evette Turkish
government issued a second executive decree(19tBeptember
1995), which reduced the ten years of transitipeaiods provided for
both pharmaceutical products and process in théque decree to a
total of only three years. Hence, rather than aemegternal imposition
on the “Turkish state” by the European Union (EUhe policy
change reducing the length of transitional periads effected by
those fractions of the local capital, which pursuemhtegration with
the transnational circuits of the capital as atali strategy. The day
after this decree was issued, on 20th of SeptertteiGollapse of the
government coalition between the right wing Tru¢hFgarty and the
social democrat Republican People’s Party was amnseul

5.3.1. The policy process on pharmaceutical datdqmtion

The policy process and outcomes on pharmaceutiasdnts
have been legally framed first by Turkey’s interoaal obligations
under the TRIPs agreement and then by its ongoimgjoths Union
negotiations with the EU, although the latter beeataterminative on
policy outcomes. Meanwhile, the policy process auticomes on
pharmaceutical data protection was entirely shapethin the
framework of Turkey's membership negotiations witite EU. In
effect, this meant that many of the TRIPs complsefieguards that
are currently being proposed in the internationalicy circles to
generate greater public access to medicines (orfe@, 2002) under
data exclusivity regimes were automatically foregon

Although the provision of data exclusivity for pheaceutical
products was included in the Association CouncitiBien 2/97, the
emergence of the issue in the Turkish policy ageswiacided with
the growing negative impacts of the policies totalirpublic drug
expenditures on the higher priced products of thashationals. At
the turn of the 2000s, successive crises of thekiSlureconomy,
soaring budget deficits and the conditionalitietaed in IMF
standby agreements, urged public social insuramgan@ations to
introduce cost containment policies to reduce taig expenditures.
It is important emphasize that up until the ea®P@s, coherent and
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effective measures to control public drug expemdguwere almost
non existent in the Turkish context, and the pedntroduced at this
time constituted a decisive policy shift towardsnsistent cost
containment. A common characteristic that undertiegse measures
was the reimbursement of only the cheapest geneisions of
original drugs in each therapeutic group which aesly
disadvantaged the higher priced original produtth® transnationals
vis a vis the generic products of local manufaggir®harmaceutical
transnationals saw the increasing prevalence otethmeasures
together with a couple of other regulatory practitiee Ministry of
Health, such as the pricing and licensing of impgdrdrugs, as an
important threat against their sales in the Turkisrket. Against the
background of these developments a group of EUdbaasnationals
filed a complaint to the European Commission thiotlge agency of
the European Federation of Pharmaceutical Indgsigsociations
(EFPIA). The central tenet of the complaint wag tha failure of the
Turkish government to fulfill its obligations undehssociation
Council Decisions (1/95 and 2/97 in particular) stitated a barrier to
trade for the operations of the EU based transmaison the Turkish
market, and resulted in commercial losses amourttngs0 million
Euros annually. In particular, the complaint alleégbat the Turkish
Ministry of Health failed to protect the secrecytioé test data entailed
in the licensing dossiers submitted by the transnat firms,
discriminated against imported drugs marketed agdmational firms
during their pricing and licensing and finally fzdl to introduce data
exclusivity despite the obligations of the Turkighvernment under
the Association Council Decisions (Demirdere, 2004)

In terms of the intra class relations between tlhiféerént
fractions of pharmaceutical capital, the most inguoir aspect of the
policy process on data exclusivity has been théuragn the political
alliance between the internationalized fractions thé Turkish
pharmaceutical capital, and the transnational abpghs noted earlier,
the support of the internationalized fractions loé tpharmaceutical
capital in favour of stronger protection, togetheith their
transnational partners, have been an importaningirpoint in the
policy process on pharmaceutical patents. Howewdike the patent
case, the internationalized fractions of the |gateirmaceutical capital
strongly diverged from the transnational capitatheir resistance to
the introduction of the data exclusivity. Alongsmaéh other fractions
of the local pharmaceutical capital, the internai@ed fractions of
the local pharmaceutical capital, argued that duombion of data
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exclusivity will seriously hinder generic drug Iregng by local firms,
and will increase foreign dependency in accessddicmes (Isveren
2004, Turan, 2004).

The united opposition by local pharmaceutical @pétgainst
data exclusivity can be explained by the profourghicance of
generic production for their market presence. In naarket
characterized by regulatory and competitive chglbsnpresented by
the European integration on the one hand, andagatent regime
where new product launch depends on enhancinghedigawith the
transnationals on the other, generic productiorerged as one of the
few remaining areas where local manufacturers cgore ho maintain
some albeit restricted scope of independent aeti@hlucrative sales.
As the main impact of data exclusivity is to exteextlusivities
beyond innovative products, to include either ueptble drugs, or
drugs that are about to come out of patents, themats of the
transnational capital to expand exclusivities & #nd of the market
thus generated strong opposition. Although thellpt@rmaceutical
capital was aware of the inevitability of data emstbity in line with
Turkey’s obligations under Association Council Bxeons, they were
nevertheless adamant in receiving the most lempigvisions possible
in conformity with the European legislation. Hendmth the
internationalized and domestic fractions of thealogharmaceutical
capital argued that Turkey should implement tramsél periods at
least until the end of 2007 and/or postpone theodhiction of data
exclusivity at least until full membership in th&JElsveren, 2004).

Meanwhile, restricting generic competition on aagee range of
products was precisely why the transnational chpitasted that data
exclusivity should be introduced immediately andanretroactive
manner to cover products licensed since 2001 (Su28R3). The
persistence of the disagreement between the ittenatized
fractions of the local pharmaceutical capital ahé transnational
capital on the issue of data exclusivity resultadthie split of the
transnational corporations from the Employers Unioof
Pharmaceutical Industry, and the foundation in A@O03 of an
independent association for the representatiorhefinterests of the
transnational capital in the Turkish pharmaceuticalustry. This
signaled an important turning point as since th@0$Xhe Employers
Union of Pharmaceutical Industry (EUPI), had beenimportant
platform which mediated the conflicts between theerinationalized
fractions of the local capital and the transnatiopapital and
coordinated their joint political action. Throughdbe policy process
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on data exclusivity, however, the Employers Unidf®Pbarmaceutical
Industry came to be increasingly associated witle ihterest

representation of the local pharmaceutical caputdile the newly

founded the Association of Research Based Pharrie@leu
Manufacturers Association became the representafitbe interests
of the transnationals.

The debates on data exclusivity occupied the Thrlaslicy
agenda for two years throughout 2003 and 2004. NWestry of
Health regulation, which eventually provided fortal@xclusivity in
December 2004, was to a large extent shaped dseweral meetings
which brought together interested parties from thdustry and
bureaucracy. In addition to the meetings coordohdig the Ministry
of Health that brought together experts from Miyisbf Finance,
Undersecretariat of Foreign Trade, Ministry of Istty, State
Planning Organisation, and Ministry of Foreign Af§a a special
subcommittee was founded under the Council for @&atadn of
Economic Problems at the Ministry of Industry anmdde to evaluate
the impacts of data exclusivity. Formal joint megd were
accelerated following the initiation of a formalvestigation by the
European Commission against Turkey in December .2003hese
meetings the local pharmaceutical capital adoptedghized policy
stance which included demands for the provisiontrahsitional
periods until the end of 2007 before the introductiof the data
exclusivity regime, the restriction of the term @fclusivity to the
shortest available in the EU member states, andirgrof the term of
data exclusivity with that of the patents (Isver0p4). Meanwhile
the transnational pharmaceutical capital insisteexxlusivity term of
ten years, immediate and retroactive implementatmin data
exclusivity to cover products licensed since 20@&k{iddere, 2004).
The most important concerns of the Ministry of Hieand Ministry
of Finance were the added burden of data exclysornit public drug
expenditures. A report commissioned to an indepandesearch
company, projected that during the first six yeairsts introduction,
the data exclusivity will lead to an increase d billion dollars in
public drug expenditures (IEIS, 2004).

Data exclusivity was introduced as part of a neguiaion
dealing with drug licensing issued in December 2004ine with the
demands of the transnational corporations, and Ewopean
Commission, the regulation introduced data excitsivin a
retroactive way starting from the® of January 2001. However, it
exempted from its scope licensing applicationsesfegic drugs which
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had been submitted between 01.01. 2001 and 3104.2Q the time
of the issuing of the regulation there were apprately three
hundred files waiting for licensing authoritisatiah the Ministry of
Health (Istanbul Hekim Postasi, 2005). Hence, aigtothe local
capital as a whole failed to attain the transitlopariods that they
requested before the application of data exclysigibme fractions of
local capital was successful in attaining exempiofor their
applications, even though for a restricted peribtihoe.

Following the Mediterranean model (Spain, Greecetugal) in
the EU, the Turkish regulation set the term of datelusivity as six
years and restricted the term of data exclusiviithwhat of the
patents. Both shorter exclusivity terms and thetrict®n of
exclusivity term with the term of patents were gafrds demanded
by the local pharmaceutical capital. The latter msethat for those
products benefiting from patent protection, datalesivity periods
cannot be used to extend the patent term, in othends, data
exclusivity terms cannot be added beyond the tefma patent, a
practice usually referred to as evergreening oémtat Binding of the
term of data exclusivity with that of the patentgytainly does not
mean that data exclusivity periods will not be useg@rovide market
exclusivity for drugs outside patent protection. Wated earlier, an
important advantage of data exclusivity from thénpof view of the
transnational pharmaceutical capital is that itowH market
exclusivity for unpatented drugs. A final safeguamnctailed in the
regulation concerned the starting date of datauskaty which was
set as the first marketing approval in the Custdngon area. By
adopting a larger geographical market, this provishims to ensure
both preventing unnecessary extensions in the idaraif market
exclusivity and encouraging the earlier introductaf the product in
the national market.

The outcomes of the policy process on pharmacéudata
exclusivity reveal that united rather than divid@d in the case of
pharmaceutical patents) political action by thealogharmaceutical
capital can achieve more favorable outcomes indesmintegrating
their demands and shaping the policy outcomes. tBigt is only
possible to the extent that such demands anddh&omes are not of
a nature that would threaten the realization of gineater project
pursued by the Turkish conglomerate capital, he. tealization of
European integration. This is the source of thelibo nature of the
pressures exerted by the European Union and tramsak
corporations.
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Ironically, however, data exclusivity provisionstrimduced in
the 2004 Turkish licensing regulation will havebi® readjusted in line
with the 2004 revisions of the EU data exclusivigislation. The
declared objectives of these revisions were to eraithe
competitiveness of the EU pharmaceutical industnd in particular
EU generics industry (Isikli, 2005:15) As for therm of data
exclusivity, the revisions eliminated the time fadiscretion of six to
ten years, allowed to Member states by the eamigulations, and
introduced a standardized and longer term of tearsyeof data
exclusivity across the European Union. As such, Hig data
exclusivity legislation became even more stringban the one in the
U.S.(Ashurst, 2005) The question now stands is wihithappen to
the restricted gains acquired by the local pharmizzad capital during
the adjustment of the regulation in line with thHeaeges in the EU
legislation.

6. Conclusion

There has been a transition from weaker to strofgens of
intellectual property protection across the devielgppvorld. Orthodox
explanations of this policy change is characterizgda state centric
approach which uses the dynamics of inter statggkes between the
developed and developing countries as the centrplaeatory
variable. This paper instead tried to reveal theeair(transnational
capital versus local capital and their fractionsoas the developing
world) and inter class (capital versus dominatembs#s across the
developing world) struggles that underlie the poibanges. It traced
how the changes in the material interests of testmational capital in
general, and pharmaceutical capital in particutandformed the
global political economy during the 1980s, and drtwe struggles for
strengthening of intellectual property regimes asrthe developing
world since the 1990s. Focusing on two intellectoiperty rights,
patent protection and data exclusivity, which haatmied the
substance of controversies on pharmaceuticals ahéchwhad
developed at different historical periods, it trhdbe factors which
had facilitated weaker intellectual property regamfor governing
pharmaceuticals during 1960s and 1970s acrossetredaping world,
and how the new conditions in the global politieebnomy during the
1980s and 1990s have reshuffled the availableyoftions in favour
of the shift towards more stringent intellectuadperty protection.

In Turkey, the transition to a stronger intelled¢tymoperty
regime for pharmaceuticals, and the inabilities bemefit from the
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TRIPs flexibilities have been explained by the puwss and
conditionalities imposed by the European Union. ¢¢gmeduction of
transitional periods for patent protection haverbgeesented as a
condition for the realisation of Customs Union, alilcewise the
introduction of data exclusivity was explained asriddng from
Turkey’s obligations under Association Council Beeons. Instead,
while analysing the nature of the public policy @sses that led to
stronger intellectual property regime for pharmaicals, this paper
developed an explanation which focused on the 8pemmnjuncture
of class relations in Turkey. Rather than concdsing Turkey's
Customs Union and membership negotiations with Eug as an
expression of the interstate relations, we emphbdsits class nature,
and argued that EU membership became a class profethe
hegemonic fraction in the Turkish bloc, especidiigm the 1990s
onwards. We argued that the particular form takgnthe policy
outcomes in relation to pharmaceutical patents @datd exclusivity
provisions were shaped by two factors. The firsg ohthese was the
political capacity of the local pharmaceutical ¢apwhile the second
one was the compatibility of their policy demand#&whe hegemonic
project of the dominant fraction — the conglomeredpital—in the
Turkish power bloc. Firstly, we argued that thehhigvels of external
dependency of the local pharmaceutical capitatricésd its political
capacity and prevented the formation of policy itmals which can
generate alternative policy options independeninfrimose of the
transnational corporations. This had been mostlglsaen during the
incorporation of TRIPs provisions in relation tagya protection into
the national legislation. High level of externalpdadency restricted
the relative gains that were attributed to the eixalion of TRIPs
flexibilities by the local pharmaceutical. Interrdiisions within the
local pharmaceutical capital, and splits from tihé patent alliance,
resulted in a significant restriction of politicafluence and confined
the policy focus. Hence, rather than focussing enmanent and
fundamental aspects of patent regime, such as onelitons of
compulsory licensing, or the parallel imports, theurkish
pharmaceutical capital tended to insist on polipgians that bring
only short term benefits, such as the length ofisiteonal periods.
Meanwhile a more united policy stand adopted by theal
pharmaceutical capital against the data exclusivgsulted in the
inclusion in the subsequent legislation of a gnepteportion if not all
of their demands. The latter points out the sigaifice of a second
factor which set the boundaries of the policy ootes on
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pharmaceutical patents and data exclusivity: corpiigt of the
demands of the local pharmaceutical capital witle thominant
fraction in the Turkish power bloc. United politiGction by the local
pharmaceutical capital can make a difference tgthiey outcomes,
to the extent the overall flow of the policy doest threaten the
realisation of the integration with the EU whichdhbeen a class
project pursued with growing vigour by the congloate capital since
the 1990s.

Table 1

Transnationals Entering the Turkish Market: 198699

Year of Transnational Origin Activity
Entry

1986 Servier France Toll Manufacturing
1987 Abbott USA Toll Manufacturing
1988 Procter & Gamble USA Production
1988 Rhone Poulenc France  Toll Manufacturing
1989 Knoll Germany Toll Manufacturing
1989 Sanofi USA Toll Manufacturing
1989 Schering Germany Toll Manufacturing
1990 Pasteur Miereux France  Importation
1990 Fresenius Germany Toll Manufacturing
1991 Alcon USA Importation
1991 Novo Nordisc Denmark Importation
1991 Union-Chemique-UCB Belgium Toll Manufacturing
1993 Eli-Lilly USA Toll Manufacturing
1993 MSD USA Toll Manufacturing
1993 Synthelabo France Toll Manufacturing
1994 Bristol Myers USA Toll Manufacturing
1994 Boehringer Ingelheim Germany Importation
1994 Eczacibasi Baxter USA Joint Venture
1994 Guerbet France Importation
1994 Schering Plough USA Importation
1995 Glaxo-Wellcome Britain Production
1995 SmithKline Beecham Britain Importation
1996 Pharmacia Upjohn USA Toll Manufacturing
1996 Pierre Fabre France  Toll Manufacturing
1997 Warner Lambert USA Importation
1997 Zeneca Britain Toll Manufacturing
1998 Merck Germany Importation
1998 Serano Swiss Importation
1998 Fournier France Importation

1999 Lundbeck Denmark Importation
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Ozet

Ilag Urdinleri ve fikri malkiyet haklari: Galnekte olan ulkeler ve
Turkiye'deki siyasa d#sikliklerinin siyasal iktisadi

Bu makale son yirmi yilda gelnekte olan Ulkeler ve Tirkiye de ila¢ Urtnlering/iza
koruma sglayan fikri milkiyet haklari rejimlerinden gugli koma sglayan rejimlere dgru
gecsi iceren siyasa dgsikliklerinin sebeplerini irdelemektedir. Bu alandalsiyasa
degisikliklerini siyasal iktisat yaklsami ¢ergevesinde inceleyen makale ilac¢ Urlnleribeelik
fikri mlkiyet rejimlerinde dgisime yol acan en 6nemli sebeplerden birinin uludtsio
sermayenin 6zellikle 1980’lerden sonra artan ydm#al oldgunu ileri sirmektedir. Siyasa
degisikliklerini devletlerarasi iktidar ifikileri ¢ercevesinde agiklayan devlet merkezli ya da
kurumsal teorilerin aksine, makale de ila¢ Urimleriydnelik fikri mulkiyet rejimlerinin
sekillenmesinde gejimekte olan Ulkelerdeki sinif micadelelerinin dingimin belirleyici
oldugu o6nerilmektedir. Bu 6nerme makale igerisinde Tyekde ila¢ Urtnlerine yonelik fikri
mulkiyet haklari rejiminin gug¢lenmesine yol acanyasia slreclerinin ve sonuclarinin
incelemesi ile desteklenmektedir.

Anahtar kelimelerilaglar, ilag triinleri, patentler, UrKiye.



