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Title: The Political Economy of Pharmaceutical BscThe Case of Turkey, 2002-
2012

This thesis offers an explanation of a particutapgical puzzle, namely why
Turkey under the rule of the Justice and DevelogrRanty (AKP) has recently
shifted to strict pharmaceutical price controlsadbpts a political economy
perspective and draws on original, mostly qualiatesearch. It is argued that the
Turkish government pursued a policy of strict dpuige controls, because it had to
balance two political objectives, namely reducinglc pharmaceutical expenditure
during an economic crisis, and maintaining pubditssaction with health policy, in
particular of its own, relatively poor electoraiéne government was able to act upon
this political will because the policy goal of lawug prices was not substantially
countervailed. There was little political conceboat drug shortage or
unavailability, nor any about domestic productiorihe interests of businesspeople
close to the government that could have dilutechtied of low prices. The
implementation of price cuts was further aided byetiective regulatory framework
and a powerful political executive. By analysidlus specific historical case, this
thesis seeks to contribute to the theoretical egfitln of the political economy of
pharmaceutical prices, a currently underreseartiblet]



Bogazici Universitesi Atatlrklkeleri veinkilap Tarihi Enstitlisi’'nde Yuksek Lisans
derecesi icin Tim Dorlach tarafindan Mayis 2013&slim edilen tezin Ozeti

Baslik: ila¢ Fiyatlarinin Politik Ekonomisi: Turkiye Orpie 2002-2012

Bu tez muayyen bir ampirik sorunsala agiklama geyi 6nermektedir: Adalet ve
Kalkinma Partisi (AKP) yonetimindeki Tirkiye, sodremde ilag sektdriinde
uygulanan siki fiyat denetimi politikasina nedegtge€ alsma, politik ekonomi
baks acisini benimseyerek, 6zgun \irhkli olarak nitel bir argtirmaya
dayanmaktadir. Turkiye hukumetinin ilag fiyatlaransiki denetim politikasi
uygulamasinin arkasinda, iki siyasi amag¢ gldsavunulmaktadir: ekonomik kriz
surecinde kamusal ila¢g harcamalaringidinek ve kamuoyunun, 6zellikle de
ekonomik gelir seviyesi kismen gik olan kendi secmeninin, memnuniyetini
kazanmak. Hukiimet bu siyasi iradezddtusunda hareket edebilgtir ¢ctinkl
hedeflenen diiik fiyat politikasina kan ciddi bir muhalefet ortaya ¢ikmagtir. Bu
hedefi engelleyebilecek ilag kiglive bulunamamazii gibi konular ancak kismi bir
siyasi kayg! olarak kalrgi Yerel Ureticiler ve hikimete yakigadamlari ise ila¢
fiyatlarini dizlrme iradesine engel olmagtardir. Fiyat indirimlerinin uygulanmasi,
etkili bir dizenleyici sistem ve gucli bir siyaginetim ile ytratalmétdr. Bu 6zgin
tarihsel 6rngi inceleyerek, bu tez, bakir bir bir alana, ilagtget fiyatlarinin
ekonomi-politginin teorik aratirmasina katkida bulunmayi hedeflemektedir.
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CHAPTER 1

INTRODUCTION

Medicine prices matter. If too high, they curtaiétability of public health care
systems and individual patients to afford medicirexl they matter even more in
developmental contexts, as pharmaceutical exparediin developing and emerging
political economies constitute a much larger sloatetal health expenditures than
they do in more advanced political economies. Mosial and political research that
deals with reasons for high pharmaceutical prinegevelopmental contexts has
focused on the impact of intellectual property t&gglespecially patents. Indeed, the
WTO'’s 1994 Agreement on Trade Related Aspectstefléctual Property Rights
(TRIPS) may well be the single most consequenteigof regulation for
pharmaceutical prices. Today, one can witnessttempts of Indian policy-makers
to relax intellectual property rights in order smluce pharmaceutical prices, through
granting compulsory licenses for cancer drugs ¢allgeneric manufacturersi¢w
York Times01.04.2013).

The academic and public attention to the link betwiaitellectual property
rights and pharmaceutical prices is well-deservetimportant. However,
intellectual property rights are not the only s@uot high prices, and changing these
rights is not the only policy instrument to reddlcem. Beyond the structural
constraints imposed by the global regime of intéllal property rights implemented
by TRIPS, national political economies continu&&ve significant policy space for
pharmaceutical price regulation, primarily by meafstatutory maximum prices

and by using the market power that comes with cetmansive public reimbursement
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of pharmaceutical expenditure. It is this natigmalicy space for reducing drug
prices given the current global regime of intelledtproperty rights that is the topic
of this thesis. | propose to study the social apltipal sources of one particular
national policy regime of pharmaceutical price dlagan, namely that of Turkey in
the 2002-2012 period. The case is interesting, seca late 2009 Turkey shifted
from a relatively loose to a very strict regimedofig price controls. This thesis seeks
to provide a historically grounded explanationto§tparticular outcome. The
remainder of this chapter introduces the topic orerdetail, sketches my arguments

regarding the Turkish case, and clarifies the mesedesign of the study.

The Political Economy of Pharmaceutical Prices

The pharmaceutical industry hardly has a profibpgm. Without doubt, R&D is
necessary for innovating new medicines, so oneldhmmi be misguided by the low
cost of pill manufacturing.But even when taking R&D expenditure into accotime,
pharmaceutical sector is still significantly morefitable than most other
manufacturing or service sectors. The net profé od pharmaceutical companies
operating in the United States was at an (unwetgittean) average of 14.0% in the
2004-2009 period, compared with 6.0% in the nomapla@eutical industry. When
considering only R&D-intensive companies, pharmécalnet profits were 14.5%
on average, and non-pharmaceutical net profits ®&%%. The profit of the ten
largest producers, the core of what is usuallyrreteto as multinational

pharmaceutical companies that capture a large stiaoéal sales, was even higher

! See Light and Warburton (2011) for an attemptertiythologize” the “high costs” of R&D
in the pharmaceutical industry. They specificallestion the estimate that the average cost per new
approved drug is 802 million USD.
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(Spitz & Wickham, 2012, p. 18). One key reasontlier pharmaceutical industry’s
ability to over-price so persistently is that itanket has a monopolistic structure.
But pharmaceutical monopolies are not natural; treycreated by strict state
regulation of market entry, most famously, but owoly through patents.

Public health and public finance have literally h@aying a high price for the
high profit margins of the pharmaceutical indus@pnsidering that in OECD
countries an average of 61% of pharmaceutical ekpe®r is reimbursed by public
institutions, high prices directly burden publicalta care systems. In countries
where public reimbursement is relatively low, sashBrazil, India or the United
States, high pharmaceutical prices reduce accensdaines, especially for the
poor. Both of these problems, the financial burdermpublic health care systems and
reduced access to medicines, appear to be mooeiséni developing and emerging
political economies. In those countries a muchdaghare of health expenditure is
captured by pharmaceutical expenditure. So whiketitue in general that the over-
pricing of medicines may crowd out both public gmiyate non-pharmaceutical
health expenditure, this problem is of particuevance in less wealthy countries.

The problems that high pharmaceutical prices creatpublic health and
public finance have provided the rationale for pubdgulation. Government
attempts to control the cost and prices of drugbagk at least to the 1950s, with the
establishment of formal profit regulations in theitdd Kingdom in 1958, and with
the 1959 Kefauver committee in the United Statesafe (Comanor, 1986; Sargent,
1985). Today, the United States is one of the feuntries where price-setting is
almost entirely free. This distorts the global pretof the profits at which the
pharmaceutical industry operates, because the dUSii&es is both the largest and

one of the most profitable pharmaceutical mark&$slong as price regulation
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remains lenient in the United States, the multorati pharmaceutical industry will
continue to make high profits and is likely to ketspglobal reputation for it, even if
profit margins are considerable lower in some metionarkets. The picture becomes
more nuanced when considering other, especiallpfaan and emerging markets.
Among them there appears to be significant vamaiticthe stringency with which
pharmaceutical prices are regulated. This imphas $ome states have managed to
reduce the adverse effects of pharmaceutical oeirg on public health and public
finance.

Despite the issue’s social relevance, there has tedatively little research
asking why some states have stricter national regiof pharmaceutical price
regulation than others. In contrast, there exidésge literature on the economic and
health outcomes of price controls (Danzon, 1997), amore descriptive literature
on the various public policy instruments availafoleprice and cost control
(Mossialos & Oliver, 2005). There is also a subtshgrey literature on
pharmaceutical pricing and reimbursement, usu@ibnsored by states or
international organizations, which appears mothggemarily by the need to contain
pharmaceutical spending (Carone, Schwierz & Xaviei,2; OECD, 2008; PPRI,
2008). What is commonly considered as “the pharno#ad regulation literature”
does not specifically deal with national regimeslfg price control and
reimbursement, but focuses instead on issues sudtug testing and drug approval
(Carpenter, 2010; Daemmrich, 20G4)astly, there is the large literature on

intellectual property rights alluded to above, whadso does not specifically address

2 One reason for the relative neglect of pharmacalyirice regulation may be that students of
regulation tend to be primarily interested in buiracies and regulatory agencies (Levi-Faur, 2010,
p. 9). Large-scale cost containment and price etigul is often the domain of political executivesla
primary law, which would place the issue in the ensaditional field of explaining the policy choie
of democratic governments.
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issues like statutory maximum pricing and publionteursement (Sell, 2010;
Shadlen, 2009; Zeller, 2007). To conclude, we knoweh about the effects of drug
price controls and about the various policies erygid but we know considerably
less about the social and political sources oW#rging stringency of public
pharmaceutical price regulations.

The existing literature that does examine theseceswsuggests that there are
two major factors that influence the stringencylnfg price controls in a given
country. First, policy proposals to introduce geiqrice controls are predominantly
motivated by requirements to contain public headtte cost; by implication, less so
by a political commitment to low prices for patignton-reimbursed drug
consumption. Second, the primary reason why subibig®may be diluted,
discarded or never proposed in the first placepslaical interest in domestic
industrial activity in the pharmaceutical sectorabdvanced political economies,
where domestic pharmaceutical manufacturers tebe mriginating multinationals,
this political concern for higher prices may beoeal both in terms of medical
innovation policy and more traditional industriallipy goals, such as the protection
of domestic high-value added production and emp&ym

The fact that there is no generally dominant podjoal in the regulation of
pharmaceutical prices (as opposed to, for instaheeaegulation of pharmaceutical
safety) is emphasized in an OECD paper on the igsu#led “Reconciling Social
and Industrial Goals” (Jacobzone, 2000). Howevetd may be dominant policy
goals in specific countries. The paper arguesithagality the endowment with
domestic pharmaceutical manufacturing (or the hotract it) is what essentially
defines the policy goal of a given national regioherug price controls. Jacobzone

writes that,



Two rather different groups of OECD countries wdifferent interests

can be identified. The first group of countries kasng RD based

national pharmaceutical manufacturing sector, awitmplicitly an

interest in high prices, although it may be cofdstlysome of its own

consumers. Until recently, this first group of coies included some

countries with free prices, some which regulatdifzcand some with a

looser form of price regulation. All these allowietportant returns for

manufacturers. The second group of countries imdudl the countries

without an important national drug industry. Alede countries have a

general interest in having lower-priced drugs,@ltih some may wish to

attract or to retain some pharmaceutical RD anh#tenal level.

(Jacobzone, 2000, p. 49)

This conflicting political concern for both low amigh drug prices can be illustrated
by means of three cases that have received mocdis@malysis in the literature,
namely the United Kingdom, Ireland and Taiwan.

At least until the 1990s, the United Kingdom waareleterized by both a large
domestic pharmaceutical industry with a high rdtexports, and a very
comprehensive public health care system, the Naitidealth Service (NHS), which
reimburses the majority of pharmaceutical expemei{63% in 1996). Since 1958,
the NHS has regulated prices indirectly throughtradimg the profits that producers
are permitted to make on sales to the NHS (Sar@68§, p. 106). Formally, the
Pharmaceutical Price Regulation Scheme (PPRS) wakiatary agreement
between the government and pharmaceutical produtéssnteresting, that while
the regulations were introduced to increase govemroontrol over prices, the

official policy goal was emphatically not to minine public expenditure. According

to its 1978 preamble, the objectives of the PPRS ar

% Additional literature deals with the role of prieanterest government in the regulation of
pharmaceutical pricing in Denmark and the Unitedd€iom (Greenwood & Ronit, 1991), drug price
controls in Spain (Nonell & Borrell, 2001), thefdi$ion of pharmaceutical cost containment policies
in the European Union (Guillén & Cabiedes, 2008) the voluntary reduction of prices by
producers in order to forestall public regulatiarthe United States (Ellison & Wolfram, 2006).
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not only that safe and effective medicines arelalshd on reasonable

terms to the National Health Service, but also #ésirong, efficient and

profitable pharmaceutical industry in the Unitedhg@om is capable of

such sustained research and development expendgsi@ould lead to

the future availability of new and improved medasnboth for the

National Health Service and for export. (Sarge@85L p. 105)

Hence, in the United Kingdom controls on pharmacauprofits made from
government reimbursement were introduced to coqaiblic spending and private
profits, but the policy goal was diluted into “f@nd reasonable” prices, because of
the concomitant, very explicit industrial policyajdo support local production. John
Abraham writes that the “government’s approachis policy challenge has been to
strike a ‘balance’ between these conflicting obyest and interests” (Abraham,
2009, p. 947).

The case of Ireland provides an illustration of plessible micro-politics of
government-industry relations when the introductéstricter drug price controls
comes onto the political agenda. To provide sono&draund, Ireland’s
pharmaceutical industrial development constitutésuacess story”. Since the 1970s
multinational pharmaceutical companies from thetéthKingdom and the United
States have invested heavily and made the phartieaddndustry one of Ireland’s
largest manufacturing sectors. In 2006, pharmacaistrepresented 16% of Irish
industrial exports. These investments have alsatedenew employment. In 2005,
5.2% of Irish manufacturing jobs were in the phacewical industry, more than in
any other OECD country, and up from only 1.3% i83.90n the downside for
Ireland, many of the pharmaceutical profits area¢sigted (van Egeraat & Barry,
2009).

Recent evidence suggests that this industrial bmamliterally have come at a

high price, because the industry’s importanceHerltish economy may be used as a
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political lever to prevent stricter regulationsurmprices in Ireland are relatively
high and have, in conjunction with rising standastibealth care, strained public
health expenditure. As a result, in 2006 Irelangdmeto introduce stricter controls on
pharmaceutical prices and public reimbursementr{Bailson, & Ryan, 2008).
Following the global financial crisis, the Irishyggrnment introduced austerity
measures and in particular attempted to contaitighbalth care costs. However,
when the government pushed for even stricter driog gontrols, the pharmaceutical
industry used its leverage to try to prevent thitsto its profits. In February 2012,
the global CEO of the multinational pharmaceute@hpany Abbott Laboratories
wrote a letter to the Irish Prime Minister Enda Kgnand warned him of the

unintended consequences that stricter drug prioerale could have.

In common with other pharmaceutical multinatiooajanisations, we

find it difficult to reconcile a policy of pursuingward manufacturing

investment with an attempt to drive medicine primeamong the lowest

in the European Unionlr{sh Times 15.12.2012)

The Irish case illustrates how the size and mghidlitthe local pharmaceutical
industry may generate enough political concern oeenestic economic
development to dilute or prevent stricter pricetonls.

The above consideration of the British and Irishexiences illustrates the
fundamental conflict of policy goals that seemegljkto arise whenever a state is
simultaneously the monopsonistic buyer of medicmesehalf of the public, and
concerned about creating investment incentives fgiobally mobile industry. This
specific conflict of pharmaceutical policy may Imerpreted as an instance of a more

fundamental conflict inherent in democratic cajstal, as it was recently put by

Wolfgang Streeck, between



two conflicting principles, or regimes, of resoustcation: one

operating according to marginal productivity, orawis revealed as merit

by a ‘free play of market forces’, and the othesdzhon social need or

entitlement, as certified by the collective choioéslemocratic politics.

(Streeck, 2011, p. 7)
In principle, the same conflict between social ppknd industrial policy goals
should be expected to arise in developmental ctsitemch as Turkey. However,
there are important differences between developmhent advanced industrial
contexts that need to be considered here. Fiesty#ifare state in emerging political
economies tends to be considerably less matureisttess comprehensive and less
institutionalized, because more novel. This isllike be reflected in a different
politics of the welfare state. Second, the pharmtica sector in emerging
economies has a distinct structure. With partigkegxion of India and China, most
developing and emerging political economies haveesdegree of domestic generic
companies that produce for the local market (sohtkeesn owned by foreign
multinationals), host manufacturing sites of forergultinationals, and import those
on-patent drugs that multinationals cannot or dowsnt to manufacture locally.
This difference in industrial structure is likety produce different political concerns
regarding the development of domestic productiod, may hence affect the policy
goals behind pharmaceutical price regulation. Tigeseral ideas regarding social
policy and industrial policy dimensions of pharmatogals in developmental
contexts are meant to draw attention to the kincirgcimstances one may expect to
see in Turkey.

The case of Taiwan provides an example of pharnt@e¢price regulation in

such a developmental context that is worth to besickered in some detail. For one,

because the seminal work of Joseph Wong (2004;;Z0i¥%; 2010; 2011; Wong &



Quach, 2009) provides detailed analysis of the @inage health policy trajectory
since the 1990s, with specific reference to theettgmment of the pharmaceutical
industry and government regulation of pharmacelgiiees. Moreover, because the
case appears sufficiently similar to the Turkiskecen order to allow for some
fruitful comparisons later in the thesis. Taiwarjet had stunned the world with its
rapid industrialization during the 1970s and 19&0@&lerwent an equally important
process of social development since the 1990sglokzal atmosphere of welfare
state retrenchment, Taiwan introduced a universadlradistributive system of
National Health Insurance (NHI) in 1995, financeuharily through payroll
premiums, some government subsidies, and onlyaively low rate of out-of-
pocket payments (about 30%); all resembling the S@dfem in Turkey.

One result of this extension of coverage was ripiniglic health expenditure.
In fact, the NHI was running deficits between 198l 2003 (Wong, 2010, pp. 169-
171, 174-175). The instability of health care fioiag was fueled in part by rising
pharmaceutical expenditure, itself a result ofdahprice regulations and excessive
prescribing practices. As drug and non-drug spaendifrthe NHI have increased at
largely equal rates, pharmaceutical expendituréimoead to account for around 25%
of the NHI's total health expenditure (Wang, 20I)e need for reform became
obvious by the late 1990s, just a few years affterintroduction of universal
coverage. Wong (2010, p. 177) argues that the Tas@agovernment was then
faced with three solutions, namely the reductiothefpublic share in health care
financing, stricter cost containment, or increagimg NHI's revenues, that is
premiums. While the details of the policy processtibe omitted here, Wong
argues that popular, democratic pressures prevenitgitization of cost and largely

restricted the ability to raise premiums. Cost aonhent therefore became the
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politically most feasible solution to the policyottem of financial instability of
health care expenditure.

One of the instruments that Taiwan’s governmentl tgemplement cost
containment was global budgeting, where the NHI laealth care providers (e.g.
hospitals) “would negotiate on an annual basiddted budget allocation for services
rendered in each category of care” (Wong, 201Q/8), and one of the categories
were pharmaceuticals. While the reform measures haen less successful at
reducing public pharmaceutical expenditure, theyehmushed down producer prices
and profits, apparently to the benefit of healttvise providers such as large
hospital, which are allowed to keep the differeifitbey purchase medicines for less
than their allotted global budget (Wang, 2012; Wd&@L0, p. 178). With this in
mind, pharmaceutical manufacturer prices and hprmgucer profits appear to have
been relatively low in Taiwan, especially when camga with those in OECD
countries (Wang, 2012).

While being cautious not to oversimplify the histaf reasons for low drug
prices and profits in Taiwan, and hence for the 'Bidpecific rules of
reimbursement (which merits a more detailed stutthg) relatively small domestic
pharmaceutical industry is likely to played a rafe2009, only 43% of Taiwan’s
pharmaceutical market value was produced domdstieald the pharmaceutical
trade deficit was near to 2 billion USD (Chen, 20Most local industry is generic
manufacturing, while most patented drugs are inggb¥Vang, 2012). While the
Taiwanese government is concerned with developamgestic production of high
value-added biotechnology and medical technologgr(iyy 2011), the investment
incentives that were introduced did not includacersubsidies” by the public health

system, as was the case in the United Kingdomedaissit employs instruments like
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tax benefits or government grants that are linkedendirectly to private
investments. In contrast to Ireland, low prices rap be less harmful to Taiwan as
its strategy is more explicitly aimed at developang less mobile — genuinely
domestic industry, rather than focusing on foralgect investments (FDIs).

The case of Taiwan suggests that, in developmeatdéxts, the impact of
industrial policy goals on pharmaceutical priceulaon may not have to be
negative, as proposed by Jacobzone (2000). A gmasrhmay attempt to develop
pharmaceutical industry and still maintain reldMew manufacturer prices,
especially when its strategy is not based on attig&DI from multinational
pharmaceutical companies. On the other hand, ttialgmlicy goal to contain cost
in order to maintain public health care does seebeta driving force behind stricter
pharmaceutical price regulations, especially igsiesm with a large single-payer
public health care system.

The above review of three country cases of pharoteee price regulation,
and especially that of Taiwan, provides us with sarseful insights into the social
and economic structures and the related politagick that may produce either strict
or lenient drug price controls. At the very leasicial policy goals and industrial
policy goals appear to be useful rubrics under tvithe political sources of
pharmaceutical price regulation can be examinedvayer, with partial exception of
the work of Joseph Wong, the literature does nosicter the causes of these regimes
of price and profit regulation with sufficient hasical detail in order to really
understand the mechanisms that may lead to lowtmnohigh-profit regimes. The
correlation of high public pharmaceutical expenditwith low prices, and of large

domestic pharmaceutical production with high prickees not produce sufficient

12



explanations of concrete outcomes. For this purgastorically more specific
studies are required.

| began this section by outlining the problems thigh drug prices create for
public health and public finance. Political concéanthese problems has historically
motivated the regulation of pharmaceutical priaed, @n turn, of pharmaceutical
profits. While states are essentially facing thmesg@roblems, policy responses have
varied greatly. A review of the literature suggdsaecomparative framework to
study the social and political sources of thisaton. More specifically, new
empirical studies that seek to understand the sswtnational regimes of
pharmaceutical price regulation may benefit fromsidering them simultaneously
in the historical contexts and political incentsteuctures of social policy and
industrial policy. This thesis presents such a stiséy, namely of Turkey’s policy
regime of pharmaceutical price regulation thatleen transforming significantly

over the last decade.

The Case of Turkey’s Shift to Strict Drug Price @ols

This section sketches the substantial argumentsviidoe put forth in this thesis.
Underpinning the entire study are the observatibasdrug prices, producer
revenues, and public spending fell suddenly begmm 2009, and that government
regulations played an active and significant pathis development. For purposes of
chronology and readability, | will wait until theeginning of Chapter 3 to present
comprehensive data that supports these observalomgever, Table 1 gives the
reader a first impression of how Turkey, which whesen as one of seven

“pharmerging” markets by the global drug industry2D09, has since then
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experienced stagnating producer revenues and daogesverage prices. It should be
noted that around 85% of the Turkish pharmaceutiaaket is financed by the state

through reimbursement by the public social secuystem.

Table 1. Drug Expenditure, Producer Revenues aredage Prices, 2002-2012
2002 2003 2004 2005 2006 2007 2008 2009 20mD11 2012

Public Drug Expenditure (bn TL)5.23 6.80 7.90 8.69 10.10 11.14 1296 16.07 15.35.871 14.77

Producer Revenues (bn TL) 476 624 771 834 9.280.84 11.87 13.85 13.61 13.73 12.93

Average Price (TL/box) 6.04 726 808 7.808.08 835 875 994 954 882 8.28

Note: Revenue and average price figures are fopdecription drug market; at nominal ex-manufaatsales prices,
including producer discounts.
SourcelEIS (2013)

In order to understand how and why this shift omedirone needs to consider the
longer-term historical and institutional legaciégpbarmaceutical expenditure and
prices, as well as the immediate social and palifiarces that led the Turkish
government to eventually adopt such a new poligy@gch. Regarding the former, |
argue that the 2002-2008 period produced four itapbtegacies in the form of
policies and politics. First, Turkish politics wakered by the surprising electoral
success of the AKP, which brought to power a reddyistable and assertive single-
party government with its unique constituencies agnthe lower classes, and among
“Anatolian” business peopfeSecond, a comprehensive health policy reform lgrge
extended the coverage of public health care ingararhe bottom half (some 43%)
of the Turkish population for the first time becasgligible for public reimbursement
of medicines, which also increased the state’salvgpending on pharmaceuticals.
Third, as part of the health care reform, a newgotdntially effective regulatory

framework for pharmaceutical pricing and reimbursahwas implemented. Fourth,

* It has been pointed out in the literature thag firticular group of business people, who primaril
are represented by the volunatary business asemsialUSIAD, ASKON, and TUSKON, cannot be
conceptualized easily as “Anatolian”, as its gepbieal distribution is more complex (Bra &
Savagkan, 2012, p. 46). Accordingly, | use the terms &fglian business people” and “Anatolian
bourgeosie” in quotation marks throughout the thesi
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a large lawsuit and a “scandal” developed wheredame known that
pharmaceutical producers had been selling to Hte at “excessive” prices, which
weakened the position of the pharmaceutical ingluss-a-vis society and the state.

After these changes had occurred and their legha@deen established,
pharmaceutical policy became driven by the domestitsequences of the global
financial crisis. | argue that the AKP governmen2009 adopted a policy of strict
drug price controls for fairly contingent reasoAKP regulators decided to achieve
massive pharmaceutical cost containment by reduywioducer prices, because they
needed to reconcile their commitment to a prudedgbt that would help the AKP
steer Turkey through the aftermath of the glob@dficial crisis, with their
commitment to maintaining the high satisfactiortdir electorate with the AKP’s
populist health policy.

While this policy proposal was not exceptional tokey, the AKP
government turned out to be able to effectivelylenmpent its political will to reduce
drug prices. The existence of an effective regmai@mework, a more compliant
private sector after the shock of the Roche cas®agowerful political executive
certainly contributed to this. Equally importantsathe fact that the AKP’s political
commitment to low drug prices was not diluted bynpeting policy goals in policy
areas other than public expenditure managementifigpdly, strict pharmaceutical
price regulation was not countervailed by committeé¢a support future medical
innovation, to maximize the availability of medies) to increase local production,
or to favor businesspeople close to the governniémiever, | will also argue that it
was the political need to contain drug shortagéedkantually halted the
government’s commitment to decrease prices eveéheuand hence created the

pricing and reimbursement regulations that aréistplace today.

15



Research Design

In the following | attempt to make explicit sometbé central theoretical
assumptions and methodological considerationsnf@med the research process.
Moreover, | present my major data sources. Thesaigyi this thesis employs a
political economy perspective on pharmaceuticalg®i At the most basic level, this
implies the assumption that the economy is notidoremous system, but instead
interrelated with politics and society (Gourevitd893). That this assumption is true
may be least contested for the pharmaceutical maskere an economic model of
supply and demand has little explanatory powerhSQuroad definition of political
economy appears to do justice to the actual dityeosithe academic field, and to the
ontology of the economy, but as such it providekelguidance to research that seeks
to answer specific empirical questions. If almoadrgthing potentially matters,
where should one look more carefully?

On a practical level, the task was made easiehéydct that the tightening of
the Turkish drug price control regime coincidedhaatsingle policy, namely the
global budget that was passed in 2009. Accordirigiperationalized my research
question, “Why did Turkey shift to a strict regirokdrug price controls?” by asking
more specifically “Why did the AKP government prepppass and effectively
implement the global pharma budget policy in 20088’tegards data collection, this
allowed me to trace the policy-making process anevaluate the positions of the

actors involved. This policy-specific operationatibn of the research question also

® Beckert (2011) recently surveyed sociological erplions of price formation in market
economies, which challenge the assumption of ecarsotiat prices under normal conditions are
determined by supply and demand. UnfortunatelytHerpurpose of this thesis, he excludes “the
direct setting of prices by the state” (Beckert] 20p. 768) from his survey, as it does not comgtia
market-economy mechanism of price formation.
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opened up the comparative public policy stranchefgolitical economy literature as
a source of inspiration for theorizing the sourcethe regulatory regime change.

Comparative political economy has developed atiadio theorize causal
factors in terms of three larger groups, namelgraggts, institutions, and ideas. Each
of these three factors entails an important questiat can be asked in order to
identify sources of a political-economic outcoméy(B, 2009, pp. 196-197). The
interest-based approach suggests to ask “who befief$ a crucial component to
understand why a policy was chosen and implemesuedessfully. Institutionalists,
whose work is often more explicitly comparativeteoffind that the structure of
interests does not account for across-case varjatial therefore ask “who varies
and why” in order to reveal the political and ecomoinstitutions that shape actions
beyond the underlying objective interests. Lastbnstructionists think that agents
do not evaluate the expected outcomes of a poticgrding to their objective
interests, but that both of these are ideas tiat@nstructed; by implication they ask
“who constructs.” There is no reason to assumeaai pvhich of these factors is
most important in the evolution of an actual paolimstead, | used all three of the
questions to guide the collection and interpretatibdata.

Despite the relative open-endedness of my reseprestion, the analysis of
interests remained at the center, as only a cleturp of the involved actors’
interests in drug price controls provides a stathd@@icomparison against which the
actual realization of interests can be evaluateshdd, the task was to identify the
interests and concerns vested in strict drug macerols and to then examine which
of them were realized and why. My answer to thisgfion draws on a non-
parsimonious array of factors, especially the chrapgepresentation of interests and

the power this wields, economic and political mgtons, the ideational construction
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of political concerns, but also the importance @y kvents as well as political
leadership and political entrepreneurship.

Methodologically, this thesis can be considered amgle-outcome study; that
is, as a study of one case with no inferentiaheclabout outcomes in other,
apparently similar cases (Gerring, 2006). The aito ioffer a relatively complete
explanation of Turkey’s policy regime change in mhaceutical price regulation,
that is, to account for a very large share of theeoved variation (on the scale of
“regulatory stringency,” or “pharmaceutical prgfermitting”). In light of this goal,
my explanation considers a multiplicity of factongthout the constraint that these
need to be systematic, that is valid in other ca$ssrict price controls. The reason
for this modesty regarding the broader validityre causal factors identified in this
study is not a belief that the Turkish case is iehdy unique and thus incomparable,
but that it is beyond the scope of this thesisatwycout a systematic cross-case
analysis that could position my case in a poputatibcomparable cases.

In order to identify the set of causal factors withich | propose to explain
Turkey’s shift to strict drug price controls, | elop a method that resembles what is
described as process-tracing in the literature.bsec logic of this method is “to
work backwards from a known outcome by tracingetmpirical process that led to
it” (Beach & Pedersen, 2011, p. 23). One methodo#&bglisadvantage of tracing a
positive process is that such factors whose abssotebutes to the outcome are
easily overlooked, especially if no or few compaeatases are examined. To
counter this problem, following the tracing of thesitive historical process, |
consider the potential impact of the absence ofestattors on the outcome, namely
the absence of “countervailing policy goals” suslpalitical concern for domestic

production or for medicine availability.
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It is characteristic for process-tracing that tleeigion of how far one should
“work backwards” is somewhat arbitrary. For instnicargue in this thesis that the
AKP government’s populist use of health policy iemf the two immediate political
reasons why strict drug price controls were progaseseptember 2009. This factor
was generated by the AKP’s rise to power, its spesocial base, and its
comprehensive health care reform. At this point,bmgkward-tracing stops, but one
could of course go back further and identify th&tdrical causes of the health care
reform (which was not just a policy proposal of &ki€P). Putting an end, or rather a
beginning, to this historical process-tracing sofmmese is a practical necessity for the
researcher and how this judgment call is made eadiptalso reflects the
researcher’s understanding of what the “proximated what the “deeper” causes of
an outcome are.

The empirical research for this thesis was almesiusively limited to events
that occurred in 2002-2012. This necessarily ovepleasizes the “politics of the
AKP era” and may identify factors as distinct feagiof AKP rule that may also be
attributed to Turkish democracy in general. Becaigbese blinkers, my research
has problems seeing factors that lie before 200f#gond the characteristics of the
AKP government in the general structures of Turkismocracy. For instance,
economic policy-making by executive decree (whghaw the drug price controls
were implemented) is an institutional legacy of #880s, and political clientelism
(which may be considered as the origin of the AKiEalth populism) is entrenched
in Turkish democracy in general. These factors hese contributed to the outcome
| am explaining, but my research did not examiretlexplicitly. While a restricted
vision is a necessary element of any historicaaessh, my objective here was to

make explicit where | did not look. Let the realleware.
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The research for this thesis focused on pharma@ytioducers and how the
prices they can charge have changed due to stgeternment control. This choice
does not imply underestimation of other sourcesigli pharmaceutical prices. It is
an interesting fact that the distribution of phaceical retail prices, and thus
revenues, between producers, wholesalers, phamsaad the state (through value-
added taxation) varies significantly across natipaditical economies. In Sweden,
for instance, 80% of the final retail price goeshe producer, while a combined
20% go to pharmacists and wholesalers. In Gernm@amihe other hand, only 58%
goes to the producer, 28% to the distributors, b to the treasury (OECD, 2008,
p. 33). While there are no official figures for kay, 8% of the retail price goes to
the state as value-added tax, and most probalssahan 20% goes to pharmacists
and wholesalers. In short, public finance and pudalth may also be harmed by
high retail profit margins.

Pharmacists and wholesalers should have an inierbgher producer prices,
as their revenues are generated by mark-up pri¢imgrefore, the distributors of
pharmaceuticals are both part of the problem (bigtes and profits) and the
solution, as their influence in a national politieaonomy is an important source
whether or not a government develops the politighland ability to regulate
pharmaceutical prices and public expenditure mwretly. Nevertheless, the role of
pharmacists and warehouses is only of peripherataro for this thesis. | chose not
to explicitly examine the role of distributors imrfkey’s shift to strict drug price
controls, because of obvious space constraintgjasiifying the first reason)
because Turkey’s reduction in pharmaceutical exp@mdwas primarily a result of

decreasing producer prices.
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Let me now consider the empirical data that weeslus develop the
arguments of this thesis. The fact that the olgéstudy is a very recent policy
change predefines the kind of empirical materiat th available for analysis. To my
best knowledge, there is no secondary literatuaedbals with the 2009 shift to strict
drug price control§.Thus, readers should be cautious as the empimiatdrial of
this thesis has not been dealt with before in arptiphed work. However, there is
secondary literature that deals with the same cmtjue at which the shift occurred,
namely Turkey in the aftermath of the financiakiiin 2009. In particular, Onand
Guven’s (2011) study of the response of the AKPegoment to the global financial
crisis, and Onis (2012) analysis of the AKP era have generatgubitant
knowledge on which my arguments built.

The three main primary sources | used are desegigtatistics, news reports,
and interviews. Descriptive statistics of pharmaicaliprices, expenditure and
market size were employed to establish that andthewghift to strict drug price
controls occurred. Crucially, | needed to show thast of the price reductions in the
2009-2012 period were the result of the 2009 patitgnge (and not, say, of
discretionary bureaucratic decisions), in ordgustify my focus on the 2009 policy
change. Data on market prices and public discouats obtained from the
pharmaceutical industry and the drug regulatoryhageMost, if not all, of the
market price data are collected by the global heate consultancy IMS Health.
Their data are not known to be unreliable.

The primary data used in support of my explanagi@interviews, news
reports, and again, descriptive statistics. Inlt@@ semi-structured interviews were

conducted between May 2012 and April 2013 (ApperdixEarly interviews were

® There is, however, informative literature thatldesith Turkish pharmaceutical policy before
the shift in 2009 (Eren, 2002; Eren Vural, 20070 zb; Gildal & Semin, 2008; Kirim, 1985; 1986).
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exploratory in nature and primarily helped to urstiend the world of
pharmaceuticals and to define the research questaer interviews addressed more
specifically the question why price controls wergaduced in 2009 and how they
were implemented so effectively. Interviews weradwucted with a large variety of
actors, with the important exception of the topelesconomic regulators who
arguably made the decision. Whenever possibled to corroborate the hypotheses
developed through the interviews with publicly dalie records. For this purpose, |
primarily used news reports. For some parts ohtigegment, however, interviews
remained the only source. For instance, the claahthe AKP government had little
concern for pharmaceutical profit interests and, thspecially the multinational,
pharmaceutical producers had limited access toe@onsible regulators, is largely
based on information gathered through the intersidwaddition, further descriptive
statistics are used throughout the argument inra@aacderovide evidence for central
claims.

The remainder of this thesis proceeds as followsper 2 analyzes
developments in Turkish politics as well as heatlid pharmaceutical policy in the
2002-2008 period, which facilitate an understandihthe rapid shift that was to
occur. Chapter 3 provides an explanation of thepokgime change in 2009 and
the effective implementation of drug price contiol2009-2012. Chapter 4 offers
some brief and cautious conclusions that go beyioadnmediate case of Turkey in

2002-2012.
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CHAPTER 2

SETTING THE STAGE: THE CHANGING POLITICAL AND POLIE®

CONTEXTS OF PHARMACEUTICAL PRICES, 2002-2008

In this chapter, | examine four areas of politing @olicy that experienced important
changes in the 2002-2008 period. | argue that imjuection these changes set the
stage for the transformation of Turkey’s policyireg for pharmaceutical
expenditure, prices and profits that began in 200@. four transformations are the
following. First, since 2002 Turkey is governedaygingle-party government formed
by the AKP, which has a unique constituency and twe years increased its control
over state institutions. Second, from 2003 a heaitthsocial security reform was
implemented, which brought single-payer public treeére and near-universal
coverage. Third, from 2004 the regulatory framewtbik governed the prices and
public reimbursement of pharmaceuticals was refdrared strengthened. Fourth,
since 2004 the relations between the Turkish gowent and pharmaceutical
producers were altered by the Roche scandal arsgqubnt lawsuits against
producers charged for excessive pricing. Theseggsawere historically

intertwined, but they merit separate examination.

Prologue: A Pre-AKP Attempt to Reduce Drug Prices

Before examining pharmaceutical price regulatiothenAKP era, let me first take a
small step back to consider an episode that oatshiertly before the AKP came to

power. The 1999-2002 coalition government that feasied by the centre-left DSP,
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the centre-right ANAP and the nationalist MHP unelame Minister Bilent Ecevit
had attempted to regulate pharmaceutical price® stoictly. | argue that in 2002

the coalition government (just as the AKP in 200&)l advanced plans to cut
pharmaceutical prices, but that these had not imeglemented with the planned
stringency because multinational pharmaceuticalycers made an effective
intervention in the policy process. The policy epis | will describe to illustrate this
point is of particular relevance for my analysighe subsequent chapter because the
situation in 2002 resembled the situation in 20@%en strict drug price controls
eventually were introduced.

During the rule of the 1999-2002 coalition govermieatricter price controls
as a remedy for rising public pharmaceutical exgarelbecame a serious policy
proposal in the aftermath of the 2000/2001 Turkis&ncial crisis. In order to
recover from the financial-turned-fiscal crisise thurkish government launched a
stand-by agreement with the IMF in February 2002 @mmitted itself to budget
cuts and “structural reforms.” As a result, saviirgpublic health expenditure
became a priority for the Ministry of Labor and &b&ecurity, under which the
three major social security funds operated. Inipaer, public spending on
medicines was targeted, as the three funds them twgether reimbursing 74% of
total pharmaceutical expenditure (Monitor Group)20

The specific institutional arrangements of the 3fald long allowed it to keep
its drug spending lower than the other social sgcfunds. By 2002, under the
political leadership of Ygar Okuyan (ANAP), then Minister of Labor and Social
Security, the social insurance fuBdg-Kur had implemented a reimbursement

policy that favored cheaper generic drugs and w siemilar reform was also

24



proposed for the social insurance fumekli Sandi.” The policy, which became
known as the “cheapest generic drugfi ilcuz gdeger ilag) policy or the “purchase
of the cheapest medicinedr{ ucuz ila¢ alimpolicy, suggested reimbursing
equivalent drugs (generics and off-patent originafgdy up to the price of the
cheapest among them, which would normally be argedeug. The price
differences of all other drugs would have to belmait-of-pocket by patients and
hence strongly dissuade patients from buying thims policy was especially strict,
as most similar policies (as that of the SSK) ggtem reimbursement limits at some
average market price.

This policy proposal became a direct issue of Tyikstand-by agreement
with the IMF. Like all IMF borrowers, the Turkisltogernment was required to
regularly submit so-called Letters of Intent, whidescribes the policies that Turkey
intends to implement in the context of its reqdesfinancial support,” in order to
continue to receive credit lines. In its 3 April@0Letter of Intent, Turkey’s
coalition government announced that, as a strugbatecy, “we will implement a
generic drug purchase program in another [of oalagsecurity institutions] (Emekli
Sandigi) by end-April” (IMF, 2002a). In its 19 JuP@02 Letter of Intent, it did not
mention the progress of the generic drug purchesgram, while on 30 July 2002 it
found that “health spending pressures have emelgegly as a result of higher
medicine prices,” but still did not comment on giregress of the reform plan (IMF,
2002c). On both Letters of Intent, the IMF commadriteat the “Ministry of Health
now aims to finalize the generic drug purchase Enogby end-2002” (IMF, 2002b),
a very long time-horizon, considering the governtied originally planned to

implement generic drug purchasing within less thanonth. Eventually, the

"It is subject to pharmacological debate whetheuitealent” original and generic medicines are
actually of the same medical quality. For the psgsoof this thesis, | assume that they are.
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coalition government never implemented the pro-gemeimbursement policy with
Emekli Sandil.

This story of a minor policy proposal’s slow deatmore interesting than it
may seem at first sight. The evidence suggestdtreit and open lobbying by the
multinational pharmaceutical industry played a @umle in it. In May 2002, one
month after the initial Letter of Intent, Pfizem$an eleven-member delegation
under the leadership of global Vice President Moh@mi Said to Ankara. It was the
delegation’s pronounced aim to convince the govemtrto repeal the policy for
Bag-Kur and not to implement it with Emekli SagdiWithin a short time the
delegation managed to arrange appointments wittelaant ministers, including
Kemal Dervsg, who then was the influential Minister of State EEconomic Affairs in
charge of the stabilization prograRadikal 10.05.2002). Speaking with the press,
Sidi Said claimed that the policy would harm thieaduction of new medicines to
the Turkish marketRadikal 10.05.2002), and he announced that due to the new
policy approach Pfizer had already cancelled imaests worth 80 million USD
(Hurriyet, 11.05.2002). Other multinational companies, sacMerck Sharp &
Dome, were also making very similar predictionshoeats Radikal 06.05.2002).

After his term in office, the responsible minisiasar Okuyan gave two
interviews regarding the issue and stated thailkedeen pressured by the American
ambassador in Turkey, Deputy Prime Minister Mesilm#z, and Kemal Deryito
abandon the reform. Pfizer had apparently also geth#& mobilize the IMF for
their concern. According to Okuyan, the IMF neguatia told the Turkish policy-
makers during a meeting that the generic drug paeWas “creating problems”
(Radikal 16.08.2004\atan 27.01.2003). It seems reasonable to concludetlibat

protest of the multinational pharmaceutical comparind, perhaps even more, the
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IMF’s apparent support for their cause, were thereasons for the Turkish
government to abandon the new reimbursement ratdsrhekli Sandii. After all, a
similar policy had been introduced for BKur and the same proposal for Emekli
Sandgl had found its way into Turkey’s Letter of Intéatthe IMF. So there seemed
to be sufficient support for the policy within thealition government. Moreover, at
the time there was no discussion of possible negafifects of the reform on
patients, which could have otherwise motivateavithdrawal.

This episode is the literal point of departuretfa relations between the AKP
government and pharmaceutical producers. In Aug@@2, both Okuyan and Degvi
left their offices. In November 2002, the AKP wésoted to form the new
government. In March 2003, Emekli Saaidiid introduce an upper-limit for
reimbursement, but it was the average market pfieguivalent drugs, and not the
cheapest price, the radical solution proposed 0240op & Tarcan, 2004). In its
early years, the AKP government did not implemeryt regulations that were

extraordinarily strict on pharmaceutical pricepuoofits.

The AKP and Its Constituencies

The AKP’s unexpected election victory in Novemb@02 opened a new chapter of
Turkish history. Since then popular support for 4P has increased. The party
won 34% of the popular vote in 2002, 47% in 200W 50% in 201%.As a result of
this (and a restrictive ten-percent threshold tereparliament) the AKP has
commanded solid parliamentary majorities and goaerfurkey as a single-party

government for over a decade now. This stabilityngue in Turkey’s recent

8 In addition to the three general elections, thesee local elections in 2004 and 2009. In
those the AKP won 42% and 39% of the vote respelgtiv
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history. In contrast, between 1991 and 2002 TuHaay nine different governments,
all of which were either coalition or minority gavenents. Against this historical
background, it makes sense to consider the lasidgeas the (beginning of the) AKP
era of modern Turkish history. But what are therabgeristics of this party that has
named an era which happens to coincide with qaitearkable changes in
pharmaceutical policy?

Despite the party’s origin in the Islamist Welf&tarty, the moderate wing of
which most of the party leadership used to belonghte AKP is often considered as
a typical centre-right party. From a comparativespective, such a characterization
may be misleading, as the labels “left” and “righ#ive very specific meanings in
Turkish politics. Considering the AKP’s support fmtive social policy, in particular
focusing on millions of poor workers in the inforne@onomy, but also its heavy
reliance on say privatization, the party’s socrad @conomic policy agenda contains
both right-wing and left-wing elements. While ite@oral base has broadened since
its initial success in 2007, the AKP has two carestituencies, namely the so-called
“Anatolian” bourgeoisie and the rural and urbandéowlasses. As | will argue in this
thesis, the distinct interests of these two graygpsome way to explaining why the
AKP government has successfully pushed for sthetrmaceutical price controls.
For this reason, the relationship of the AKP withde two social clienteles should be
specified.

Much has been made of the role of the “Anatoliandiigeoisie in the rise of
the AKP. This group of provincial entrepreneurs ametchants first arose during the
period of export-led industrialization in the 19&0&l has since then challenged the

privileges of the older, mostly secularist andnista-based industrial
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conglomerated.Indeed, when Tayyip Ergan and his political allies decided to split
from the radical Islamist movement in 2001 andldistha the AKP, crucial early
support came from this group of Islamic, “Anatolifsiness people. While it has
been rightly argued that the old industrial eliegresented by TUSIAD, has come to
terms with the AKP and its governing of the econdigmiralp, 2009, p. 331), the
“Anatolian” bourgeoisie is different in that it &tively employing its capital to
further the political power of the AKP. For instan¢Anatolian” business people
have been investing in the media sector, boughspapers and television channels,
and in this way have had larger impact on publioiop (Bugra & Savakan, 2012,
pp. 53-54, 57). Moreover, many of these provinergrepreneurs have themselves
been representatives for the AKP on the nation&aal level.

Besides this continuous support by the “Anatolibalirgeoisie, another key
constituency of the AKP, especially in electorairie, has been the rural and urban
lower classes, which have been “the traditionaéhzdhe Islamist movement”
(Demiralp, 2009, p. 331). In fact, according tovays “AKP voters are more
religious, more rural, less educated and poorexfi tine voters of the secularist main
opposition party CHP (Hale & Ozbudun, 2010, p. €nsidering the perceived
neoliberal character of the AKP’s economic policibe sustained support of the
rural population and the urban poor have often lfielened as somewhat
paradoxical. By some this puzzle has been solvesliggesting that economic
neoliberalism is covered by ideological populisnowgver, while ideological factors
such as the AKP’s Islamic-conservative pedigreeaihoertainly not be ignored,
there is evidence that much of the support thatddle AKP’s reelections in 2007

and 2011 stemmed from the “economic pragmatisnXKi® voters evaluating both

° In has become a commonplace in the literaturdeatify these two groups of businessmen
by reference to the two large associations TUSIAD BMUSIAD (Bugra, 1998).
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Turkey’s macroeconomic condition and their own ficial situation (Carkglu,
2008; 2012).

Indeed, Turkey’s macroeconomic performance (in $eoffGDP growth and
inflation) under the rule of the AKP has been inssiee (Ong, 2012)*° How far this
boom has actually “trickled down” to the lower das through the market is less
clear. But even if the poor have not benefited froacroeconomic changes like low
interest rates and low inflation (Demiralp, 20093B1), an argument has been made
that the AKP government actively used formal medran of redistribution that
substantially benefitted the lower classes. Ziyas@nints to the large increases in

public expenditure on health and education in tK& &ra:

The AKP’s ability to increase social expendituneshese critical areas

and its ability to improve the provision of pubservices, both at the

level of the local and national governments, madesiale impact on the

living standards of the middle and poorer segmeh$®ciety and not

surprisingly contributed to the party’s steadilsimg electoral fortunes.

(Onis, 2012, p. 141)
But there must also be no doubt that the AKP has laestaunch pro-business and
pro-market party. Despite the AKP’s firm roots wlipcal Islam, it is in no way
hostile toward global capital or a market econoand therefore distinctly different
from the parties of the IslamMilli Gorlis (National Outlook) movement that
preceded it. Most analysts also consider the AKhgwrinciple, sympathetic toward
foreign multinational companies operating in Turkdydin, 2010). Oni argues that

it was due to this combination of neo-liberal, siness economic policy with neo-

populist, redistributive social policy — which heirs “social neo-liberalism”— that

1% Gnis (2012) also points to the fact that the only limsgotes that the AKP suffered in five
nation-wide (three general, two local) electiorss, Wwhen its share dropped to 38.8% in the 2008 loc
elections, came at the time when the global fir@raisis was felt by the Turkish economy.
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made it possible for the AKP to construct and sasta cross-class coalition of
supporters.

Health Care Reform

One particular field in which public expenditureieased in the first years of the
AKP era was health care. The share of public headgenditure in GDP rose from
3.78% in 2002 to 4.43% in 2008 (and 4.56% in 20TA)s rise in expenditure came
with some significant improvements in public heaifttiicators. For instance, the
average number of annual doctor visits per capiteeased from three in 2002 to
seven in 2008* Arguably, much of this change can be attributethéoHealth
Transformation Program (HTP), that is the majoithezare reform undertaken by
the AKP government since 2003 (MoH, 2003). Makiogd on campaign promises,
the newly-formed AKP government declared the sldgéealth for All” in 2002
(Agartan, 2008, p. 267).

The HTP was to reform Turkey’s hitherto inegaliaricorporatist health care
system, where service provision was public, bud hlghly fragmented. This
corporatist system distinguished three major octopal groups that were entitled
to more or less comprehensive health care senactise and retired civil servants
covered by the consolidated budget and the fundkki@andgi, formal workers
registered with the Social Insurance InstitutioBK$ and the self-employed

registered with B&Kur (Bugra & Keyder, 2006, p. 213). While the latter twodis

! Despite these improvements in the numbers, thithhesre reform has been criticized by
observers for, among other things, increasing figation of service delivery, financing through
premiums and co-payments, and strengthening tianoel on informal family networks. A rich
collection of such criticisms can be found in tleentnent section of a recent article that praised the
achievements of the Health Transfornmation Progamd that was written by some its
administrators) (Baris, Mollahaliloglu, & Aydin, 2Q).
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were financed through employer and employee cartidbs, the civil servants fund
was financed directly by the state.

In 2002, 67% of the Turkish population was covdrgdhe public health care
system (&artan, 2012, p. 461), while, as 8a and Keyder write, “more than one-
third of the population remains outside of heatisurance coverage, having to pay
for their needs themselves” (Ba & Keyder, 2006, p. 215). This led some analysts
to characterize Turkey’s public health system adiglit) providing decent care to one
part of the population, but excluding the restgBu& Adar, 2008, p. 85). While the
number of people that had no access to publicthealvice providers was already
high, the number of people who had to pay for tpaarmaceutical needs
themselves was even higher. Since the Green Cheingcfor the very poor did not
reimburse pharmaceutical consumption before 20@5share of the population that
was covered by public pharmaceutical reimbursemwastonly 58% (&artan, 2012,
p. 461; author’s calculation). In contrast, by 20816 coverage for both health
services and pharmaceutical reimbursement hadedachear-universal 96% of the
population (Aartan, 2012, p. 464).

It was against this historical background thatAld® adopted a reform
proposal with the key objective of making the healire system more universalist
and creating a single-payer national health systeincluded the entire population
and did not leave anyone uninsured, but also wihaims of increasing efficiency,
controlling public cost, financing the system viaans-tested contributions, and,
importantly, allowing for a much larger role of yate provision of health care. The
reform was, however, no novel idea of the AKP. Rath coalition supporting
similar plans had been evolving before and it wesh&ually the AKP government

that had sufficient political will and power to aoplish such a reform. Social
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transformations such as rapid urbanization anavsekening of informal welfare
mechanisms had put increasing pressure on thestibhaklth care system since the
1980s. Political responses such as the introductidhe Green Card scheme in 1992
by a coalition government are evidence of the gaolitical recognition of the need
to extend health care coverage.

The health reform was backed by Turkey’s two mogidrtant business
associations, the secularist TUSIAD and the “Anatstislamic MUSIAD.
TUSIAD was an early supporter of the idea of alsimayer fund, financed
primarily through payroll premiums for those in tabor market, where the
premiums of people with low incomes are paid bygbeernment. But it also
demanded a larger role for private providers acdeimsed public expenditure on
health, where the “public sector will be a pay¢heathan a provider” (TU\D,
2005, p. 25). MUSIAD also supported the governnsergform, emphasizing the
objective of providing equitable access to basaltheservices, “which the state is
obliged to provide according to the notion of tbeial state” (Bolat, 2007, p. 4;
author’s translatioff), rather than the organizational and financiabtems of the
old health system. MUSIAD also supported privatestment in health care and

increased competition between public and privatdtheare providers:

The increase of foreign investments in [healthyiserprovision is
extremely important, also because it will promatenpetition between
the private and the public sector. In this competjtthe capital, which
protects national values amdhich believes that serving people is a
service to God, also needs to increase its invedBna the health care
sector (Bolat, 2007, p. 5; author’s translation; emphasithe original).

2 The original Turkish versions of all quotes tratstl by the author are presented in
Appendix C.
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It can be said that the business sector (bothabelarist and the “Anatolian”
bourgeoisie) supported the health care reform@®kP government, because not
only did it promise new and profitable opporturstier private investment in the
health sector, but also because business hadexashin a more inclusive health
policy that did not leave anyone uninsured. Whethat was the case because a
universalist approach to social policy promised ffteining social cohesion” (Bina
& Adar, 2008, p. 102), whether businessmen hadigioes commitment to it, or
whether tax-financed health care for the poorijeptesented a growing market
remains open to debate.

For whatever historical causes and coalitions w&rests, the AKP’s Health
Transformation Program was eventually implemenitre@008, in spite of a prior
challenge in the Supreme Court (where it was brohgthe opposition party CHP
and Turkey’s secularist president Ahmet Sezer)tlihee major social insurance
funds were unified in the Social Security Instibuti{ SGK). In 2010, the Active Civil
Servants Scheme was also transferred, and withethsfer of the Green Card
scheme in 2011 Turkey eventually had a single-psystem. Such broad
institutional reforms did not leave public expend# unaltered. Table 2 shows the

development of public health and public pharmacalgxpenditure.

Table 2. Public Health and Pharmaceutical Expersli2002-2012
2002 2003 2004 2005 2006 2007 2008 2009 202011 2012

Public Health Expenditure (bon TL) 13.3 175 214 .024 30.1 345 422 479 50.1 56.7 611
Annual Growth (%) 573 316 225 121 256 147 122.136 45 133 7.8

Public Drug Expenditure (bn TL) 5.2 6.8 7.9 8.7 10.11.1 130 16.1 153 159 1438

Annual Growth (%) - 300 161 100 163 103 164392 -45 34 -6.9

Notes: Values for 2012 are estimates.
Sources: AFD (personal communication), MoD (2012), MoF (2QIBYRKSTAT (2011), author’s calculation
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For the arguments in this thesis the distinctiomvieen public drug and public non-
drug health expenditure is important. The assump#idhat non-drug health
expenditure includes primarily treatment and s&wid-igure 1 presents these two
categories in terms relative to GDP. The figurenghthat non-drug health
expenditure relative to GDP increased by almostthivd within the first five years
of the health care reform. After 2009, however,-domng health expenditure slightly
decreased again. Drug expenditure, on the othet, li@s remained relatively stable
during the first years of the health reform, anehtinade a jump in 2009 (in part
because of the global financial crisis, due to WHEDP decreased). After that the
GDP share of public drug expenditure decreasedfisigntly; in 2012 it was about

one-fourth below the level of 2008.
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Figure 1. Public Health and Pharmaceutical Expengli(%c GDP).
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New Regulatory Framework

The health care reform and the restructuring oktiwal security system
fundamentally transformed Turkey’s social policyeonment. The AKP’s first

term in government was characterized by political policy entrepreneurship in
response to Turkey’s inegalitarian, corporatistthezare system and the social
problems it posed. In the lee of this broader rafartovement more specific
institutions of the welfare state also underwesmsformation. Pharmaceutical price
and cost regulations were radically reformed in26@4-2008 period, in particular
the systems with which the state controls legalepceilings and public
reimbursement. The regulation of pharmaceuticalggrand public reimbursement is
legally and organizationally separated. The reguiadf maximum prices is carried
out by the Ministry of Health and tiEGM (named TTCK since 2012), Turkey’s
drug regulatory agency. The regulation of publiof®rsement, on the other hand,
is the responsibility of the Ministry of Labor afdcial Security and its affiliated
SGK since it became Turkey’s single social insueafioinid. In particular before the
SGK was founded, the Ministry of Finance (througidBet Implementation
Directives) made rules regarding the pharmaceutagaibursement of the social
security funds. Both mechanisms are, albeit nohédly, under the substantial

control of the Prime Ministry and the Economic Gtination Committee (EKK).

The 2004 Price Control System

The regulatory system for controlling the maximurarket prices of

pharmaceuticals was reformed with the introductiba system of external reference
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pricing in 2004. To evaluate the dimensions of tange, let us first examine
Turkey'’s earlier price control systems. During éra of import substitution in the
1960s and 1970s, the official objective of pricatcols were “to provide cheap
drugs to the public and prevent the over pricintiva®s of transnational
corporations which caused the outflow of scarceifpr exchange” (Eren, 2002, p.
12). To that end both input costs and final priwzese strictly regulated. The
liberalization period of the 1980s then saw a gbifa strategy of export-led growth
in the pharmaceutical industry. Hence, the offiolajlective of the 1984 pricing
system was to increase pharmaceutical exportsraedtiments, which at the time

implied for state regulators:

the importance of allowing enough profits for themafacturers to

finance investments and R&D and of avoiding theglterm detrimental

effects of ‘forcing producers to provide unprofi@public service’ by

insisting on cheap drugs (Eren, 2002, p. 142)
For that purpose, and similar to the PPRS in thigedrKingdom, the 1984 “cost-
plus” pricing system aimed at controlling the profiargins of producers instead of
their sales prices. The scheme allowed producdredty price their drugs within
the range of two profit margins, namely a maximuafipmargin of 20% for any
single product’s annual revenues, as well as aimafdL5% for a producer’s total
revenues (Council of Ministers, 1984). In practivewever, price-setting had never
been that free and application of the scheme wgsllareplaced by discretionary
political decision-making. In particular, the Mitmg of Health frequently allowed
producers to increase their sales prices by fixebraostly equal rates. This choice

appears to have had two primary reasons. Firsg, piices were expected to increase

even more if the pricing system was fully appliethjch was likely to generate
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popular resentment and hence political loss, awhred, the Ministry of Health
simply did not have the administrative capacitpversee and audit the cost
structures of all pharmaceutical producers andymtsdin the Turkish market (Eren,
2002, p. 143).

The difficulty of determining the cost structurepifarmaceutical production
and hence of implementing the 1984 pricing systessgome way to explaining
why reference pricing was introduced in 2004. Wtienissue of pharmaceutical
cost-containment became politically more importuniing the years of the 1999-
2002 coalition government and the early years @ AKP government the cost-plus
pricing system proved inappropriate to effectivedgulate drug prices. The coalition
government, however, did not actually abolish tB84lpricing system. Rather, as
late as in February 2002, it amended the systedingdhe clause that the profit
margins (15-20% for producers, 9% for wholesaleid 26% for pharmacists) are
only “maximum margins,” but that lower margins abide decided by the Ministry
of Health (Council of Ministers, 2002). This deciame into force in July 2002, just
four months before the coalition government waspiwet of office by the AKP.

Since the very beginning, the containment of publiarmaceutical
expenditure and the need for reducing drug pries® bbeen key rhetorical themes of
the AKP government. In fact, it can be said thats@and prices have been the core
of its pharmaceutical policy approach as it wasimed in the Health Transformation

Program.

Proportionally speaking, expenditures on pharmacastare very high
in Turkey. Because of the current policies of theia security
institutions [high reimbursement rates], a largd pathe population is
increasingly insensitive to pharmaceutical prié&s. know that the
increases in drug prices do not rest on a scierdsis. As part of the

38



Health Transformation Program, stakeholders wilblmught together in

dialogue and agreement, in order to solve accordirsgientific

principles the longstanding problems with pharmécals, one of the

most important elements of health care. (MoH, 2@@3,34-35; author’s

translation)
In the same report, it was made explicit that thexes of pharmaceutical expenditure
in health expenditure is highest in Turkey amond>DEountries. While the HTP
did not spell out the details of a new pricing eystit made clear that the
government wanted to address the problem of higinnpaceutical expenditure. It is
interesting to note that the World Bank, in a réploat has been considered as a
blueprint for the HTP, also had identified pharmamal cost containment as an
important element of health care reform in Turk&fofld Bank, 2003, p. 33).

In January 2004 it became public that the Turkistegnment was working on
a new price control system. In his first commentthe press, Turkey’s Minister of
Health, Recep Akda stressed that the new price system should retthecgerices of
particularly expensive pharmaceuticals such aserairtigs and blood products, put
on a par the profit rates of local and importedggdrwwhile not increasing the
“burden” on public pharmaceutical expenditurgifriyet, 11.01.2004; 18.01.2004,
29.01.2004). The particular choice of a systenxtérmal reference pricing was
apparently in response to an internal ministegpbrt evaluating alternative pricing
systems (personal communication, interview 11). AK& government formally
introduced external reference pricing as Turkegw pharmaceutical pricing system

with a February 2004 cabinet decree (revised i A0®7) that set out the logic of

the new system (Council of Ministers, 2004a; 20@Hich has since then evolved
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very dynamically. The two pricing decrees were freatly amended, which is
important because these amendments often introchesegrice cuts®

The logic of external reference pricing is simflbe legally permitted
maximum ex-factory sales price of a product (tkathe price for which the
wholesaler buys the product from the producerhenTurkish market is determined
by the prices of the same product in a group @rezfce countries. According to the
2004 pricing decree, these reference countries twalve a group of five to ten
European Union member countries and ever sincértha@ecree these have been
France, Greece, Italy, Portugal and Spain. In addib these, there are two mate
factoreference countries, as the countries were tleeerefe product was produced
and from where it was imported are also includetefy are not one of the actual
reference countrie'$.

The reference price of any drug product (origirrajeneric) in the Turkish
market is the lowest ex-factory list price (exchglpossible discounts) of its
corresponding original drug product in any of tive freference countries. After the
reference price of a product is established, thallprice ceiling of that product in
the Turkish market is determined by multiplying tieéerence price with a reference
price factor of less than or equal to 100%. As@E2, for instance, the reference
factor for on-patent original drugs is 100%, whertee reference factor off-patent
original as well as generic drugs is 60%. Maximumgs in Turkey change then
either when the government changes the referetar fanost prominently in 2009

and 2011), or when their reference price abroadgés It is the legal responsibility

'3 The 2004 pricing decree was amended twice (Cowfdilinisters, 2004c; 2004d). The 2007
pricing decree was so far amended four times (AbahMinisters, 2009a; 2009b; 2009c; 2011b).

4 One of interviewees pointed out to me that thisise was particularly designed to prevent
imports from India and China (personal communiagtioterview 25). In fact, as of November 2012
there were only ten Indian and two Chinese druglpets in the Turkish markelEGM, 2012b).
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of the producers to monitor the reference prictheir products and to report
changes to thEEGM. Every Friday théEGM publishes the current Drug Price List
on its website, known as the “Friday list” or, @t among pharmacists, as the
“Friday drops” €uma digsleri), indicating the usual direction of the price ches
(personal communication, interview 17).

Another innovation that came with the new priciygtem is the creation of a
category of so-called “20-year-old” products. Tbagegory grants special status to
original as well as generic drug products thataalyewere in the Turkish market
prior to 1 August 1987. Until 2009 these 20-yeatsolvere entirely excluded from
the reference pricing system. The purpose of argdtiis new product category,
which only exists in Turkey, was for the governminbe able to treat some
products (older molecules) differentially. Indeedmpanies much prefer to keep 20-
year status for their products (personal commuiticainterview 28). For one, this
status allows overall higher prices, but especiléylist prices of these products are
significantly higher, which is of particular imparice for multinational firms,
because that prevents price cuts from spreadiothr markets.

The entire system of maximum price regulation igegned by executive
decisions rather than parliamentary legislatiodegal terms, this places price
controls in the domain of administrative law. Itsaaiticized that the system had
never been “authorized” by any law (personal comication, interview 6). In order
to authorize the method of governing prices by matbdecree, a decree-law was
passed in 2011 with the pronounced aim to “putrdenothe organizational structure,
functions, powers, and responsibilities of the Mtiry of Health and its affiliated

institutions” (Council of Ministers, 2011a; authetranslation). However, this law,
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too, was an executive decree, a so-called “decibetine power of law” Kanun
hikmiinde kararnamewhich is by no means unusual in the Turkish ertit

The role of the pharmaceutical regulatory agencyl ars degree of
independence deserve some attention. The literaturegulatory capitalism and the
regulatory state has made much of the world-wide of independent regulatory
agencies (IRAs). When the AKP first came to powkere were plans to transfer
regulatory authority over pharmaceuticals from ##SM to a new IRA. The
envisioned National Drug Agencylusal /la¢ Kurumy) was to be “independent
from any kind of influence” (MoH, 2003, p. 35; aatls translation). In 2008, a
World Bank report remarked that “the process sestaiked for political reasons and
it is not clear when these plans will be turnea irgality” (Celik & Seiter, 2008, p.
7). In 2012 (at the end of the period examined hiis thesis), thd EGM was
restructured and the Pharmaceutical and Medicaid@edgency of Turkey (ITCK)
was established. While thelTICK has certain characteristics of institutional
independence, such as its own budget and publity etétus (Council of Ministers,
2011a), it is still a subsidiary institution to tMenistry of Health. In practice, much
of the pricing decisions made by tHEGM appeared to be influenced by the Prime
Ministry and the EKK, which since May 2009 is coomated by the Deputy Prime
Minister (Responsible for the Economy) Ali BabacHence, at least with regard to
price regulation, théEGM is de factonot independent, but on the contrary under
strict political control. This is consistent witkik Ozel's (2012) analysis that, as a

rule, Turkey has recently experienced “de-delegataf regulatory authority, with

'3 The authority to pass decree-laws is grantededbuncil of Ministers by the 1982
constitution. The increased usage of decree-laaddgacy of the Ozal period (S6nmez, 2011, p.
124n).
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increased (formal and informal) political contrdl IRAs through ministries and an

overall “decline of regulatory independence.”

Public Reimbursement

Besides the setting of maximum market prices, doesd major mechanism that the
state can use to control drug prices and in terown drug expenditure is public
reimbursement. Reimbursement refers to the pracfistate institutions to refund
the consumers of pharmaceuticals (often via phastsdor some share of their
expenditure, where this share primarily dependterconsumer’s insurance status
and the type of the pharmaceutical consumed. Tmefisiance of this indirect form
of price regulation hinges on the dominant rol¢hef state as one of the largest
buyers of pharmaceuticals. In the OECD, the stataverage finances 61% of total
pharmaceutical consumption (OECD, 2008, p. 38J.urkey this “public share” has
traditionally been even higher, estimated at 852608 (BCG, 2011, p. 124), one
of the highest values in the world and constituinguasi-monopsonistic market
structure. While not quite as fundamental as tresgrgarding maximum prices, the
changes that were implemented as part of the gememtih care reform made the
reimbursement mechanism potentially more effeativegulating prices.

The logic of pharmaceutical reimbursement is devd. As part of a general
political commitment to public financing of healthre services, many states decide
to pay for some of the population’s pharmaceugsglenditure. Usually public
reimbursement is restricted to prescription drugsch are deemed more essential,
but sometimes over-the-counter drugs are also raiseld. According to different

visions of “cost sharing,” states require pati¢atpay for some of the cost of their
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drugs. Patients pay a certain percentage of co-palyfatilim pay) for every drug
purchase (currently 10-20% in Turkey). Some drugksome patients may be
exempted from co-payments (for instance drugseelad chronic illness in Turkey).
Besides direct savings through cost sharing, coneays are usually expected to
make patients more price-sensitive when consumingsd Moreover, patients
sometimes pay out-of-pocket paymerikatki pay) for drug products that are more
expensive, for example, when consumers opt for regpensive original drug
products that are not reimbursed above the prigeabieaper generic alternative.

Let us now turn to reimbursement specifically ikiay. Before the unification
of reimbursement procedures that was realized ®pthe social security reform,
Turkey’s large social insurance funds had sepamatieies of pharmaceutical
reimbursement. This led to both different reimboreat rates and to different
overall spending. The Green Card did not at alecgharmaceutical consumption of
outpatients until January 2005, which means thaies®3.5 million people had to
fully cover their drug consumptiomd(irriyet, 15.12.2004). The other four public
social insurance institutions did fund pharmaceliwonsumption, but they spent
very different shares of their total budget on dreighbursement. In 2003, this share
was 45% for the SSK, 50% for active civil servdimtanced by the government
budget, 58% for B&Kur and even 60% for retired civil servants codeloy Emekli
Sandgl (Top & Tarcan, 2004).

Because of this financial burden, Emekli Sgndias already experimenting
with internal reference pricing (for determiningnnéursement rates) between March
2003 and March 2004 and reportedly realized savahd4. 500 million in this
period (Top & Tarcan, 2004). The SSK, on the otlerd, has long had a reputation

for purchasing its pharmaceuticals very efficiendyperated its own pharmacies
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outside of the free market and those insured WK Sould only get their
prescriptions from SSK-affiliated pharmacies. Wihiles arguably resulted in lower
service quality, it was efficient financially. Fibs purchases it directly bought from
producers in large volumes, through tenders or tietgm. Importantly, the abolition
of SSK-pharmacies contributed to increasing puldi@ expenditure.

Even though the single-payer General Health Inae46SS) was not
formally implemented until 2008, public reimburserthbecame increasingly
centralized following the founding of a single réuansement commission with the
pricing decree of February 2004. The commissiotacsal the hitherto largely
autonomous decision-making of the large social igciunds regarding their
pharmaceutical reimbursement.

The reform of public reimbursement continued whiemecember 2004, state
institutions (MoLSS, MoF, SGK), industry associasand the pharmacists
association signed a Public Pharmaceutical PurdPiasecol KamuZlac Alm
Protokol() (Hurriyet, 15.12.2004). The protocol represents a deal letwiee state
as the largest buyer of pharmaceuticals and phautiaal business. The state
announced that it would begin to publicly reimbuttse pharmaceutical consumption
of approximately 13.5 million Green Card holderd awould also allow the 35
million people insured by SSK to buy their pharmdmals in free-market
pharmacies (and thus effectively ending the sysibowost-efficient SSK-
pharmacies). In return, producers agreed to graatial public discounts of 4%-11%
to the social security funds, while the pharmaagsésted 3.5% of public discounts.
That the protocol really presented a deal betwesmbss and the state was

pointedly put by the Minister of Finance Kemal Untak, who commented that
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The drug expenditure of the public sector is 1(illibn lira per year.

Considering this large volume, the state said dfrl buying so many

drugs, then | also want something in return”. s a win-win

situation. Hurriyet, 15.12.2004; author’s translation)

The protocol was formalized in a Budget ImplemeataDirective of the Ministry

of Finance in February 2005, which set up the nehitecture of public
reimbursement (MoF, 2005). The directive introduagabsitive list Bedeli
Odenecellaclar Listes) that identified those pharmaceuticals eligiblegablic
reimbursement, and it formalized the public disd¢swagreed in the December 2004
protocol. However, in May 2005 a drug co-paymer2@¥ was introduced for
Green Card holders.

In 2006, public reimbursement was fully unified kvihe introduction of a
single positive list. Since then public reimbursebteas been governed centrally by
the SGK (MoLSS), and reimbursement rates are déetethby the Health
Implementation Communiqu&#lik Uygulama Tebii, SUT)® For products on
the positive list, the SGK reimburses 100% of irg@atdrug consumption and drug
consumption related to chronic illness, 90% of dragsumption of retired people,
and 80% of remaining drug consumption. Not onlysprgtion drugs, but some
OTC drugs such as aspirin, are also reimburse8efpriember 2008, the public
discounts from producers that had been 4% before aleo raised to 11%. In
addition to external reference pricing, since 200&ey also uses a form of internal
reference pricing. After application of externdierence pricing, generic drug
products cannot be priced more than 15% abovehbapest generic in the same

group. In 2011, this rate was decreased to 10%.

'® There have been three SUTs (SGK, 2007; 2008; 30Tay have been frequently
amended, more than thirty times until today.
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The reforms described in this section have resiradtthe pharmaceutical

market in Turkey, which is schematically shown igufe 2.

providers |g3. .| warchouses |«2. | pharmacies |g£.2..| outpatients SGK <l MoF

A A

Key: Solid lines represent product flows, dasheddirepresent financial flows. (a) Warehouses bugsifrom providers,
where (b) providers may grant in-kind discountgr@products) to warehouses; (c) pharmacies buysdrem warehouses,
where (d) warehouses may grant in-kind discounphtymacies; (e) outpatients make residual outecket payments to the
pharmacy as well as (f) statutory co-payments fesgription drugs and their general insurance premito SGK, and (g)
purchase OTC drugs; (h) SGK reimburses pharmagigsréscription drugs; (i) MoF co-funds SGK outloé general budget
and (j) reimbursed pharmacies for the prescriptirgs of civil servants until 2010 and of GreendJaolders until 2011.
Source: author’s illustration

Figure 2. Financial and product flows in Turkeylsapmaceutical retail market, 2009

The Roche Scandal

In this last empirical section of the chapter, hivep examine a very particular
phenomenon of the 2002-2008 period, what came tmben as the “Roche
scandal” or the “Roche case.” In July 2004, theciRoscandal” became public
(Vatan 30.07.2004), which “changed everything” in thekish pharmaceutical
industry, according to one of my interviewees (paeg communication, interview
8). One week earlier, Veysi Mungan, a former salasager of the Swiss
multinational company Roche, had filed a complaiith the Istanbul Chief Public
ProsecutorKurriyet, 10.08.2004). While the details of the case areptex and not
too relevant for my purpose, Mungan accused Rotheawng sold in late 2003 the
cancer drug Neorecormon (at a time when the SSKnpey system was still
separate from the open pharmacy market) at a migblehprice to the SSK (230
TL) and to Bakent Hospital (173 TL) than to the private sect@mely the
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warehouse Bgr Ecza Deposu (88 TL). The key accusations weteRbche had
breached public procurement law, worked togethén amly one warehouse in order
to avoid competition, charged the state an “exartit(fahis) price, and had
therefore inflicted financial damage of severallionl TL on the stateRadikal
08.08.2004\Vatan 15.08.2004).

Reactions to the scandal were polarized. The nfestimently and
predominantly embraced the narrative of a scamdahich a private provider, and
especially a multinational pharmaceutical compé#rayl tricked naive social security
institutions into purchasing drugs at an exorbifaite. Subsequent newspaper
interviews with the whistleblower reinforced thiew (Hurriyet, 16.05.2010).
Roche, on the other hand, presented the eventramsh In press statements the
Swiss multinational claimed that SSK had not retpeea lower price, and that the
differential pricing was legal according to pulpimcurement law. On 8 August

Roche placed an ad in several newspapers.

Since the Public Procurement Law came into efi@@003, it is possible

that from time to time price differences can odouthe tenders that are

opened to meet public demand for medical produnttsr(snb¢

10.08.2004; author’s translation)
It is interesting that the Turkish Pharmacists Asstton did not come out against
Roche, but basically supported the interpretatia the case was a product of
public procurement rules and the differentiatedit@imry framework for drug
reimbursemenintvmsnbg10.08.2004). Important for the argument of thissis is,
that the AKP government also did not contributéh scandalization of the Roche

case. The Minister of Health Recep Agkdfemanded a careful investigation of the

case, but also stressed that the case revealsdddgar institutional reform.
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| have worked as a purchasing manager in a hospitaizurum. [...]

Not only filthiness, but sometimes ignorance toon peoduce such

results. [...] These events will be conductive toioyements. [...] In a

sense, this was well-timed. [...] Our aim is a mogdebjective, and

transparent pricing systenMilliyet, 15.08.2004; author’s translation)

And in fact, in December 2004 the government, pcedsiand pharmacists signed a
protocol that set up a single new reimbursemenesyswhich abolished the SSK’s
drug purchase through tenders.

Despite this apparent settlement between the gmerhand pharmaceutical
providers, the Roche case intensified when it tiine a lawsuit in early 2005.
Already in August 2004, Nazmi Okumthe Istanbul public prosecutor leading the
case, had ordered a police unit from the Organtz@ue Directorate to seize
company records at Roche’s corporate headquantdstanbul Hurriyet,
13.08.2004). In February 2005, the police took ssaispects under custody,
including employees of Roche andsBe but also high-level civil servants of the
SSK. Most prominently, Faruk Yoneyman, the CEO ot Turkey, was detained
and handcuffed by the policEl{rriyet, 14.02.2005; 15.02.2005). The Foreign
Investors Association (YASED), whose president Y@nan had previously been,
sharply criticized his detention and warned from tiegative effects it will have on
foreign investmentaMilliyet, 16.02.2005). Yoneyman was released after a few, da
and immediately retired from his positidRgdikal 19.02.2005).

In March 2005, the public prosecutor Okunopened a lawsuit at the High
Criminal Court in Istanbul against 18 employeefothe and Bgr as well as SSK

managers’ The indictment charged them with having violateel Law on

Prevention of Benefit-Oriented Criminal Organizasagikar amacli sug

" Okumu used to be a public prosecutor at the State SgdDourt Devlet Giivenlik
MahkemesiDGM) (Hirriyet, 09.03.2005).
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orgutleriyle mucadele kanuhpand for having rigged the bids for the SSK
pharmaceutical tendefs¢anbul Cumhuriyet Baavcilgi, 2005). The SSK managers
were also charged with abuse of office and for ingyurchased pharmaceuticals not
via tender, but through direct supply channklgrtiyet, 07.03.2005). For these
crimes the public prosecutor demanded prison seesdpetween two and eleven
years. Paradoxically, the indictment claimed thatTurkish state per year pays 6
billion USD too much for medicines. During the tri@rhan Canpolat, one of the
accused SSK managers, correctly pointed out tietvis more than the total size of
the Turkish marketHtrriyet, 10.06.2005). During the case it became cleartheat
lawsuit was driven by the judiciary and that theFAgovernment was not supporting

the indictment. Okumudirectly criticized the government:

Even though the state is robbed regarding pharniaaéin a
systematic and organized manner, the Ministry dcdltheand the
Ministry of Labor are not following the lawsuitsoMteps have been
taken to recover the damage. When the investiga¢iport found that the
events occurred “without the intention of the firtriscreated an
impression of cronyism. The covering up of faceleto conviction.
(Sabah 30.05.2006; author’s translation)
Moreover, it is notable that the AKP governmenigast initially, did not dismiss
the SSK managers under accusation, which would begg in its power as it was in
control of all the relevant ministries. One of thesiilya Ozdemir, was even
appointed to head the newly established MedicalEomhomic Evaluation
Committee of the SGK in 200H({rriyet, 05.12.2007).
After the accusations had become public severtd statitutions began to

carry out investigations. In September 2004, thekishh Competition Authority

decided that Roche had not caused public damadmd¥iet al., 2012). In 2005 the
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Prime Ministry Inspection Board undertook a compredive investigation of the
case and issued three reports, all of which, bygtfan, had to be approved by Prime
Minister Erdgan (Prime Ministry Inspection Board, 2005a; 200805c¢). In sum,
the reports found that there had been public darttegehad to be compensated, and
that the Competition Authority should revise it€ideon. In 2006, the Competition
Authority reconsidered its unanimous decision d£2@nd fined Roche 4.4 million
TL for distortion of competitionRadikal 14.07.2006).

In 2008, the High Criminal Court acquitted Faruknéyman and the 17 other
defendants of having founded and participated“leaefit-oriented criminal
organization” and referred the remaining, lessoserindictments to a lower criminal
court Asliye Ceza Mahkemésirhe court stated that its decision had takem int
account a written statement it had received froemRhime Ministry Inspection Board
which conceded that the there had been wrong irdtbam in its earlier reports
(Radikal 29.03.2008}2 Nevertheless, in February 2010 Roche paid 5.2amillL
and the Turkish state recovered the incurred darttigeiyet, 16.05.2010).

Beyond the original lawsuit, which investigated twer-pricing of one
particular product sold to the SSK in December 2008 Roche case generated a
larger spin-off case. We recall that Turkey introgldi a new pricing system in
January 2004. As a result of its investigations the pricing practices of Roche, the
Prime Ministry Inspection Board found that Rochd ather producers were not
complying with the rules of the external referepdeing system, that is, that they
were not setting their prices in Turkey accordimghe lowest price in the reference
countries. This led to the opening of a multi-def@mt lawsuit in May 2007 against

30 pharmaceutical producers that were accusedatontp incurred “public damage”

181n 2009 the Court of Appeal¥ érgitay repealed the decision (with the exception of Yeys
Mungan’s acquittal) and the case is currently beeapenedHrriyet, 04.08.2009).
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by setting illegally high maximum prices. The ligtdefendants included basically
all large foreign and local produceksiriyet, 08.02.2007). The case is not closed
yet, but several producers appear to have setdgnwith the state.

The case of Roche’s cancer drug Neupogen mayustrdtive of how the state
used its position as the largest buyer to incré@aseompliance of producers with the
new pricing system. In September 2006, the Minisfrizinance took Neupogen off
the public reimbursement ligd(irriyet, 13.09.2006). A few weeks later, Roche’s
new CEO George Hadjiev told the media that the @mad paid 1.4 million TL
to the Ministry of Health to recover the damageated by announcing a too high
reference price for the drulyledimagazin18.10.2006). Just about a week later, the
Ministry of Finance, on request of the Ministrytdéalth, included Neupogen again
to the public reimbursement ligd{rriyet, 27.10.2006).

For the purpose of this thesis (that is, to explairy Turkey shifted to strict
price controls in 2009), the Roche case is esggcilevant for two reasons. First,
the scandal and its ramifications appear to halgeddghe AKP government to
implement the new regulatory framework for pharnogical pricing. The Roche
case pointed to the institutional deficiencies ofkey’s fragmented pharmaceutical
reimbursement system. Instead of firing SSK marsafggrmalpractice, the
government unified public reimbursement rules dmalished SSK drug tenders just
half a year after the scandal had become publida®éy, the AKP’s prior plans for
health and social security reform suggest thatréfirm would have been proposed
even if the Roche scandal had never happenedt Buikely that the scandal helped
the AKP reformers to implement their ideas. One mawpt to add that there is some
irony in the fact that the Roche scandal, whicleed®d one instance of SSK

purchasing at exorbitant cost, may have helpedkf government in abolishing
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the SSK system of drug purchasing and provisionttad until then been the most
cost-efficient of all the public institutions.

Moreover, the subsequent multi-defendant lawster gvicing behavior
appears to have aided the implementation andutistialization of the new
pharmaceutical pricing system. In particular, tngduit increased private
compliance with pricing regulations. One of theustty insiders that | interviewed
expressed that the Roche case, and especiallyrést af the Roche CEO, had
greatly reduced corruption in the Turkish pharmé#écalindustry; companies
decided to increase compliance out of fear of fatagal action (personal
communication, interview 87 Hence, the Roche-Ber-SSK case does not seem to
have been an anomaly. While the Roche scandal rteen produced nor especially
nurtured by the AKP, one interviewee suggestedttieagovernment has been using
the case a means of intimidatiqgogda;1) to implement its pharmaceutical reforms
(personal communication, interview 11).

A second way in which the case is likely to havieced the course of events
examined in this thesis, relates to the policy-msikenowledge about the cost
structure of the pharmaceutical industry. The theg®rts written by the Prime
Ministry Inspection Board most probably only rexashtmall parts of the
information gathered, and the documents secur#tkifirst police raid most likely
revealed otherwise classified company data. Indereel of my interviewees believed
that through the investigations “the governmennfbout the real average price of
production” (personal communication, interview Bgnce, the government’s direct

confrontation with the high level of profitabilitgndered the pharmaceutical

' Here | refer exclusively to compliance with prigiand reimbursement regulations.
Corruption may be more prevalent in the pharmacalkiospital market, which operates under public
procurement law, and in areas such as the produtiest drug promotion to doctors.
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industry as a field in which price regulation i®romically feasible. In addition,
public opinion was affected by the case, which m&tdeter control of
pharmaceutical profits politically, too, more fdasiand perhaps even attractive.
This was to turn out relevant when the governmegently wanted to cut health care
spending in 2009. The government’s knowledge atimuhigh profits of
multinational drug producers and the public scamdabn of those are likely to have

decreased the concern of the AKP’s political leskigrto help sustain those profits.

Conclusion: The Changed Contexts of PharmaceRiceés

As the aim of the subsequent chapter is to exglamey’s shift to strict drug price
controls in 2009-2012, what can be said, by me&osmclusion of the present
chapter, about the contexts of pharmaceutical pigoeng into 200972 First and
foremost, no one seemed to see the shift to stretgilations coming. While a
company like Roche had disinvested after the aafeiss CEO, it was quick to return
and pledge to make Turkey one of its local hiigr(iyet, 08.02.2009). The Turkish
market was predicted to annually grow by 11-14%l @0tL3 and to be one of the
world’s seven “pharmerging” markets (Hill & ChuiQ@9). For the multinational
pharmaceutical companies, Turkey seemed partiguddtriactive during the “global
economic crisis [as] growth in publicly funded metkis likely to ameliorate some
of the stress” (Hill & Chui, 2009, p. 7). In Febry&009, a foreign executive stated
that Turkey’s pharmaceutical sector had been tbmisteast affected by the crisis”
for which he saw a “bright futureHurriyet, 03.02.2009).

In Turkey, the growth of the “publicly funded matkeame in form of the

AKP’s health care and social security reform. Assult, the share of the population
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that was eligible for public reimbursement of méutcconsumption has increased
from only 58% in 2002 to near-universal 96% in 20&ile public drug
expenditure has decreased in terms relative to @wpublic health expenditure, in
absolute terms it has increased continuously &t tates. From 2002 to 2009, the
average annual growth of public drug expenditure WA5%. Aware of the burden
this creates for the social security system andigptibance, the AKP government
has since the very beginning emphasized the neeohtain public expenditure on
medicines and to achieve this especially by meésgioter price regulations.
However, despite this rhetorical commitment andeonmor policy instruments to
keep the growth rate of public drug expenditureanrwbntrol, the AKP government
implemented no policy in the 2002-2008 period g&tously confronted the
interests of pharmaceutical producers in risingydzxpenditure and continuously
high prices.

What the AKP government did implement, on the ottard, was a
comprehensive reform of the regulatory frameworkdiug pricing and
reimbursement. This reform began in early 2004 e@naponent of the AKP’s health
care reform, was probably facilitated by the Rostendal that hit the industry in the
same year, and was fully implemented by 2008. Wthikevery comprehensive
reform eased the bureaucratic administration ahtqabd oversight of price
regulation, it was in the final analysis neutralpublic expenditure and prices.
Besides, the AKP government also introduced dattusivity rules in 2005 that
strengthened the implementation of the global regofintellectual property rights
in Turkey, and which were believed to weaken Igmaieric industry and to increase

public pharmaceutical expenditure.
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It is difficult not to conclude that the major pojichanges in health care and
pharmaceutical regulation implemented in 2002-2068: essentially pro-business
and pro-market. Certainly, they also improved papah health and the equity of the
public health care system among social groups gpsriat the cost of formerly
privileged groups), but the profitability of thegimaceutical industry (and arguably
many other sectors of the health care economy)ywaseriously compromised in
this period. Price regulation remained lenienpiteghe new regulatory framework.
From this perspective, it appears that the AKParptaceutical price policy in the
2002-2008 was both populist and neoliberal.

However, beneath the surface of thpekcy changes that did not seriously
challenge the profit interests of pharmaceuticablpcers, there occurred deeper
political changes that prepared the ground for the subsepakey change toward
stricter state regulation of pharmaceutical pri¢ést, with the AKP’s accession to
power in 2002, the Turkish government in electteains came to be primarily
supported by the poorer segments of society. Tdnsircued to be a fact going into
2009, whether the lower classes had materiallyfitederom the AKP’s previous
policies or not. Second, in 2002-2008 the AKP’sgyoing capacity was
substantially strengthened. In the area of pharotaae policy this is represented in
form of a reformed regulatory framework and theusstdy’s increased compliance
with it. Third, while the AKP’s political leaderghiapparently chose not to
scandalize it, the Roche case left pharmaceutrcalyzers vulnerable to being
targeted in the future. Trough the Prime Ministriyigestigations the AKP
government gained insight into the price structfrproducers, and the extensive
media coverage gave the pharmaceutical industpatation for fraudulent

overpricing.
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The contexts examined in this chapter made thergowent’s subsequent shift
to strict pharmaceutical price controls by no meaaasitable. But they set the stage
in important ways. Eventually, the shift appearkdoe been brought about by a
combination of these policy and political contexsd by more specific events and
political choices that happened in 2009. It ishose events and choices that the

subsequent chapter turns to.
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CHAPTER 3

TIGHTENING THE REINS: THE SHIFT TO STRICT PHARMACEUCAL

PRICE CONTROLS, 2009-2012

This chapter turns to the years 2009-2012, the@en which the phenomenon this
thesis seeks to explain occurs. While the regutdtamework for the governance of
drug prices had been reformed comprehensively €064, this early period of AKP
rule had seen relatively little actual regulatior.( reduction) of pharmaceutical
expenditure or prices. Only after the introductidrihe Pharma Budget in September
2009 did public pharmaceutical expenditure andayeprices begin to decrease
significantly. The purpose of this chapter is tplain why and how this episode of
substantial regulation of prices came about. Te ¢inid | will first attempt to evaluate
the magnitude and significance of the 2010-2012a#eses in pharmaceutical costs
and prices, and then put forth an argument regauttii@ political-economic sources

of this regime change in pharmaceutical price golic

Measuring the Shift

In 2009, the Turkish government introduced a “gldhalget” for public
pharmaceutical expenditure as part of its medium-fenancial program. This
budget capped total government spending on pharrtieaks at 46.8 billion TL for

the 2010-2012 periotf. The global budget proposed annual expendituredigtor

% The global budget excludes the pharmaceuticalredipee of hospitals for inpatients, which
is defined as treatment cost.
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this period. Table 3 shows the prescribed Pharntg&ufor 2010-2012 and actual

public pharmaceutical expenditure over the lasadec

Table 3. Pharmaceutical Expenditure and Pharma &udf02-2012
2002 2003 2004 2005 2006 2007 2008 2009 202011 2012

Public Drug Expenditure (bn TL) 5.2 6.8 7.9 8.7 110.111 13.0 16.1 153 159 1438
Annual Growth (%) - 300 16.1 100 16.3 10.3 164392 -45 34 -6.9

Pharma Budget (bn TL) - - - - - - - - 14.6 15.6 T7.6.

Annual Growth (%) - - - - - - - - 6.6 7.1
Sources: AFD (personal communication), MoF (2012), SGK (2QT@)RKSTAT (2011), author’s calculation.

The purpose of the Pharma Budget was to bring dmviatic pharmaceutical
expenditure substantially at once (some 9% frort b6lion TL in 2009) and to
thereafter limit expenditure growth (some 7% aniyialhe budget was to be
enforced over the three-year period, that is, dva8ng in one year would lead to
further budget cuts in the subsequent year, whighaes why actual expenditure
changed at rates very different to those presctityettie budget*

The evolution of nominal expenditure figures sugg@sima facie that global
budgeting was highly effective in limiting publig@enditure. In 2012 public drug
expenditure was an estimated 14.8 billion TL aretdivith some 8% below its peak
in 2009. One way to assess the impact of the PhBudget is by speculating how
the world may have been without it. For instanees can extrapolate from the
growth of public expenditure before 2010. The coombannual growth rate
(CAGR) of 2004-2009 was 15.3%If public expenditure had grown at this previous

rate, then drug expenditure in 2010-2012 would hataded 64.5 billion TL (18.5,

L The Turkish government continued global budgetimgublic pharmaceutical expenditure
beyond 2012. For 2013 a global budget of 15.6dmnllTL has been announcdecgacinin Sesi
06.02.2013). One important change is that no thieze-budget has been announced this time, but the
government is believed to have one (personal conuation, interview 35).

222004 was picked as the base year for the estitndte relatively conservative. 2004 yielded
the lowest CAGR when compared to the alternatisely@ars 2002-2008.
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21.3 and 24.6) instead of the actual 46.0 billi&n From this perspective, one can
argue that a total of 18.5 billion TL in public drexpenditure was saved during (but
not necessarily all by) the implementation of theuPna Budget.

Public pharmaceutical expenditure was contained evare significantly in
relative terms. This is because in the period fR09 to 2012 the growth rate of
public pharmaceutical expenditure (-8%) was welbwethe respective growth rates
of total public health expenditure (+28%) and tHeRGof Turkey (+49%). As a
result the share of public pharmaceutical expenelitu GDP fell swiftly from 1.69%
in 2009 to 1.04% in 2012, while the share of pubkalth expenditure did not fall
significantly (2009: 3.34%, 2012: 3.27%) in the saperiod (Figure 1). One result of
this is that the share of public drug expenditartotal public health expenditure has

been falling significantly over the last decadeslaswn in Figure 3.

45%

39.43% 38.95%

40% - S
36.93% 36.21%
o 33.54% 33.54%
35% 32.26%
30.75% 30.66%
30% 27-97%
" \4.16%
0

20%
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==@==Public Pharma / Public Health Expenditure

Sources: AFD (personal communication), MoD (2012), MoF (2QIBYRKSTAT (2011), author’s calculation.
Figure 3. Public pharmaceutical expenditure (% jpuialth expenditure).

The only exception was 2009, when Turkey was hitheynegative repercussions of

the global financial crisis. While the “pharma s#fdnad already been declining in
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2002-2008, this was mostly due to the stronger gra# public non-drug health
expenditure (Figure 1). In contrast, the declimphgrma share in 2010-2012 was
driven by the nominal decline in pharmaceuticalemture. The declining pharma
share in Turkey over the last decade per se iaingrinot extraordinary. The pharma
share of countries’ public health expenditures seioddecline with rising GDP. What
is remarkable about the Turkish case is the shasrog of time in which the pharma
share decreased.

Having established the fact that public pharmacaltiost containment was
relatively effective in the AKP era, the questiors@s how these expenditure savings
were realized. In theory, public health care systéave two basic options to bring
down their pharmaceutical cost. First, they caa,sdme form of state regulation,
reduce the average price and hence total cosegftlitarmaceutical volume they are
covering. Alternatively, they can decrease totdlljgucoverage of private
pharmaceutical consumption, by, among other thimgseasing patients’ out-of-
pocket payments (including co-payments), pursum@aC-strategy and hence a
reduction of reimbursed prescription medicineghoough attempts to bring down
prescription rates in the first place.

The AKP government has predominantly relied orfitlsé of these two
options. It quite successfully attempted to regutitig prices in order to contain the
cost of public health care without having to cublpzifinancing significantly. While
it did start a campaign to promote “rational drisg U it — at least until recently —
avoided to implement an OTC-strategy or to increageof-pocket payments
substantially. The proposition that decreasinggswere driving public
pharmaceutical cost containment is confirmed wheadyaing indicators of market

growth (Table 4, Figure 4).
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Table 4. Pharmaceutical Market Size, 2002-2012

2002 2003 2004 2005 2006 2007 2008 2009 2012011 2012

Market Volume (bn boxes) 0.8 0.9 1.0 1.1 1.1 13 41 14 1.4 1.6 1.6
Market Value (bn TL) 4.8 6.2 7.7 8.3 9.3 10.8 119139 136 137 129
Average Price (TL/box) 6.03 7.26 8.08 7.81 8.08 58.3 8.75 9.94 9.54 8.82 8.29
Note: Prescription drug market; at nominal ex-mantifrer prices, including public discounts.
SourcelEIS (2013); author’s calculation.
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Notes: Prescription drug market; at nominal ex-nfacturer prices, including public discounts; 2002G9€.
SourcelEIS (2013); author’s calculation.

Figure 4. Pharmaceutical market growth, 2002-2012.

Nominal Market value began to stagnate in 2010emath decreased in 2012, while
market volume continued to increase at a relatigelystant rate. The average price
of drugs in the market increased by 65% betweer2 20@ 2009, but began to
steadily fall thereafter. For the pharmaceuticatkeathis was a large change. The
period until 2009 had seen very high market growdtihe extent that Turkey was
considered one of the world’s seven “pharmergingketa” (Hill & Chui, 2009)*®
Another important indicator of the way in which pimaceutical cost
containment was achieved in Turkey is the “pulthiarge” in expenditure. The
concept of cost sharing refers to the relativerithigtion of cost among private and

public sources. In Turkey, the public share in trefahancing was at 73% in 2008

% The other six “pharmerging markets” were Brazjr@, India, Mexico, Russia and South
Korea.
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(OECD, 2012), while the public share in pharmacalitost was well above that, at
an estimated 85% (BCG, 2011, p. 120in contrast, in the OECD the
pharmaceutical public share was at 61%, while dked health public share was at
72% (data from 2005; OECD, 2008, p. 38). Hencek@wis quite unique in two
aspects. It has one of the highest public sharphanmaceutical financing among all
OECD countries and is one of the few countries whmsblic share in
pharmaceutical cost is higher than in total heakpenditure (OECD, 2008, p. 39).

When examining variation in public share over timelecreasing public share
could be interpreted as a “retreat of the sta@hfpharmaceutical financing. For
instance, this happened in Italy during the 198t 1990s, when the government
reduced its public share in the cost, while totatavas rising (Carone, Schwierz, &
Xavier, 2012; Guillén & Cabiedes, 2003). Such apss of state retreat cannot quite
be observed in Turkey over the 2002-2012 periodniftédly, there were signs in
2012 that the Turkish state planned to increasavbkeage out-of-pocket payment
somewhat and therefore the private share in phautiaal financing, especially
through reducing the number of drugs which are loeirsed at 100%Bugin
25.02.2012Hdrriyet, 24.02.2012). However, these are developmentsbeg at
the end of the period under study here.

Broadly speaking, 2002-2012 was a period of extensf the public financing
of pharmaceuticals with two critical factors bethg granting of pharmaceutical
reimbursement to Green Card holders in 2005 anéxtension toward universal
health insurance (including pharmaceutical coveragee 2004. One can say that,

while other areas of Turkey’s health care systeoaime increasingly privatized in

4 Hard data on Turkey’s pharmaceutical public skaesnot available, primarily due to
insufficient statistics on private pharmaceutiogdenditure (state expenditures naturally are better
monitored). However, | came across several estsr@téhe public share in my interviews, ranging
from 80-95%.
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the 2002-2012 period, the financing of the popatdad pharmaceutical consumption
remained firmly in the hands of the state. Turkelyi@ved pharmaceutical cost
containment then through a sharp reduction in phaeutical prices and not trough
retreat from public financing.

But how exactly did Turkey manage to reduce phaeutcal prices, and how
much of this change in average prices can reallgttriuted to political control? In
order to answer this question we should examimedre detail the regulatory
changes that were implemented since 2009. Mostipently, in 2009, 2010 and
2011 reference factors used in maximum pricing wieereased and mandatory
public discounts were increased. Table 5 showsg¥b&ution of reference factors and

public discounts since the introduction of thiccprg system in 2004.
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Table 5. Reference Factors and Public DiscountPfoducers, 2004-2013

Original drugs Original drugs 20-year drugs
without generics  with generics Generics drugs above 6.79 TL

§ Reference Factor 90 90 70 -

g Public Discount - - - -

& Total Price Factor 90 90 70 -

S Reference Factor 100 100 80 -

o

™| Public Discount - - - -

< Total Price Factor 100 100 80 -

§ Reference Factor 100 100 80 -

<. | Public Discount B/ 11 4711 11 -

& | Total Price Factor 89 96 89/ 96 71.2 -

§ Reference Factor 100 100 80 -

. Public Discount 11 11 1 -

[}

O | Total Price Factor 89 89 71.2 -

§ Reference Factor 100 60 60 -

.| Public Discount 24 11 1 -

[

O | Total Price Factor 76 53.4 53.4 -

§ Reference Factor 100 66 66 100

;| Public Discount 23 11 11 89

()

0O | Total Price Factor 77 58.74 58.74 89

g Reference Factor 100 66 66 100

2 Public Discount 325 20.5 20.5 20.5

()

0O : Total Price Factor 67.5 52.47 52.47 79.5

g Reference Factor 100 60 60 80

7 | Public Discount 41 28 28 28

2 Total Price Factor 59 43.2 43.2 57.6

g Reference Factor 100 60 60 80

™' Public Discount 41 28 28 20.628'

©

= | Total Price Factor 59 43.2 43.2 63.67.6

Notes: All values in percent. The table only ina@sgroduct groups to which external referencenmics applied. The total
price factor is derived by multiplying the refererfactor with (100 - public discount). (a) Produaiger than 6 years; (b)
products younger than 6 years; (c) products bet@egn TL and 10.21 TL; (d) products above 10.22 TL.

Sources: Council of Ministers (2004a; 2004c; 20@3)9c; 2011b), MoF (2005), SGK (2008; 2009a; 20@®.0c; 2011;
2013).
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The “total price factor” that is derived in Tabledmbines the impact of reference
factor and public discount and hence representpribgortion of actual prices in
Turkey (after the application of discounts) to psices (before the application of
discounts) in the respectively cheapest referennatcy. Let us consider an example
of an original drug without a generic alternatimesrly 2009. Among the reference
countries, the drug is cheapest in Greece, wheanieniently costs 100 Euro. Say
the exchange rate was 2.00 TL/Euro at the time, the reference price of the drug
is 200 TL. Because it is a proprietary drug, theciimam price in the Turkish market
is 100%, so exactly these 200 TL. The produceres allowed to sell the drug for
200 TL in Turkish pharmacies. But if the producemis to enter the product on the
positive list, that is, if it should be eligiblerfpublic reimbursement, then the
producer needs to grant a 24% mandatory discouhthars reduce the price of the
product to 148 TL.

The figures in Table 5 provide an overview of hawegs changed after the
introduction of the Pharma Budget. The change etatal price factor is a good
indicator of how actual prices of the different guweot groups have changed in
relation to list prices abroad. In any case, ierefce prices (list prices) have not
increased abroad, which they hardly did in thequetnder observation, then a
reduction of the total price factor (for off-patemtginals) from 89% in early 2009 to
43.2% in early 2012 means that this drug’s price al@out halved. However, these
figures must also be treated with caution. Whileximaim prices derived through
external reference pricing are universally appltbd,official public discounts are
only benchmarks, exceptions to which are granteth&ysGK. This last point is
important because many such exceptions were graafted long negotiations with

producers, when the SGK had last increased pulsigodnts in 2011.
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It is unfortunately difficult to compare actual s in Turkey with actual
prices in other countries, because the discouatsted by producers (and
distributors) vary even within countries when sbsecurity funds separately
negotiate different levels of discounts. For insi@grthis is the case in Germany and
the United States, but was also the case in Turkél/2005. Negotiated discount
levels are sometimes even kept secret, as publlshegrice agreements in one
market may create price pressure in other marRetggszeitungl7.05.2012). For
this reason it is difficult for countries to takiscbunted actual prices as reference
prices.

Not illustrated in Table 5 are the regulations rdgay internal reference
pricing (esdeger ila¢ uygulamag) which had already been introduced in 2008 to
regulate the reimbursement rates for generic duitpsequivalent active ingredients.
Accordingly any generic drug could only be reimteatsip to 15% above the price of
the cheapest equivalent generic. In 2011 this mawgis reduced to 10%. As has
been discussed above, reimbursement rates of ciivgerugs can function as de
facto maximum prices.

Possibly the single most effective instrument afgdprice control of the
period, however, was a rather unusual one. Sineé 2Q09 Turkey has been using a
fixed exchange rate of 1.9595 TL/Euro for transigtihe reference prices in
European reference countries into maximum priceshi® Turkish market. Figure 5
illustrates the development of the actual exchaatgevis-a-vis the exchange rate

used to determine pharmaceutical price ceilings.
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Figure 5. Real exchange rate and fixed pharma@uichange rate, 2004-2012.
The impact of this measure must have been signifitaet us consider an example.
In August 2011, the exchange rate peaked at 2.3Burb. When the reference price
(that is the cheapest price in any reference cgyaofran original-without-generic
drug product was 100 Euro, then the maximum pricBurkey was 195.95 TL,

while it would have been 258 TL according to cutrexchange rates.

In a crude attempt to quantify the impact of thedi exchange rate on drug
prices in Turkey, one can compute the average laexghange rate, which was
2.2150 TL/Euro from 2010 through 2012. Hence, ittea exchange rate was on
average 25.55% above the fixed exchange rate os¢hdef translation of reference
prices. Everything else being equal and assumiatgahpharmaceuticals were
actually priced at allowed maximum prices and #igpharmaceuticals reimbursed
by the government were included in the externaresfce pricing system (both of
which was not the case), the fixed exchange ratehrage translated into cost
containment of 11.8 billion TL over the three-y@aplementation of the Pharma
Budget. In December 2011, the industry estimatedwn loss due from the fixed

exchange rate at 2.5 billion TL {RD, iEIS, & TISD, 2011). In any case, the
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expenditure effect of this regulatory instrumenswikely several billion TL and it
must have been stronger in 2011 and 2012 whenvidrage actual exchange rate
was higher.

Another indicator of the significance of the fixexkchange rate is the fact that
the pharmaceutical industry has made exchangadaistment one of its central
political demands (#D, IEIS, & TiSD, 2011 Eczacinin SesD6.02.2013). For one
thing, this certainly points to the financial magxie of the measure. In addition, it is
likely that the pharmaceutical industry perceiveshange rate adjustment as a
relatively promising area where public cost containment cbeldelaxed. In fact,
existing regulations do prescribe adjustment, whitbws industry representatives
to employ a language of “we want compliance witlstxg regulations” Aksam,
22.04.2012).

One further measure of success of the Turkishrricégime is that a rising
number of other emerging political economies tmatatempting to control drug
prices are using Turkey as a reference countryair bwn reference pricing
systems. As of November 2012, a total of nine atesivas referencing Turkey,
namely Russia, South Korea, Saudi Arabia, Egyptddania, Morocco, Iran,
Oman, and Colombia (personal communication, inésn32).

The Turkish government’s active use of the thre¢riments of drug price
control (reference price factors, mandatory pubtiscounts, and exchange rate
fixing) since 2009 has without doubt driven therdase of average prices and public
expenditure. This does not mean, however, thatnphegutical prices should be
considered as fully determined by domestic politscaurces. There are important
non-political, non-domestic sources of pharmacaupcces which should briefly be

considered here. For instance, one major intemaltigource of falling drug prices in
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Turkey has been Europe’s financial-turned-fiscaisr Austerity measures in
countries such as Greece and Spain have includedsaxe cuts to pharmaceutical
budgets and in turn led to falling average pridedrogs in those countries. Because
of the way external reference pricing works, maximarices in Turkey fall either
when reference factors are lowered by regulatorahen the reference price abroad
decreases by a certain margin.

In January 2012, the current reference price afmlined 22% of drug
products in the Turkish market came from Spain @eGe [EGM, 2012a; author’s
calculation). Through this mechanism, decreasing grices in Greece and Spain
have spilled over to the Turkish market. This exEngpiggests that one important
reason why public drug expenditure in Turkey desedan the 2010-2012 period
was the European fiscal crisis. But this does nesamdomestic regulation had no
part in this. In fact, Turkey’s external refereque&ing system functioned as the
crucial interface between foreign and domestic gnuces. The pre-2004 cost-plus
pricing system would not have transmitted fallinternational drug prices. Thus, it
was the 2004-2008 reform of the regulatory framéweanich made this “non-
political” source of cost containment possibleha first place.

Besides the European fiscal crisis, a phenomenowikras the “patent cliff”
has put pressure on the average price of pharmeaksutin recent years, many
“blockbuster” drugs have gone off patent, leadimghe entrance of generic
competition and often rapid decrease in prices.tNdmously, perhaps, Pfizer’s
best-selling, cholesterol-lowering drug Lipitor ias patent protection in November
2011. As a result Pfizer’s revenues from Lipitoomed from 9.5 billion US$ in
2011 to 3.9 billion US$ in 2012. The process hantaescribed as the

pharmaceutical industry “going generic.” It is urta@ if it has come to stay or if a
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wave of new blockbuster drugs (possibly in biotexdbgy) will again increase
average drug prices. But in the 2010-2012 periaifiocess certainly put pressure
on prices.

So far, this thesis has considered drug priceglag@harmaceutical market
from an aggregate perspective. While this is aulsginplification for many aspects
of the issue, the pharmaceutical market is intyehlghly fragmented, producing
several distinct and rigid submarkets. This fragraton stems primarily from the
nature of pharmaceuticals. In contrast to mostrgtheducts, most pharmaceuticals
are not substitutable with each other. After atljabetic would not buy an antibiotic
instead of insulin, no matter how much cheaperetieb it is. Recognizing the
fragmentation of the pharmaceutical market is irtgpurfor understanding the
reasons behind effective price and cost regulati@eems that political attempts to
reduce prices tend to be more successful in sobmaatkets. In other submarkets
again, the political will behind cost containmerdytbe smaller.

Indeed, price decreases in the 2009-2012 periddiikey were not
homogenous across products. Table 6 illustratesdothproviding data of the 30 top-
selling (according to revenues) drugs in 2009. Tlegrethese 30 drugs accounted for
2.4 billion TL in revenues, or for more than 17%lué total prescription drug market
(most of the drugs on the list are prescriptiorgdhuThis translates into higher
expenditure for the state, as SGK additionally pagsk-ups to warehouses,
pharmacists and value-added tax to the treasugsedan revenue and sales data, the
average price of these 30 drugs in 2009 and in Z)&2lculated. No data is
available (-) for 8 drugs, because in 2012 thosewet among the 50 top-selling
anymore, most likely because their price decreasaduch, or possibly because

they were taken off the market.
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Table 6. Top 30 Pharmaceuticals, 2009-2012

Drug (Producer) Group Revenue (rarik) Revenue (mn Bloxes (mn) Average Price (TL)
2009 2012 ;| 2009 2012, 2009 2012 2009 2012A (%)
Seretide (GSK) 2 1 9 159 89 2.3 24 69.84 36.67 %-4¢
Spiriva (Boehringer) 1 2 2 123 103 2.4 3.3 50.59 .531 -38%
Glivec (Novartis) 2 3 27 113 55 0.03 0.03 3635.50896.41 -48%
Foradil Combi (Novartis) 4 4 17 107 65 2.3 2.3 059 28.78 -37%
Co-Diovan (Novartis) 2 5 21 101 64 45 6.0 22.46 10.58 -53%
Herceptin (Roche) 1 6 101 132 0.1 0.2 995.65 799.49 -20%
Augmentin (GSK) 4 7 4 96 99 109 152 :8.78 6.51 -26%
Lansor (Sanovel) 3 8 89 99 6.2 9.7 14.29 10.22  -28%
Lantus (Sanofi) 1 9 86 96 1.0 1.7 81.98 57.04 -30%
Cefaks (Deva) 4 10 43 83 41 4.2 6.0 20.05 6.85 -66%
Novomix 30 (Novo Nordisk) i1 11 7 82 95 16 24 50.89 4050 -20%
Lipitor (Pfizer) 2 12 - 78 - 15 - 50.65 - -
Octagam (Berk) 1 13 - 77 - 0.1 - 1106.92 - -
Arveles (Ulagay) 2 14 35 75 48 10.1 128 7.46 3.73 -50%
Cipralex (Lundbeck) 2 15 - 73 - 3.2 - 23.15 - -
Taxotere (Sanofi) 2 16 - 72 - 0.2 - 45545 - -
Symbicort (Astra Zeneca) 4 17 33 70 48 1.2 1.3 55.97 37.64 -33%
Beloc (Astra Zeneca) 4 18 8 68 95 14.7 189 i4.61 5.04 +9%
Enfexia (Bilim) 4 19 - 68 - 3.6 - 19.04 - -
Remicade (MSD) 1 20 13 64 70 0.1 0.1 799.24 559.27 -30%
Humira (Abbvie) 1 21 10 64 82 0.0 0.1 1732.73 1068.48 -38%
Infex (Celtis) 3 22 - 63 - 2.8 - 22.54 - -
Enbrel (Pfizer) 1 23 14 60 70 0.1 0.2 678.58 465.22 -31%
Crestor (Astra Zeneca) 2 24 - 59 - 1.7 - 35.06 - -
Neurontin (Pfizer) 2 25 38 58 43 16 2.3 36.10 19.00 -47%
Plavix (Sanofi) 2 26 - 58 - 1.2 - 48.72 - -
Atacand Plus (Astra Zeneca): 2 27 45 57 41 2.6 3.1 22.28 13.16 -41%
Nexium (Astra Zeneca) 1 28 5 56 98 2.7 7.5 20.98 13.04 -38%
Amoklavin (Deva) 4 29 18 55 65 7.5 101 7.34 6.38 -13%
Baraclude (BMS) 1 30 40 54 43 0.1 0.1 631.33 355.92 -44%

Note: at ex-manufacturer prices, including prodwtiscounts; 2009 is March 2009-February 2010, 20N\2arch 2012-
February 2013; group key: 1=original without geagfi=original with generic, 3=generic, 4=20-yeavguct (EGM, 2012a);
hyphens indicate that the drug was not among tfpe5Dadrugs according to revenue in 2012 (which tlvasavailable data).

Source: IMS
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When analyzing the date in Table 6, it turns oat the average prices of all but one
drug have decreased, and the (unweighted) averagedecrease has been 35%. Let
us look at the six drugs that showed the lowestctons in average price. Three of
them, Augmentin (-26%), Beloc (+9%) and Amoklawh3%), were already among
the cheapest drugs in 2009, with average priceswb&0 TL. All three of these also
happen to be “20-year old” drugs, whose prices lh@en less affected. Lansor
(-28%) is a generic drug that also was not too egpe to begin with. The
remaining two drugs that lost relatively little dferceptin (-20%) and Novomix 30
(-20%). Herceptin is an on-patent biotech drugl@gi) for treating breast cancer,
and Novomix is an on-patent drug for diabetes. Elgio was the best-selling drug
in 2012. This pattern is fairly representative. Hverage price for antineoplastic
cancer drugs (ATC3 L01X, which includes Herceptetl) by only 7% between 2009
and 2012. The average price for insulins (A10Q)dglonly 20% in the same period.
Moreover, only 2 out of 10 proprietary productghe 2009 top-revenue list, that
were still patent-protected in 2012, had droppeithen2012 top-revenue list.

While the interest of this study is primarily witthe AKP government’s general
policy position to reduce drug prices, this intrarket data suggest data that prices
in some pharmaceutical submarkets are significdesly regulable than in others. |
will return to this issue when discussing the wiayahich the government coped
with availability problems of critical cancer drugs2010-2012. But it would seem
that competitive (generic) submarkets show thedsgpotential for effective price
cuts via political regulation, while submarketsttage both non-competitive (mostly
on-patent) and perceived as critical by the putéice a much lower potential for

price regulation.
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Explaining the Shift

The previous section has dealt with the econonped@s of stricter expenditure and
price regulation in the 2009-2012 period. | havevam how the introduction of an
upper limit for public pharmaceutical spending eaninction with stricter price cuts
led to significant savings in pharmaceutical exteme. However, the Pharma
Budget and the stricter price controls are onlygieximate causes of decreasing
average prices and industry profitability. The goweent’s decision to implement
this set of regulations had deeper political-ecoicaeasons, the analysis of which is
the purpose of the remainder of this chapter.

The political process through which stricter prooatrols and lower public
expenditure came into existence can be best understy answering two distinct
questions, the first of which is: Why did the AKBvgrnment develop the political
will to strictly regulate drug prices? | argue tlta development of this political will
was primarily driven by two characteristics of #i€P government, namely its
commitment to fiscal discipline in times of rapidiging health expenditure and
financial crisis, and its populist use of healttigoas a key instrument to generate
popular support. The shift to stricter drug prioatrols was hence a historical
product of the AKP’s fiscal discipline and its higbolicy populism in 2009. It is in
this sense that lower drug prices were an instrgah@olitical objective of the AKP,
whose actual purpose was to contain public experedand to maintain public
satisfaction with health care.

But political will is not sufficient to explain whthis policy idea could actually
be implemented and maintained. Hence, the secoestiqn: Why was the AKP

government able to act on its political will anasessfully implement strict price
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controls (a policy idea with a track-record of implentation failure)? | argue that
two factors were of particular importance in accavdating the AKP government’s
implementation of strict drug price controls. Fimstfective political implementation
was made possible by a new regulatory frameworkagpowerful and assertive
political executive. Second, the government’s praltcommitment to low drug

prices was not diluted by competing policy goalstiner policy areas.

Fiscal Discipline

Let me now first examine how public pharmaceutemzt containment became a
policy priority of the Turkish government in 2009ere | emphasize the interplay of
the AKP government’s “learned fiscal disciplineyetlong-term problem of making
social security and health expenditure “sustainabled the short-term requirements
to budget-making in the context of the global ficiahcrisis and ongoing
negotiations with the IMF over a new stand-by agrest.

In a recent article, Ziya Onand Ali Burak Guven (2011) analyze how
Turkey’s public expenditure regime has transformerdng the rule of the AKP. In
the AKP government’s early years, its economicqysinaking was characterized by
very strict fiscal discipline. This was primarilp &ffect of Turkey’s 2000/2001
financial crisis, “which ingrained Turkey’s liberlreaucrats and politicians with
the unshakeable belief that all evil came fromdismprudence and financial
instability” (Onis & Gliven, 2011, p. 596). It is debatable to whajrde the AKP’s
inheritance of budgetary prudence was shaped byideational factors as the
memory of the crisis experience, or if the equalherited stand-by agreement with

the IMF was more consequential in shaping the AKfReghment’s attitude toward
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fiscal discipline in its initial years (the progrdasted from 2002 to 2005 and was
then extended until 2008). In any case, the AKReguwent (as in the area of health
policy) did initially not deviate from the prudeptiblic expenditure regime of the
preceding coalition government. One result of tléarned obsession with [...]
financial stability” (On§ & Gliven, 2011, p. 586) was a sharp reductionsafdfi and
primary deficits in the first four years of AKP eulOni and Giiven continue to

argue that, over time, the fiscal discipline of &P government relaxed.

Content with the overall economic performance,gagy’s attention

from 2006 onward shifted toward consolidating ibsver by defending

and expanding its coalitional base. [...] By the #tatyear of 2007, a

new policy approach had matured that centred orempen deviations

from the reformist path, but without endangerincaivtne AKP

leadership understood to be the foundations, howfeasgile, of the rapid

growth status quo. (On& Glven, 2011, pp. 592-593)
This new policy approach of the post-2006 AKP gowegnt has been
conceptualized as “controlled populism” (©8i Giiven, 2011; Orj 2012)%
According to this interpretation, the AKP governrmshould be considered as
controlled populist, because it uses fiscal expganand redistribution in some policy
areas to generate public support (health, educdtmnsing), but it concomitantly
safeguards macroeconomic stability by governing meoliberal instead of populist
manner in other policy areas (banking regulatisivatization, monetary policy).
The concept of controlled populism is very usefulthe analytical purpose of this

thesis, that is, to understand the shift to sthrag price controls. It is crucial,

however, to notice that fiscal discipline did netefiorate substantially after 2006.

% The concept of controlled populism implicitly adsghe economic and not the political
definition of populism (Piquet Carneiro, 2011).
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Figure 6 illustrates the historical developmentiedal and primary deficits in

Turkey.
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Figure 6. Fiscal and primary balance, 1992-2012.

Due to the populist fiscal expansion in social pglihe primary balance declined
between 2006 and 2008. Since 2009, however, thergment’s fiscal discipline did
not deteriorate further and deficits were at motelevels (especially when
compared to the “crisis-ridden” member states efEaropean Union). One reason
behind this fiscal stabilization was the 2008 ficiahcrisis, which renewed worries
about macroeconomic stability and thus reinvigataterkey's “fisco-financial
stability paradigm” (Oni & Guven, 2011, p. 598).

Despite the AKP’s general fiscal discipline, it thaexpanded public spending
in some policy areas. One of them, public healtreexliture, is of particular interest,
as | want to argue that in 2009 the general neeldudget cuts coincided with the
more particular attempt of the government to makiaip health spending
sustainable, that is, to reduce its rate of groWtk.recall from the previous chapter,
that the Health Transformation Program had beeardipg public health insurance
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to reach near-universal coverage, while increalsergefits for most of the insured.
As a result, nominal public health expenditure ntben tripled between 2002 and
2008 (Table 2). The largest and ever-increasingesbiathese health expenditures
was managed by the country’s single-payer soc@lrgtg fund, the SGK. Besides
health, the SGK is also responsible for pensiomyggs. In principle, it runs a
premium-financed system, but since its inceptianSIEK always received transfers
from the general budget to cover its revenue defleble 7 displays the evolution of

this deficit.

Table 7. SGK Expenditures and Revenues, 2002-2012

2002 2003 2004 2005 2006 2007 2008 2009 202011 2012

Expenditures (bn TL) 28 41 51 60 72 82 93 107 12241 1 -
Annual Growth (%) 57 48 22 18 20 14 14 15 14 15
Revenues (bn TL) 20 28 35 41 54 57 67 78 95 124
Annual Growth (%) 50 39 24 19 31 6 18 16 22 31
Deficit (bn TL) 8 13 16 19 18 25 26 29 27 16
Deficit (%) 28 32 31 31 25 31 28 27 22 12

Sources: SGK (2012), author's calculation.

After 2002, the nominal budget transfer to the S&dKtinuously rose and peaked at
29 billion TL in 2009. Because of this, a debaigareing the “sustainability” of
social security ensued among policy-makers. Eveagh pensions accounted for a
larger share of the SGK’s expenditures than heath, discussions regarding the
sustainability of social security financing oftectfised on health expenditure
(Harriyet, 07.08.2009). It is not surprising then, that pplroposals how “savings
in health” §aglikta tasarruj could be realized are just as old as the “transédion

in health” program itself. Let me consider one egbathat is instructive about the
difficulties to implement “savings in health.” 11©@6, under pressure of the IMF
stand-by agreement, the AKP government made ampittti® cut health care
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expenditure by 1.4 billion TLHurriyet, 05.06.2006). On 1 July 2006, the Ministry
of Finance passed a communiqué that introducedahtoversial “package pricing”
(vaka baina ddemgfor outpatients (MoF, 2006). Public and privagalth care
institutions were to be paid fixed prices for patigeatment. The policy was
eventually repealed by Turkey’s higher administ&atourt Danistay) in October
2006 Hurriyet, 18.11.2006).

What is interesting in this regard is what the Agd¥ernment dichot do in
2006 to contain health care expenditure. The IMdFédlicitly proposed to reduce
public pharmaceutical expenditure by implementingter price controls,
specifically by expanding the pool of referencertoes by adding some new
member states of the European Union (Hurriyet, ®2@06). This would have likely
reduced drug prices and hence the drug bill okthte. But the Turkish government
did not implement this proposal. This suggests itha2006, pharmaceutical price
controls had not yet come into the explicit foctithe AKP government as a tool to
achieve “savings in health.” But this also sugg#ss in this period the IMF was
more interested in the budgetary discipline otlisnt Turkey, than in supporting
private interests of the pharmaceutical industry.

“Savings in health” again came onto the governnseagenda in 2009 (never
having disappeared entirely, of course). The AKPegoment began negotiating
with the IMF in December 2008, but a new stand-gmeament never materialized,
as negations were eventually called off in March@®Qnstead, Turkey had “used the
process as a quasi-anchor to steer market sentifamit & Burak, 2011, p. 589).

In the second half of 2009, Turkey was draftingisdium-term financial program
for 2010-2012. And since the government was séifjatiating a stand-by agreement

at that time, the budget draft effectively needetlé approved by the IMF. By that
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time it had become relatively obvious that Turkeaswegotiating with the IMF for
the “psychological effect” on investors more thanthe credit line itself. But this
did not change the fact that the 2010-2012 budgetled to be IMF-conform and
therefore had to implement structural reforms asda result, savings in public
health expenditure. As a matter of fact, the thea+ypudget did eventually gain the
approval of the IMFHKUrriyet, 18.09.2009).

It was in this environment of multi-layered poldlaconcern about fiscal
stability and public health expenditure, when sgsipharmaceutical cost
containment came onto the agenda of Turkey’'s ecanpaticy-makers. When
health in general had already been identified paliay area that needed to generate
savings, pharmaceutical cost attracted particutan@on. In 2009 the state’s total
pharmaceutical expenditure peaked at 16 billiondp.from 13 billion TL in 2008.
This annual increase of 24% was by far the higimesiix years (Table 2). It was also
reported to regulators that drug expenditure irkéymhad been growing faster than
in any OECD countryNledimagazin14.09.2009).

This development became foreseeable by mid-200&dose that it was at
this complex political-economic conjuncture, wheurblic pharmaceutical
expenditure was politically chosen as one of thdraébudget items through which
the “savings in health” were to be realized. It wakte July 2009 when it was first
reported that Deputy Prime Minister Ali Babacan \wksning to introduce an upper
spending-limit not only for hospital expenditurbsf also for the state’s total
pharmaceutical expenditurin@nstrend.com31.07.2009). From this first
conception of the policy idea, things proceedealkjviand apparently without much
consultation with the pharmaceutical sector. Ia latigust, the Minister of Finance

MehmetSimsek announced that separate “global budgets” woalmhtooduced for
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private, state and university hospitals, as wefbasotal (outpatient) public
pharmaceutical expenditurdifrriyet, 31.08.20095°

In mid-September 2009 then, the global pharma hudge announced as part
of the 2010-2012 Medium-Term Financial Program (tMF budget” discussed
above). Turkey’s Minister of Labor and Social Ségyudmer Dinger announced that
3 billion TL of savings should be realized in paldiealth expenditure in 2010, 1.5
billion TL or half of which would be in pharmacecdi expenditure alonéd(rriyet,
16.09.2009b). At that point, the specific sizetd pharma budget over the next
three years was not yet announced, but appardrelgdy agreed upon internally.
The question is why Turkey’s economic policy-makegtese pharmaceuticals to
carry such a disproportionately high share of thal tcost containment in health.
After all, what the budget suggested was a 9%rcpublic pharmaceutical
expenditure.

Reasons behind this targeting of pharmaceuticatredifure were the facts that
pharmaceutical expenditure made up a very sigmifipart of total health
expenditure and that, in 2009, it was growing atueh higher rate (24%) than the
total public health expenditure (14%), which wasabgeolute exception over the
entire 2002-2012 period (Table 2). Economic pohagkers perceived savings in
pharmaceutical expenditure to be most promisings@real communication,
interview 21). One can conclude then that stri@rpraceutical cost containment
arose as a serious policy proposal in Turkey aha tvhen substantial health budget

cuts had to be made somewhere and drug spending dsesize and perceived

% The pharmaceutical consumption of hospital pagiénipatients) is not included in the
state’s pharmaceutical expenditure (and hencelihenfa Budget), but is considered as treatment
cost.
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elasticity presented itself as the best solutidetire to other items in the health are

budget.

Health Policy Populism

Let me now turn to the political process throughchtthe AKP government decided
that it was the producers (and, to a lesser detirealistributors) of pharmaceuticals
that were to carry the lion’s share of the costamment measures. In other words,
why did the government decide to implement the edjeharma Budget
predominantly through price cuts? In answering tpisstion | use the AKP’s
characteristic “health policy populism” to explaumy alternative solutions to the
problem of pharmaceutical cost containment werechosen.

Before I return to the historical process, it mayuseful to make some
counterfactual considerations. For analytical pagsp Turkey’s shift to a strict
regime of drug price controls can be separatedtimbopolitical decisions, one to
contain public drug spending and another one teesaelthis via price cuts. The
analytical separation is useful to understand thateory, Turkey could have
contained its drug spending in a different manhad the AKP government been
more convinced by neoliberal ideology, more comsitdeof pharmaceutical
industrial interests, or less worried about pop(gdectoral) response, then the
AKP’s economic policy-makers could have containatlig drug spending by
substantially increasing (from around just 15%)pheate share in drug
expenditure. One key strategy could then have teeanvert prescriptions drugs
into not reimbursed over-the-counter drugs. Sustraegy shifts the financing of

these drugs to patients. Also, it is often preféitrg producers as public discounts do
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not apply to OTC drugs (leading to higher prices) promotion is allowed (leading
to higher sales). As a case in point, even pagnsilsuch as aspirin have
reimbursement and prescription drug status in Tyynkdile producers would
usually prefer to sell them as OTC drugs (persoaaimunication, interview 33).

But the AKP government did not choose this “neaghlfiesolution to the
problem of pharmaceutical cost containment. Insiealdlose to implement much
stricter price controls in order to achieve theigiomed cost containment without
having to reduce the public provision of pharmaicaig. | argue that this policy
choice followed a distinct political logic. The AKgdvernment used health policy in
general and pharmaceutical policy in this particakse, primarily to generate
popular support. In this process it focused omieds of its own social base, willing
and capable to ignore the loud, public dissentrofigs not belonging to its own
support coalition. Strict price controls, then, eéne populist, instead of the
neoliberal, solution to the fiscal problem of coshtainment. It should be noted that
| consider the price controls as populist primabigcause they allowed the AKP
government to continue to reimburse most privatg donsumption and to avoid
stricter cuts to non-drug health expenditure. hdbthink that the fact that low drug
prices could be popular in and of themselves wasjar reason for the policy
choice of stricter drug price controls. It was,ughb, a welcome side effect, and the
AKP government politically exploited the situatiafterwards.

In order to demonstrate how the AKP’s populist oskealth care and the
introduction of stricter price controls were rethteve need to zoom in and examine
the policy debate in September 2009. The firstipybbposals regarding the
implementation of the envisioned pharma budget weade by Turkey’s top

economic policy-makers at the time, Deputy Primaister Ali Babacan and
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Minister of Finance Mehmetimsek?’ These initial proposals focused on increasing
generic substitution, promoting “rational drug u¢gabah 03.09.2009), and —
importantly — increasing private out-of-pocket payts for pharmaceuticals
(ntvmsnbg04.09.2009). At the same time cost containmeraismes for other areas
of health expenditure were discussed, equally wirglthe option of higher private
out-of-pocket payments. It seemed likely that tbeegnment then planned to
implement savings in pharmaceutical expenditureutin some mixture of price cuts
and “privatization” of cost.

At that point an intervention occurred that platieel upcoming solution to the
problem of drug spending control between the pofdiscal policy and social
policy. A conflict, whether genuine or staged, betw Prime Minister Erd@n and
his ministers of the economy became public. At bliptevent, Erdgan commented

on the proposed health budget cuts:

In the history of the Turkish Republic, never wasyauch money spent
on social security as in the current era. [...JsTikipriceless. ‘Sir, the
budget has a deficit’. You cannot foreclose th@j gannot stop this by
saying the the budget has a deficit, whatever Bécause this project is
priceless, we will do whatever it takes. From titméime | disagree on
this topic with my ministers. There are some stepseed to take,
because we are in a race and we need to sucdéidiyet, 03.09.2009;
author’s translation)

Erdozan hence publicly rejected the idea of making tutbe health care budget.
Later he was also quoted to have said that, “wenatl cut from the people’s

medicines” Hurriyet, 01.10.2009; author’s translation). A few daysrErdg@an’s

intervention,Simsek responded and claimed that Efalo had been misunderstood.

2|t is interesting to note that Babacan &misek are the technocrats of the AKP government.
Both received graduate degrees abroad in the aefdasiness and finance, and both had relatively
long careers in private business before they etheoéitics in 2001 (Babacan) and 20Ginfsek).
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The “condition” of the Prime Minister had been thia access to and the quality of

health care must not suffer, not that its cost@malt be reduced.

Our dear Prime Minister, of course, supports ourkwonder the

condition that there is no deterioration in acdedsealth services and the

quality of health services we provide. | think thessage there has been

misunderstood. Our dear Prime Minister supportwitign that frame.

You will see that we will make very serious saving$ealth care. We

are more or less finished with the health sectimrne. In recent years

public health expenditure has risen from 9 billiva to almost 38 billion

lira. This is a serious increase. With pharmacalggpenditure it is the

same. Killiyet, 07.09.2009; author’s translation)

It appears that, at a time when it was politicalhcertain how exactly the “savings in
health” would be implemented, but the increaserfape out-of-pocket payments
was at least one of the options, the AKP’s politieadership, in the person of Prime
Minister Erdgan, intervened in the until then technocratic popoocess and placed
a political constraint on the way in which cost anment in pharmaceuticals could
be achieved. If the “savings in health” were tadaized, the economic policy-
makers needed to find a way that would not redwgrilar access to
pharmaceuticals.

When Turkey’s medium-term financial program for Q€012 was announced
on 16 September 2009, it became clear where thiticpbcompromise was leading.
The 1.5 billion TL of envisioned savings in pharmaiical expenditure were to be
realized through reducing supply sector profitépilLabor and Social Security
Minister Omer Dinger announced at the presentaifdhe OVP that “nothing will
change in the way citizens receive their healtkiiser But we will negotiate with the

service, drug and device sectors from which welpase” Hurriyet, 16.09.2009b;

author’s translation). Dincer added that the prim@olicy tools will be to reduce
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manufacturer prices and implement public discoumisat followed were two and a
half months of negotiations with the three largampmaceutical industry associations,
who eventually had to accept severe price cutside@ment the global pharma
budget (more on these negotiations below).

The political process that produced strict drugggontrols can then be
summarized as follows. In 2009, in a context afdlsand financial crisis, Turkey’s
technocratic economic policy-makers were convirtbed savings in public
pharmaceutical expenditure were an important ins¢nt in stabilizing Turkey’s
economy. They seemed willing to implement thoseéngmvthrough a mixture of
policy instruments, leading to a reduction of psideut also to a reduction of public
reimbursement. Aware of the electoral importanckegith policy, the AKP’s
political leadership demanded that public reimborset could not be reduced.
Determined to realize the envisioned budget cettékchnocrats pushed through very
comprehensive price cuts (and remained just asrdeted in 2010 and 2011,
implementing even stricter price cuts).

This interpretation of the events has a couplengfications. First of all, it
seems that the concept of “controlled populismpkeb explain why pharmaceutical
policy generated price cuts. The AKP government ezasmitted to the expansion
of public health services (to the particular beneffithe poor), but also committed to
macroeconomic stability in times of recurring @isiaking a controlled populist
middle-path, it decided to maintain the level obleireimbursement and reduce the
profit margins of pharmaceutical producers. £amd Giiven (2011) argue that
controlled populism is a characteristic featuréhef AKP when comparing its
performancecrosspolicy fields. My analysis of the pharmaceuticgbenditure and

price policy suggests that the AKP may also beidensd controlled populistithin
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policy fields. Moreover, my analysis of this padi@r policy process suggests that
the controlled populism may be only an aggregateattieristic of the post-2006
AKP government. The case of pharmaceutical pripolgcy seems to suggest that a
controlled populist outcome was the result of a pmmise between the fiscal
prudence of one part of the government (motivatedidrries about the
macroeconomy) and the keen populist senses of enpdnt (motivated by worries
about upcoming elections).

Moving out of this immediate context, one shouldsider the phenomenon of
the AKP’s health policy populism in some more det&iter all, one key assumption
made in the analysis above is that EBalus intervention was driven more by
political calculation. | do not reject the ideatttize AKP government pursued its
health policy agenda — with its focus on extenginglic health services to lower
classes — at least in part out of ideological coimw. But especially after the general
elections of 2007, the main driver behind the AKIReglth policy choices appears to
be the concern to generate and maintain socialsstfig its political rule. One
characteristic of the AKP’s health policy populigthat it is almost exclusively
directed at the final consumers of health servjties is patients), and especially at
the group of new public health service users froelbwer classes that had emerged
due to the health reform and that constitutes grortant part of the AKP’s
electorate. At the same time, the AKP governmestidgen much less sensitive to
the demands of the providers of health servicespanducts, including health sector
employees such as doctors, nurses or pharmaciatsy Nealth employee
organizations officially oppose the AKP’s Healtramsformation Program (Akinci et

al., 2012). This has produced polarization amowegstakeholders in health policy.
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On the one hand, popular satisfaction with headthises has substantially increased

during the rule of the AKP, from just 40% in 20@37A6% in 2011 (Figure 7).
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Source: MoH (2012, p. 113)
Figure 7. Popular satisfaction with health servji@&92-2012.

Public satisfaction with the government’s healthiqyohas apparently paid off
substantially for the AKP at the polls. Surveyspgojister Adil Gir have suggested
that a majority of voters considers health polisyttee most successful policy area of
the AKP government. Gir also argued that healtitpblad been the most important
factor in the AKP’s second election victory in 20@7akkal, 2011 Taraf,

15.09.2008). There have been estimates that 1@mewge points of the AKP’s 47%
in 2007 could be attributed to popular supporttfer government’s health policy.
Whether this actually was the case does not maitteh for the purpose of this
study. What is important is that the AKP — whiclegdave a reputation for
meticulous popular opinion polling&bah 05.01.2012) — perceives its health policy
performance as important for its political succasd has embraced health policy as

one of its key political projects. This seemed ¢celspecially the case in the period
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after the 2007 election, that is, the time perio@vhich strict drug price controls
were introduced.

As with regard to the more specific popular prefiees for pharmaceutical
policy, no systematic evidence is available. Bsegms plausible that
pharmaceutical policy as a large element of hgadtity followed a similar
dynamic. In addition, anecdotal evidence suppbksassumption. During the 2011
election campaign, the AKP presented its varioehi®vements” in a series of
elections posters, several of them related to Ihegallicy. One of them displayed a
woman next to the statement “I buy my pharmacelstitam the pharmacy | want,
and, on top of that, for 80% cheaper.” The reghefposter shows Prime Minister
Erdogan and the following statements: “We realized réqwice cuts for
pharmaceuticals. It was a dream, it became redlKyParty. Yes” (Figure 8;

author’s translation).

LAC

hayaldi, gercek oldu!

Source: AKP (2011)
Figure 8. AKP election poster, 2011.
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My interviews supported the interpretation that #%’s primary motivation to not
increase private financing, but to cut producecgsj was a populist political
calculation. The pharmaceutical industry itself waavinced that it had contributed
to the AKP’s electoral success. Nezih Barut, CE® jamt owner of Turkey’s
largest pharmaceutical producer Alboliahim, said he had told Turkey’s Minister of

Health:

My dear Minister, research has shown that 10 pémeyour party’s

votes come from health care. A large share int@ipercent belongs to

the pharmaceutical producers. The fact that westdtgroviding

medicines at these low prices, making a large fsaerhas increased

your votes. Bugiin 25.12.2012; author’s translation)
In conjunction this evidence supports the argurtigttErdgan’s intervention in the
2009 policy debate over “savings in health” wasiwadéd by his understanding of
the electoral importance of health policy for hiszgrnment. Any solution to the cost
containment problem that would have substanti@tricted the lower classes’
access to health services and pharmaceuticalat(@rrtheir perception thereof)
could have risked the AKP’s electoral performanoe political rule in the future. It
was hence the government’s health populism thatepted a looming neoliberal
solution of containing public pharmaceutical expgame by increasing private
financing. The only option left then to the econompolicy-makers was to contain
pharmaceutical and therefore health care experdityisharply reducing the price
the state pays producers and distributors whenb@ising the population’s private
drug consumption.

In summary, the material in the previous two sergtibas demonstrated how,

in the context of economic crisis, the combinatdiwo distinct characteristics of
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the AKP government, namely its fiscal disciplinelais populist use of health

policy, has produced the policy idea of strictargdprice controls. This production
was accidental in the sense that the tough regulati pharmaceutical prices and
profits was not a characteristic demand of the AgdRernment before 2009. But
once produced, the government had the politicdltailmplement the price controls.
However, political will is hardly ever enough toplement a policy idea. There were
two important political factors that allowed the RKovernment to implement and

maintain its policy of strict drug price controls.

Implementing Price Cuts

Let us now examine how the price cuts were implageepolitically. First, details of
the global budget for public pharmaceutical expemdiwere announced during a
press conference given by Ali Babacan, Omer Dirgyed, State Minister Cevdet
Yilmaz on 15 September 2009, which presented thdilvie Term Financial
Program 2010-2012, the “IMF budget” discussed alfbNeriyet, 16.09.2009a). At
this press conference, Minister of Labor and Sdgedurity Dingcer announced that
public discounts would be increased and the reterésctor that determines the
legally allowed maximum price would be substanyidkcreasedHurriyet,
16.09.2009b). Just three days later the detatlseohew and stringent price
regulations were published in the state’s offigatette Resmi Gazetel8.09.2009).
By a decision of the Council of Ministers that Heebn taken on 10 September 2009,
the reference factor for generic drugs was reddroed 80% to 60%, and the
reference factor for original drugs with generitga( is, most off-patent originals)

was reduced from 100% to 60%. While the refereacef of on-patent originals
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remained at 100%, the mandatory discount that meduneed to grant to the SGK
was increased from 11% to 24% (Table 5). Thesegdwmwere to go into effect after
45 days, on 2 November 2009.

These changes were not negotiated with the pharmeakindustry. Instead
the sector was presented with a fait accompli.e&Buhe new regulations were to
directly reduce the revenues of both producersdistdbutors, both groups began to
protest the measures and to demand their parpabtdirriyet, 17.09.2009;
19.09.2009). Pharmacists and warehouses were @byigaing to be affected by a
reduction of producer prices, as their sales pracesietermined by fixed mark-ups.
Moreover, as pharmacists keep large amounts ofamedi in stock, they opposed to
having to cover “stock damagest@k zararlar) created by reduced sales prices
after having filled their stocks at the old, higipeoducer prices. While a separate
analysis of the relations between the governmemipliarmacists is beyond the
scope of this thesis, it can be said that the phaishassociations resisted more and
arguably more successfully than producers.

Only after the government had passed the pricesdecdid it begin to
negotiate with the three industry associatiotS IEIS, and TSD to mutually
agree on a set of implementation measures. Witkddlye to the implementation
counting down, the Ministry Health and industrynegentatives met very frequently,
but could not reach an agreement. As a result, ovember 2009, the Ministry of
Health announced that the changes were to nowtgeffect on 4 December 2009.
At some point, the influential EKK joined the neig¢ibns Eczacinin Sesi
06.02.2013Hdurriyet, 01.10.2009). While the pharmacists were prepaintassive
strike for the day when the price decree was toecomo effect, the pharmaceutical

industry eventually gave in to the demands of thegnment. The Turkish
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Pharmacists Association harshly criticized the ptaareutical industry for having
remained “apathetic'duyarsiz regarding the price cuts of the government
(Hurriyet, 04.12.2009).

On 1 December 2009 the three producer associaigned a protocol that
accepted the strict global budget, while havinghgdisome miniscule concessions
on price controls. The government agreed to r&isedference factor for generics
and originals with generics from 60% to 66% andetduce the public discount for
originals from 24% to 23%. The protocol also corezbthat additional price cuts
would be implemented, if the original cuts do naffise to stay within the three-year
global budget. An industry representative | spakthbught that the signing of the
protocol had been the industry’s “biggest mistakes,’it legitimized future price cuts
(personal communication, interview 25). Howevesgpgpears that the producers
thought that they did not have much choice, comsigehat otherwise even stricter
price cuts would have come into force. In a receport to the American
government (known as the “Special 301 Submissidh® influential American
lobby group PhRMA paid special attention to thescgawhy the industry agreed to

sign the protocol:

The 2010 Government pharmaceutical budget wag 4€Xgercent less
than actual Government spending in 2009, but allimvg percent
growth per annum for 2011 and 2012. In the evedttttiese caps are
exceeded, additional price cuts are anticipateddas an unofficial
protocol to which the industry agreed under thedhof more severe
price cuts and measures. (PhRMA, 2013, p. 24)

Despite the 2009 price cuts, public pharmaceuégpkenditure in 2010 did not

decrease as much as the global budget had pretcAiba result public discounts

were increased for both original and generic diog3ctober 2010H(rriyet,
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22.10.2010). These price cuts, too, were “ratifig’the industry with another
protocol (AIFD, IEIS, & TISD, 2010). When the global budget was again
overshooting in 2011, the government introducedraraound of tough price cuts
in early November 2011. However, this time the stdpassociations did not agree
to sign a “voluntary” protocol, but instead revdltegainst the new price cuts.
Industry representatives were repeating their naahtt “the knife has reached
bone”; further price cuts could lead companiesutib girugs out of the market. This
time some producers simply refused to adapt theadslitional public discounts.
These drugs were mostly original and essentialudiicg cancer and diabetes drugs.
Ignoring the new price cut, firms like Pfizer anddRe continued to sell their
medicines to the pharmacies, but the SGK would ozilmburse on the basis of the
new 41% public discount. The difference had to &ie put-of-pocket by patients at
that time, and many of these drugs experiencedadmwin those weekZé&man
11.12.2011).

After a few weeks, the AKP government gave in ardoved the additional
public discounts for critical 365 drugdifrriyet, 18.12.2011). In addition, value-
added tax on pharmaceutical raw materials was estifrom 18% to 8%, which had
been a long-standing demanded of local produttiigifet, 16.12.2011). Despite
this, the 2011 price cute was considered to havgemeric producers particularly
hard. At that time, the winner seemed to be thdimatlonal companies that used
their monopoly command over patent-protected alititugs to gain concessions
from the government. However, price regulations mw@ytinue more subtly, and the
victory of the multinationals in December 2011 ntayn out to have been pyrrhic.
Apparently, the companies that resisted adoptiegtiditional public discounts were

threatened at the time that a “black list” wouldke@t of those who resisted the new
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discount levels, and their new (non-essential) sim@y be excluded from the
positive list for reimbursement. There is evidetiwd the government has been
making good on this promise (personal communicatigerview 33).

Many of the sector insiders | interviewed thougtattthe price cuts of 2011 are
likely to mark a temporary end of the tighteningukations (personal
communication, interview 1). And despite the cosaass that multinational
producers were able to gain from the governmebteoember 2011, public
pharmaceutical expenditure did significantly deseeim 2012. Recently, in March
2013, the government relaxed public discounts feap products slightly (SGK,
2013). The 4% public discount on products che#par 3.55 TL (which had been
introduced in 2005) was removed entirely, and iseadint for a low-price subgroup
of 20-year products was slightly reduced. This meagvas taken to pay back the
surplus that the 2010-2012 global budget had eadigitproduced (some 800 million
TL). However, no further steps were taken towatdxiag the price controls. As of
today, the AKP government appears determined tp keplace beyond 2012 the
pharmaceutical price regulations that were a disppnoduct of the “crisis economy.”
All'in all, while the further tightening of pricend profit regulations may have come
to and end after the November 2011 price cuts2@@®-2012 global budget has
without doubt seriously impaired the profitabilafthe pharmaceutical industry in
Turkey and has placed drug prices under publicrobtitat was unknown before
September 2009.

When considering the effective implementation & sppending limit and the
price cuts, one needs acknowledge the high dedreecutive control and in
particular the role of the EKK and the Prime MinystMany of my interviewees

pointed out the central and assertive role of AdbBcan in the process (personal
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communication, interviews 2; 35; 36). Prime Minidkedasan, on the other hand,
does not appear to be involved closely with theotiatjon of global budgets and
implementation of price cuts. While reimbursemestisions were formally taken by
the SGK (MoLSS) and pricing decisions by iE&M (MoH), de facto control over
these, at least since 2009, has been exerted ligkiKeWhile the ministries may
well have a higher degree of bureaucratic autonionogher areas (e.g. licensing),
the decision over budget, reimbursement and puteappears firmly centralized in
the EKK under the leadership of Ali Babacan.

The EKK and Babacan appeared to be relatively amaus from the interests
of the pharmaceutical industry. For example, ts®aiation of multinational
producers (AFD) had prepared a comprehensive strategy repottiéodevelopment
of the Turkish pharmaceutical industry. One keycfion of the report was to
convince the government to relax pharmaceuticakpaind reimbursement
regulations (personal communication, interview 38hile the AFD could present
the report to the SGK, the association was sorfable to get an appointment with
the EKK. Especially when comparing this with th@2@pisode, where a delegation
of Pfizer was able to meet with Turkey’s top-legebnomic regulators on short
notice, pharmaceutical producers appear now to bansiderably less access to the
regulators in charge of drug price controls. In stire EKK was important in
effectively implementing the planned drug pricetcols, because it located the
authority over global budgeting and pharmaceufpcigle regulation directly with the
Prime Ministry. Moreover, the EKK appeared to remalatively autonomous, at
least from multinational drug producers.

Besides this high degree of centralized and assertintrol over the price cuts,

the successful regulation of drug prices in 200928lso was aided by the existence
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of an effective regulatory framework. This framewaas described in the second
chapter of this thesis, had been fundamentallymego in the 2004-2008 period.
Both of its main components — external referenagng and public reimbursement
— were powerful mechanisms in the governance dj grices, as they allowed to
politically reduce prices in an effective and d#fitt mannef® In this sense, this
regulatory framework may also be understood a®eaidstechnology.” This point
becomes clearer when comparing the new regulatamygwork with Turkey’s
previous cost-plus pricing system. Such a systekemd very hard to control drug
prices against the will of producers, as it is thdno report their input costs and
regulators have little opportunity for control. $tgystem was never fully applied in
Turkey, but one of the reasons it was eventuafaceed was its large administrative
complexity that could not be burdened by the smial regulatory agencyEGM).
The introduction of external reference pricing 802 made systematic price
regulation easier. The maximum prices for largeugsoof drug products could since
be changed by a simple adjustment of the referfamter. In 2009, as a case in
point, the reference factor for all generic andpatent original drugs was reduced
from respectively 80% and 100% to 66% (after tharRla Budget Protocol). Price
controls in such a framework can hence be introdiueech less incrementally.
Moreover, the highly effective fixing of the exclygnrate, which | examined in the
previous section, also functioned through the esfee pricing system. And, again,
the decreasing drug prices in Greece and Spaiardydtransmit to Turkey thanks to
external reference pricing. Despite the governnsaute of external referencing to
decrease prices since 2009, it should be emphatsiaethere is no necessary link

between external reference pricing and the stréstioé price controls. In fact, before

% As the reform of the regulatory framework has beeescribed in detail in Chapter 2, no
references are provided in this section.
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the interests of the AKP government in drug prigleifted in 2009, Turkey’s external
reference pricing system was criticized for beimg lbose as it set prices according
to much wealthier European Union member countfg&ddal & Semin, 2008, p.
388).

The centralized mechanism of public reimbursemettie second element of
the regulatory framework that helped the AKP gowegnt to control prices.
Interestingly, when the Public Pharmaceutical PasehProtocol was signed in
December 2004, it was considered to have reduaestdite’s capability to buy
pharmaceuticals inexpensively. Indeed, the SSKipusly was able to purchase at
prices lower than other social security funds, heeay reimbursing its insurance
members only in affiliated pharmacies it createdaaket fragment that producers
could only reach by selling directly to the SSKallngh tenders and price
negotiations. When the pharmacy market was libmzdlin 2004, the state lost this
instrument of using a special distribution chartnehcrease its monopsonistic
power. Since 2005 only hospital pharmacies can makeof tenders, and they do
seem to be able to purchase below market prisholild be added that the abolition
of the SSK pharmacy system is an instance wherakli8s pro-business, pro-
privatization reforms harmonized well with its higbolicy populism, as the system
was unpopular among the insured (Figure 8).

In spite of the loss of the SSK pharmacy system 2004-2008 reforms of
public reimbursement seem to have also strengthiyeeability of the government
to control prices. The Public Pharmaceutical PuseHlarotocol unified public
reimbursement rules, and at the same time the sapémbursement was extended
to millions of Green Card holders. If one also t&ak#o account the move to general

health insurance since 2006, these reforms haatect®ne monolithic public
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reimbursement mechanism that covers almost theegrpulation. Through this
mechanism the SGK and economic policy-makers dasiezftly change
reimbursement rules for virtually the entire prgstioon drug market. This stands in
contrast to much more fragmented systems of publcbursement, as for instance
in the United States, Germany or Turkey prior t6£0

To be clear, | consider the prior reform of theulagpry framework as less
important than those examined below. Even witrsa &iitable framework, the AKP
government could probably have come up with a satlédhoc measures to control
prices to similar effect. External reference prgcand centralized reimbursement
may not have made the drug price controls of 2022 ossible, but certainly

easier.

Countervailing Policy Goals

So far, this chapter has examined how, in the ebmiethe global financial crisis,
the AKP government began to regulate pharmaceuytrcags more strictly. The
analysis focused on how the need to contain risegjth expenditure in conjunction
with an evaluation of the likely political conseaques of the available
implementation measures, led the government totategpolicy goal of low drug
prices. This analysis remains incomplete as anaggpion, since most democratic
states with public health care systems, espearaliynes of fiscal crisis, would
identify the reduction of drug prices as a polioalg While the AKP’s decision to let
producers instead of patients pay the bill of preareutical cost containment has

been especially resolute due to the AKP’s particusz of public health policy to
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connect with its electorate, it alone does not &xplvhy low drug prices have
become such dominantpolicy goal.

| want to argue in this section that the AKP goveent’s choice of very strict
drug price controls and its subsequent abilityniplement it, were importantly
facilitated by the relative absence of countermgilpolicy objectives, which if
present could have prevented or significantly difupharmaceutical price regulation.
The assumption here is that all health care stiied some point consider policies to
control drug prices. What varies across caseisdncern of politicians for other
policy goals that seem to require less strict adrtf drug prices. | identify four such
countervailing policy goals that may prevent theliementation or even the proposal
of strict drug price controls: Future medical inatien, availability of existing
medicines, local production, and catering to speciarest groups. Since producers
tend to actively support the adoption of theseqyadjoals in order to avoid stricter
regulations, this issue also relates to questibtiseoconstructedness of policy ideas
and (who constructs?) to the autonomy of the gowent when considering
competing policy goals. However, | believe thatreifespecial interest groups
partake in constructing policy goals, they ard baked on some objective interests
(of the government).

In the following | will examine how the AKP’s paltal leadership stood with
regard to these four policy goals in 2009-2012. itlea, of course, is that none of
them were of consequential importance. First, &pgoal which is especially in
advanced economies often enlisted to justify higlggrices is the innovation of
new medicines in the future. The argument is that private market economy,
producers need sufficient capital and financiaéirtore to engage in costly research

and development. Innovative new drugs, in turn, ld@uprove public health. While
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the argument is sound and often employed by origir@mpanies, future
innovation for medical purposes does not seem @ dcmnsequential policy goal in
developmental contexts. If anything, the goal ofiical innovation usually occurs
concomitant with the goal of being the economy Wldevelops, produces and
exports this innovation (see the preamble of thesdBrPPRS cited in the
introduction). In fact, the Turkish government dety recently adopt the goal of
developing a “national medicinein(lli ila¢), but the motivation behind appeared
primarily economic-industrial.

Second, the availability of medicines in the maked avoiding shortages
seems to be a much more influential policy goalitate the objective of low drug
prices. Whether politicians are concerned withaifeealth effects or worry about
public opposition, they may oppose stricter regatain order to avoid problems
with availability. The concern is justified. Pharceatical producers frequently
decide to launch a product later, to pull it outafto never introduce it to a national
market if they consider the allowed price and hegrodit margin as too low. In fact,
multinational pharmaceutical companies often definee floors for their products.
National representations are instructed to takedyrt off the market if its price,
due to regulations, falls below the price floori@&tprice controls can also lead to
drug shortages in the off-patent market, as ordgnall number of companies may
decide to produce at a given low price level. Asr¢his such a positive relationship,
it seems reasonable for national governments toegoiiate prices “too much” if
they want to avoid problems with availability.

The issue of availability of medicines has beeryvelevant in the Turkish
case. Due to the relatively low profitability ofetfurkish market, multinationals

launch their new products either late or neverurk&€y. Much more controversial,
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however, has been that some drugs which doctorpainehts had already been
using were pulled from of the market by producerfam the reimbursement list by
the government. Both created serious availabtisyies for patients, as they either
could not find the medicines in pharmacies or twagay for them out-of-pocket. The
latter was the case in November and December 2@idn some multinational
producers were refusing to apply additional dis¢etm their prices. This created a
“medicines crisis” that received wide media coverdgventually, the SGK official

Murat Kargen announced that

As a result of the new prices, some companies egpdi us for

withdrawal of drugs from the market. It was unadabfe for us that

these [medicines] are not on the market. Otherauggatients could be

the victims. Because of this, we removed the putiBcount last

implemented. Kltrriyet, 19.12.2011; author’s translation)

It was this crisis of medicines availability thatlted the AKP government’s attempts
to implement ever new additional price cuts. Itresgnts a prioritization of the

policy goal of availability at expense of the pglgoal of cost containment, with the
implication that the government’s (auxiliary) gealof reducing drug prices was also
revised at this point.

However, December 2011, when several multinatipnadiucers were
consciously creating availability problems in ortieprotest and resist new price
cuts, appears to be an, albeit important, excep8orce the beginning of the strict
price controls in 2009, there have been problenavaiiability and shortage with

many drugsHKurriyet, 07.10.2012). The media very frequently reporeséh

problems and usually discusses explicitly how theyrelated to the pricing and
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reimbursement regulations implemented by the gawem. Yet, the government has
in principle not diluted its policy of strict drygice controls.

One important reason for this may be that espgqmalbrer patients that are the
AKP’s social clientele do not blame the governnfenthese problems of
availability. During a visit to a large state hdapin Istanbul that was frequented
primarily by poor and religiously conservative patis, | talked to doctors and
patients in the oncology unit and also discussedst$ue of non-available medicines.
While the people waiting in line to see a doctdtrexwledged that there are non-
available drugs, this did not lead them to critcike price regulation policies of the
government. A pharmacist working in the same hasgold me that patients
experiencing drug shortage usually criticize tharpiacists (personal
communication, interview 30). What this suggesth& the AKP government does
not pay a high political price for the availabiliyd shortage problems incurred by
its strict price and reimbursement regulationss #iiows the policy goal of cost
containment to remain dominant. Moreover, in Turltesre are hardly any
organized patients associations that would chaheehterest in drug availability
into political demands for less strict price regala.

Recently, the Turkish Pharmacists Association (T&B) permission of the
SGK has began to alleviate some problems of aubijaby directly importing
pharmaceuticals from Europe which cannot be fourttie Turkish market. The
SGK reimburses these imported drugs, often atc pnuch higher compared to the
price granted to producers if they sell the prodadhe stateNilliyet, 07.03.2013;
Sabah 07.03.2013). This agreement between SGK and THEs some of the

regulation-induced availability problems and therefmay stabilize the
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government’s policy of strictly controlling produgerices. However, whether this
pays off in terms of overall cost containment isogen question.

The third policy goal that may countervail stricige controls and hence public
cost containment is the support of local industteelopment. In a globalized world
economy, it is today possible for national econ@tdeimport most innovation in
medical technology and even to import a large sbafimished drug products.
Indeed, while 95% of Turkey’s pharmaceutical demaad met by domestic
production in the early 1980s, this shared haéfaib 50% by 2008 (Semin &
Guldal, 2008, p. 389EIS, 2013). Albeit possible, many developing statag m
prefer to increase the level of local productiand @erhaps even development, of
pharmaceuticals. While the issue of supply secisisometimes invoked to justify
the need for domestic production, the primary redle for the policy goal of
increasing local pharmaceutical production is oeaonomic-developmental nature.

The pharmaceutical industry (including biotechnglog particularly
attractive, as it is considered a high-value settat can generate wealth and high-
quality employment. Countries like South Korea,Wia and Singapore have in
recent years increased public investments to ftirgelevelopment of innovative
domestic biotechnology firms “to gain first-movelvantages in a cutting-edge,
science-based industry” (Wong, 2011, p. 1). In toldj Taiwan and Korea have
sizeable generic industries manufacturing for thestic market. India, on the other
hand, has developed a large industry that producesrily generic drug products
and active pharmaceutical ingredients for the doimesarket and for export
(Wadhwa et al., 2008). What the two strategies mae@mmon is that they seek to
move up to higher levels of the global value chaipharmaceutical and

biotechnology production.
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Whatever success these strategies yielded, ingtiltarrangements played an
important role, but pricing regulations were bymeans irrelevant. If national
regulators (in the context of a market economy)M@amcrease investments in
domestic production, they need to ensure that timestments generate a certain
amount of profit. If price regulation becomes s#icthen foreign direct and
domestic investments become, other things beinglelpss likely. This leaves
public health care system inevitable with an indakpolicy part to play. If a
national economy seeks to increase domestic phautieal production, then the
ministries of health and social security cannoigtepricing and reimbursement
regulations with the sole aim of reducing prices.

For Turkey’'s AKP government, the policy goal ofrieasing local production
has gained importance in recent years, but it dicchallenge the logic of extant
pricing and reimbursement regulations. Historicgdexgience may have taught
regulators that loose price regulations alone dattoact investments in local
production. For many years, before 2009, profitgbih the sector was much higher,
but local production was declining in relativelyrtes. One should specify here what
local production means, as it is internally divelsencludes some “classical’
domestically-owned companies that locally produeesgic versions of off-patent
drugs. But it also includes local producers thaage in in-licensing and toll-
manufacturing, and hence locally produce the pateat generic drugs or foreign
companies, foreign multinational companies thatipoe locally themselves, and
local producers that have been bought up and besabsdiaries of foreign
multinationals. In 2008, these four groups accadifive a combined 50% of the 11.9

billion TL market for prescription drug$giS, 2013). It is unlikely that local capital
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(the first two groups) accounted for more than béthis, that is, 25% of the total
market.

Many local producers were bought in the years lecfioe shift to strict price
controls. Attracted by the “pharmerging futuretbé Turkish market (Hill & Chui,
2009) pharmaceutical multinationals and capitaéstars acquired Biofarma and
Deva in 2006, Eczacibain 2007 and Mustafa Nevzat in 20Mgdimagazin
22.10.2012; PricewaterhouseCoopers, 2009). Ardhim and Bilimilag remain the
last two large and locally-owned (“classical”) coanpes, with a combined market
value share of 11.4% in 2010 (IMS, 2011). But hiaeen quite successfully over
recent years. Abdbrahim, owned by the Turkish dollar billionaire NeBarut, has
been the Turkish market leader for several yeargately owned and apparently
profitable, both Abdibrahim and Bilimilag have resisted foreign takeover.

When multinational pharmaceutical companies inwre3urkey by buying up
local producers, then this itself does not incréasal production, but only diverts
pharmaceutical revenues and profits. In fact, sled¢@reen-field investments appear
to have been relatively low in Turkey, when compaséth other “pharmerging”
markets (personal communication, interview 36). £dering the historical record of
allowing pharmaceutical producers to make largditgsroncreasing local production
may not have functioned as a countervailing pajjogl for the AKP government,
precisely because it understood that allowing fghér prices will not achieve that
goal.

Despite the dominance of cost containment in thieimgeof pricing and
reimbursement regulations, the AKP government hasdent years become more
concerned with increasing local production. Thengjgeappears to have been

primarily motivated by Turkey’s high current accodeficit, which was 6.4% of
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GDP in 2010, and 9.9% of GDP in 2011 (BUMKO, 2014.the pharmaceutical
sector’s trade deficit (3.9 billion USD in 20101 4illion USD in 211) significantly
contributed to the “current account crisis”, it veaon targeted to contribute to the
alleviation of the problem. In 2011 the governmeegan to adopt the policy goal of
increasing local production and reducing importse pharmaceutical industry was
defined as “strategic” and the Ministry of Scienlkcelustry and Technology received
more responsibility. It founded a small Pharmaaalitatnd Medical Device Industry
Departmentfa¢ ve Tibbi Cihaz Sanagubes) in September 2011, which began
preparing a sectoral strategy (Cayci, 2012; S&@k?2). Parallel, the government
already took some measures. In April 2012, the 8fiyiof Economy passed an
incentive, which identified, among others, the phaceutical sector as strategic.

More attention has been attracted by the Ministij@alth’s decision in
March 2010 to not recognize foreign GMP certifisad@ymore (unless the country
of origin has signed a mutual recognition agreeneaccept Turkish GMP
certificates, which they do not in practice), whare required for licensing in
Turkey. Hence, Turkish inspectors need to visitahmad factories before a new
product receives import permission (IMS, 2011).sTlengthens the process of
licensing and has apparently increased the usalehanufacturing in Turkish
factories. It has been acknowledged by the govenhthat the purpose of the policy
is to prevent imports. In 2012, pharmaceutical ingpdeclined from 4.7 to 4.0
billion USD, while exports rose from 0.57 to 0.66ibn USD (IEIS, 2013). The
decrease in imported value may be a result of M®& Geasure, but was certainly
also affected by declining average prices.

These policy measures to support domestic produdatiaven by the

government’s macroeconomic worries over the latgeeait account deficit, can be
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interpreted as a slight shift toward pharmaceuitiwdlistrial policy. So far this did
not lead to a change of pharmaceutical pricingramdbursement regulations. This
may change in the future. The sectoral strategynient prepared by the Ministry of
Industry includes the clause that the public phaeutcal reimbursement of the
SGK should support local production. The strategguinent is currently still under
review of the EKK. If accepted, it is likely to bmoe much more consequential than
currently as a ministerial document (personal comigation, interview 36). In the
2009-2012 period, however, which is the objectralgsis in this study, the AKP
government’s industrial policy interests have netirated any dilution of strict
price controls and hence did not have any counilergaffect.

The fourth and last policy goal that may countdrstaict pharmaceutical price
regulation, and which | want to consider herehesprivileged support of business
groups close to the government. In my case, thiddvoe the “Anatolian”
bourgeoisie that is close to the AKP governmensHhort, the idea is that the policy
goal of strict cost containment and price regulatitay be countervailed if business
groups that have particularly close relations \ilig government would be
substantially harmed. A similar argument has besrigrth by Monica Prasad, who
examines the 1987 reform of the German healthomtem. She argues that the
reform aimed to regulate pharmaceutical pricesthiproposal failed, because the
Free Democratic Party, the junior partner in theseovative-liberal coalition
government, acted as the “political protector”lod pharmaceutical industry and
resisted stricter drug price controls (Prasad, 2p0&91).

Privileged treatment of particular groups of busspeople is in no way a
specific characteristic of contemporary Turkey, g can argue that in the AKP

era the pairing of the government with on spegfisup of business people, namely
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the “Anatolian” bourgeoisie, has been more pronedrand palpable than in other
contexts. Bgra and Sawkan (2012, p. 27) argue that “the political authori
continues to mobilize a series of legislative adohimistrative mechanisms for the
privileged treatment of those business people thighright political and sectarian
affiliations.” Many of these “Anatolian” businessqple have come to wealth thanks
to privileged treatment in the government’s disorery public purchase decisions,
especially the sectors of social housing and puigadth (Bgra and Sawkan, 2012,
p. 36).

In the pharmaceutical industry, however, the presari “Anatolian” business
people has been very limited in the 2009-2012 perd the time when the AKP
government shifted to strict drug price contrdie tmarket was dominated by
multinational companies. Abdibrahim and Bilimilag, the remaining large domestic
companies, can hardly be considered as part dfhatolian” bourgeoisie. While
the privileged treatment of “Anatolian” busines®ple has not functioned as a
countervailing policy goal in the period under stutthis may well change in the
future. “Anatolian” capital appears to have begwesting into local generic
production. Most prominently, the Sancak familyrided the company Pharmactive
in November 2010, built a large production plaramistanbul that will began
production in 2013, and aims to become one of Tyiskieve largest generic
manufactures within just five years. The indusepresentatives with whom | talked
expressed a lack of understanding of such largeimesgtments in a low-
profitability environment, where some domestic proels are even running deficits
(personal communication, interview 36). Whethes implies that the
pharmaceutical industry, after three rounds ofgaats, is still more profitable than

it makes the public believe, or whether “AnatoliamVestors have more trust in the
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future, government-business relations may be upridnteresting change once these

producers grow larger.

Conclusion: The Accidental Emergence of Strict Raijon

At the end of Chapter 2, | argued that going ifd02, Turkey’s upcoming shift to
strict drug price controls was hardly foreseeable Turkish political economy and
the AKP government in particular were not the migsly candidates to squeeze the
profits of private pharmaceutical business in otdespare the common population
from high out-of-pocket payments and to be ablediatinue spending public
resources on health services instead. After allag the AKP government that had
liberalized the pharmaceutical market and willingiyen up the institutional
instruments that had allowed the SSK to keep driogg low. But it happened.
Under the impact of a severe economic crisis, iterplay of several characteristics
of the AKP’s political leadership and its constitag produced a set of
pharmaceutical price regulations more effective mode anti-business than in many
other countries whose public health care systeme wader similar strain. In it is
this sense, that the policy regime change was actad(or contingent).

In order to explain why Turkey shifted to a polr®gime of strict drug price
controls in 2009-2012, this chapter answered twestjons. First, why did the
Turkish government decide that it wanted to reduases? The Turkish health care
system has for long reimbursed the lion’s shaneriefite drug consumption, which
is why pharmaceutical cost containment has beengdtanding policy problem.
This problem was aggravated under the pressureesept a budget that would

please the IMF, a pressure to which the fiscakgiglined AKP was ready to
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submit. Reducing excessive public health care Spgndas one of the “structural
reform” requirements of the fund, so policy-makieegian looking for a health
budget item from which several billion could besslad. Drug spending appeared as
the most viable. Aware though of the crucial impode of popular health policy for
its political success, the AKP’s political leadepsbonstrained economic regulators
as to slash health cost at low political cost. Urntle dual pressure to uphold fiscal
discipline and health policy populism, the EKK céas drive down drug prices by
tightening pricing and reimbursement rules. Almm&trnight, the AKP became
committed to strict price controls and new poliegime arose. On the other side,
pharmaceutical producers now cynically admit thaytbecame the “ATM of the
government” (personal communication, interview 32).

As for the second question this chapter answerbg,was the Turkish
government subsequently able to effectively implenits new political commitment
to low drug prices? A new regulatory framework gased the compliance of the
private sector, and a high degree of centralizetatkve authority allowed for
effective political-technical implementation. Anpartant condition for sustained
implementation, though, was that the governmerdlgipal commitment itself was
not compromised. Crucially, it did not adopt polgyals that could have
countervailed the “cost containment via strict praontrols” strategy by requiring a
higher level of prices. By and large, the AKP’sulagion of pricing and
reimbursement remained relatively unaffected bydisre to support medical
innovation, to avoid drug availability problems,dimpport domestic industrial
development, or to allow wealth creation by speaify favored businesspeople.
While these competing policy goals, that is, theoad absence, explain why the

implementation of drug price controls has beenringple so effective, they also
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explain at what point it ceased to be effective eéWthe third round of price cuts in
late 2011 generated serious problems with the awéitly of medicines, in particular
of on-patent drugs that were perceived as esseamithhad no alternative, the
government needed to halt its attempts to furtbeéuce prices, especially of the still

expensive and imported proprietary drugs.
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CHAPTER 4

CONCLUSION

This thesis set out to study how national politeabnomies regulate pharmaceutical
prices within the constraints of the global regioféntellectual property rights. The
case study of Turkey demonstrated that substardtadnal policy space to reduce
the average price of drugs exists even when patehtlata exclusivity rules are not
seriously challenged. Since 2009, Turkey has useg tpolicy instruments to reduce
drug prices, namely legal price ceilings, publicneursement rules, and (more ad
hoc) exchange rate fixing for determining pricdings. These policy instruments
helped to reverse a historical trend of increasiverage prices; the average price of
prescription drugs fell by 17% from 2009 to 2012.

Turkey’s shift to more stringent drug price consrbbd many context-specific
reasons, the analysis of which is at the coreisfdtudy. It is possible, however, to
draw from this case some more general conclusibmsregulation of drug prices
seems to gain political relevance to the degretfitba pricing strains public budgets
and harms access to medicines that are rendesatias rights rather than consumer
choice. The reduction of drug prices by politiggkrvention is instrumental to the
more immediate goals of public health care systémisnprove access, and to
reduce cost. The political economy of pharmacelpidaes then becomes an issue
of welfare state politics, just as it is an iss@iprovate business regulation. One key
reason why drug price regulation turned againsiness interests in Turkey is that

health policy was electorally so consequentialas thought to be so). Put simply,
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health policy and politics mattered. In this sefagkey’s shift to strict price
controls was also a result of democratic politics.

This study focused on the sources of the policywgkaat the expense of its
consequences. It became clear, though, that napaca regulation in the era of
globally enforced intellectual property rights casra serious cost. The late launch
of new medicines and drug shortages are an unsiumproutcome of price controls
when intellectual property rights prevent the maek@ry of competing products.
Price controls in Turkey were effective, among othegs, because politicians
proved to be relatively insensitive to problemswdtug shortage and unavailability.
On the other hand, the time when these unintendesecjuences became too severe
marked the point when the “tightening of the reinsis halted. The economic
consequences of drug price controls therefore Haddback effect on their social
and political sources. Whether a national regimegbitening pharmaceutical price
regulation proves stable then depends on the respafrdrug producers to reduced
profit margins, the response of society to thelteguhealth care consequences, and
eventually the response of the polity to sociatwates. This multi-level feedback is
contingent on the social-political formation of arficular national context.

In the introduction, the issue of drug price colstias situated between the
competing goals of social policy and industrialipp(Jacobzone, 2000), where
pharmaceutical reimbursement of public health sgstems generates an interest of
the state in low drug prices, while domestic praaucof pharmaceuticals leads to a
political interest in higher drug prices and hedtete the policy goal of low drug
prices. In particular the cases of the United Kimmgdand Ireland supported this
economic two-factor model of national drug pricguiation, driven by public health

expenditure management and domestic industry stippor
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My analysis of the Turkish case is compatible witis hypothesis made in the
literature, but draws at the same time a more cexnpicture of how price
regulation, public expenditure and industrial stiwe are interrelated. Indeed, |
argued that rising public expenditure motivateditttieduction of stricter price
controls. But | also emphasized that the politigdll to contain health expenditure
does itself not lead to strict regulation of phaceaical prices and profits, as a
reduction of the public share in total pharmacealitost also achieves the goal of
cost containment. The Turkish case suggests tlalstructure and political
institutions play an important and contingent rioléranslating the burden of public
pharmaceutical expenditure into a particular setost containment measures.

Moreover, my analysis of countervailing policy go@und that a small
domestic industry created insufficient politicaléeage to dilute the policy goal of
low drug prices, and thus corroborated the hypaghbat the size of the
pharmaceutical industry is a factor that influencasonal regimes of price
regulation. However, the support of domestic prdidmcwvas found to be only one
among multiple policy goals that may dilute theitpcal will to reduce drug prices.
The degree of social and political sensitivity tosvaroblems of drug shortage and
availability, as well as the specific relation beem pharmaceutical producers and
the government in power were found to be imporitamxplaining why Turkey
introduced and maintained strict drug price costrdhe question whether these
factors are of systematic significance, howeven,aay by answered by an
explicitly comparative study.

Taking a glance at the future, it appears uncettam long Turkey will
maintain the current regime of pharmaceutical praggilation. On the one hand, if

problems with availability persist and popular apmbegins to turn against
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government regulations, then price controls esfig@adrugs experiencing
shortage may be relaxed. Moreover, if recent dgwveémnts in industrial structure
continue, that is, if Turkey’s “Anatolian” businegsople are entering the
pharmaceutical sector, then the political incergtisethe AKP government may
change. International pressure may also increasheaAmerican lobby organization
PhRMA has recently proposed to the United Statagdd Representative to designate
Turkey as a so-called Priority Foreign Country.sl$tiatus, under the well-known
Section 301 of the United States Trade Act, is Iisgasen to countries with
“inadequate” intellectual property rights or to seovhich deny “fair and equitable
market access.” PhRMA specifically cited the Tumkijovernment’s “draconian”
price controls and “confiscatory” discounts in2313 submission, suggesting that
the price regulations deny market access (PhRMA320. 20). It will be interesting
to see how the Trade Representative respondsstpithposal.

On the other hand, price regulations may also psticky. International
pressure on Turkey may not be as high as in otblerypareas. In fact, most
countries around the world are implementing sinplace controls and the
international financial organizations have becoogpsrtive of them. The
international political climate regarding drug @ricontrols appears to have changed.
In Turkey, producers are still attempting to fratine 2009 price cuts as emergency
measures that were necessary to deal with theldiabacial crisis, to which the
industry was “willing to contribute.” But the Tudéh government seems happy
enough with the savings to make the policy measueesanent. The longer they
stay in effect, the more normalized they are likelypecome. If multinationals
continue to operate in Turkey and local producdé&esAbdi ibrahim continue to

thrive, then a systematic relaxation of price colstseems less likely.
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APPENDIXES

A. Interviews

This thesis draws on a series of 36 original ineawg that were conducted by the
author between May 2012 and April 2013. All intews were anonymous and
announced as such beforehand. Interviews were steaatured. Notes were taken
by the author, while only two interviews were regemt. Table 8 provides an

overview of the conducted interviews.
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Table 8. List of Interviewees

Number Date Duration  Place Description

1 17.05.2012 1.0h Istanbul pharmaceutical sectosdtant

2 23.05.2012 0.5h Istanbul pharmaceutical sectosdtant

3 24.05.2012 1.0h Istanbul pharmaceutical sectasdtant

4 25.05.2012 0.5h Istanbul pharmaceutical sectoyda

5 29.05.2012 1.0h Istanbul pharmaceutical sectoyda

6 31.05.2012 1.0h Istanbul pharmaceutical sectoyda

7 30.07.2012 0.5h Istanbul pharmaceutical industrployee

8 15.08.2012 2.0h Istanbul pharmaceutical sectesudtant

9 23.08.2012 1.5h Istanbul pharmaceutical industnployee
10a (6) 29.08.2012 2.0h Istanbul pharmaceuticabsémwvyer

10b 29.08.2012 2.0h Istanbul medical device ingustnployee

11 06.09.2012 1.0h Istanbul pharmaceutical seatayér

12 14.09.2012 3.0h Istanbul medical device industpyesentative
13 14.09.2012 1.5h Istanbul pharmaceutical industmployee

14 17.09.2012 2.0h Ankara pharmaceutical sectadaegy

15 18.09.2012 1.5h Ankara academic

16 18.09.2012 1.5h Ankara pharmacist

17 18.09.2012 1.0h Ankara pharmacists represeatativ

18 19.09.2012 0.75h Ankara medical device industscutive

19 19.09.2012 1.0h Ankara medical device industpyesentative
20 19.09.2012 1.0h Ankara pharmaceutical sectadaegy

21 20.09.2012 0.5h Ankara academic

22 20.09.2012 1.0h Ankara medical device indugipyesentative
23a 21.09.2012 0.5h Ankara pharmaceutical sectoator

23b 21.09.2012 0.5h Ankara pharmaceutical sectpiator

24a 24.09.2012 1.25h Istanbul pharmaceutical imgestployee
24b 24.09.2012 1.25h Istanbul pharmaceutical imgeshployee

25 04.10.2012 1.25h Istanbul pharmaceutical inglestecutive

26 10.10.2012 1.50h Istanbul pharmaceutical inglestecutive

27 (8) 18.10.2012 1.75h Istanbul pharmaceuticabseonsultant

28 (24b) 18.10.2012 1.75h Istanbul pharmaceutichlstry employee
29a 15.11.2012 1.0h Istanbul oncologist at a usitiehospital

29b 15.11.2012 1.0h Istanbul pharmaceutical inglisstles representative
30 15.11.2012 0.5h Istanbul pharmacist at a usityenospital

31 15.11.2012 0.5h Istanbul purchasing manageuaivarsity hospital
32 19.11.2012 email Istanbul pharmaceutical ingustnployee

33 22.01.2013 1.0h Istanbul pharmaceutical indwestecutive

34 06.02.2013 1.0h Ankara pharmaceutical sectedatar

35 07.02.2013 1.0h Ankara pharmaceutical industpyasentative
36 09.04.2013 1.0h Istanbul pharmaceutical indusfpyesentative

Notes: Interview numbers followed by lower-caséelet indicate that the interview was conducted witlitiple persons.
Interview numbers in parentheses indicate thas#ime person was interviewed before.
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B. Statistical Data

The numbers used in the text and tables are rouswlestantially for easier

comprehension. Calculations are based on mordekktaimbers. Table 9 below

shows those numbers, including those that areaaalilly publicly available.
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Table 9. Selected Indicators in Detail, 2001-2012

(#) Indicator 2001 2002 2003 2004 2005 2006
(a) Nominal GDP (mn TL) 240.224  350.476 454781 633 648.932  758.391
(b) Current Account Balance (mn USD) 3.760 -626 513. -14.431 -22.309 -32.249
(c) Pharmaceutical Import (mn USD) - 1.439 2,019 710 2.849 3.036
(d) Pharmaceutical Export (mn USD) - 145 179 248 328 313

(e) Pharmaceutical Trade Balance (mn USD) - -1.294 -1.840 -2.462 -2.566 -2.723
(f) Fiscal Balance (mn TL) -28.556  -40.184  -40.208-29.128  -6.903 -4.643
(9) Primary Balance (mn TL) 12.482 11.544 18.319 .383 38.777 41.320
(h) Prescription Drug Market Value (mn TL) 2.743 78R 6.243 7.708 8.344 9.279
(i) Prescription Drug Market Volume (mn boxes) 735 789 860 954 1.069 1.149
() Public Health Expenditure (mn TL) 8.438 13.270 17.462 21.389 23.987 30.116
(k) Public Drug Expenditure (mn TL) - 5.232 6.801 8P 8.685 10.101
() Public Non-Drug Health Expenditure (mn TL) - 088 10.661 13.490 15.302 20.015
(m) Pharma Budget 2009 (mn TL) - - - - - -

(n) SGK Expenditures (mn TL) 17.831 27.982 41.336 0.682 59.941 71.867
(0) SGK Revenues (mn TL) 13.361 20.018 27.917 3.68 41.249 53.831
(#) Indicator 2007 2008 2009 2010 2011 2012
(&) Nominal GDP (mn TL) 843.178 950.534 952.559 98.999 1.298.062 1.416.817
(b) Current Account Balance (mn USD) -38.434 -44.52 -13.370 -46.643 -76.986 -47.476
(c) Pharmaceutical Import (mn USD) 3.524 4.361 a.08 4.410 4.697 3.996
(d) Pharmaceutical Export (mn USD) 358 421 429 558 567 662

(e) Pharmaceutical Trade Balance (mn USD) -3.166 .94 -3.651 -3.852 -4.130 -3.334
() Fiscal Balance (mn TL) -13.708 -17.432 -52.761-40.081 -17.783 -28.791
(g) Primary Balance (mn TL) 35.045 33.229 440 8.217 24.448 19.625
(h) Prescription Drug Market Value (mn TL) 10.844 1.872 13.854 13.609 13.732 12.927
(i) Prescription Drug Market Volume (mn boxes) 029  1.357 1.394 1.427 1.557 1.560
() Public Health Expenditure (mn TL) 34.530 42.159 47.904 50.060 56.740 61.145
(k) Public Drug Expenditure (mn TL) 11.140 12.964 6.068 15.347 15.868 14.772
() Public Non-Drug Health Expenditure (mn TL) 280 29.195 31.836 34.713 40.872 46.373
(m) Pharma Budget 2009 (mn TL) - - - 14.600 15.563 4%.6
(n) SGK Expenditures (mn TL) 81.915 93.159 106.775121.997  140.715 -

(0) SGK Revenues (mn TL) 56.875 67.257 78.073 95.27 124480 -

Sources: (a, b) 2001-2012: BUMKO (2013); (c]ElS (2013); (e) author’s calculation; (f, g) 2001-20BUMKO (2013), (h,
i) IEIS (personal communication, 2013); (j) 2000-2008RKSTAT (2011), 2009-2012: MoD (2012); (k) 2002-2084FD
(2013), 2005-2011: MoF (2012, p. 237), 2012EB (personal communication, 2013); (1) author'saddtion; (m) SGK

(2010), (n, 0) SGK (2012).
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C. Original Quotes

In the following the quotes translated by the autre listed in their original Turkish

version in order of appearance.

“Sosyal devlet anlayina gore devletin ggamakla yukimli oldgu temel
hizmetlerin sunumunda her zaman ciddi sorunlardadedsizlikler yaanmstir.”

(Bolat, 2007, p. 4).

“Ozellikle hizmetlerin sunumunda yabanc! yatirimiaartmasi, 6zel sektoér ve kamu
arasindaki rekabetin kignasi acisindan da son derece énemli bir hale gi@inBu
rekabet alaninda milli gerlerine sahip cikannsanlara hizmeti Hakk’a hizmet
sayan bir inanca sahip sermayenirgbhk sektdriinde de yatirimlarini artirmasi

gerekmektedit.(Bolat, 2007, p. 5; emphasis in the original).

“Oransal olarak Turkiye’'de ilaclara ve farmasotikitiere yapilan harcamalar ¢cok
yuksektir. Sosyal guvenlik kurumlarinin mevcut pkélari yizinden nifusun cok
blyuk bir bolim ilag fiyatlarina karoldukga duyarsizdiilag fiyat artglarinin
bilimsel bir temele oturmagini biliyoruz. Sglikta Do6nium Programi
cercevesinde, gak hizmetlerinin en 6nemli girdilerinden olan ilaglgili uzun
yillardir yaganan sorunlarin bilimsel esaslar ¢ercevesindd]darakasilikli
diyalogu ve uzlgmaci yaklaimlari ile ¢oztlmesine yonelik bir platform

olusturulacaktir.” (MoH, 2003, pp. 34-35)
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“Saglik Bakanlgl ve bal kuruluslarinin tekilat, gorev, yetki ve sorumluluklarini

dizenlemektir” (Council of Ministers, 2011a)

“Bu kurum, her turlt etkiden uzak olarakgnasiz birsekilde ulusal politikalar

dogrultusunda uygulamalarda bulunacaktir.” (MoH, 200335)

“Kamunun yillik ilag maliyeti 10-12 katrilyon lirdBu kadar biyik alim s6z konusu
olunca devlet, ‘Ben bu kadar ¢ok ila¢ allyorsamzaman bir kiyak da isterim’ dedi.

Bundan tim taraflar kazancl ¢iktQrriyet, 15.12.2004)

“Kamu Ihale Kanunu'nun 2003 yilinda yuriggigirmesinden sonra kamunun tibbi
ardn ihtiyaci icin dizenlenen ihalelerde zaman zafiyat farkliliklar: ortaya
ctkabilmektedir. [...] C6zUm devletin ihale uygulalarinin tek bir sistem dahilinde

yapilmasindan ge¢cmektediritymsnbgc10.08.2004)

“Ben eskiden Erzurum’da bir hastanede satin almdimiiiolarak ¢cagmistim. [...]
Sadece kirlilik dgil, bazen bilgisizlik de bu tir sonuclar glgabiliyor. [...]
Sonuglari itibariyle daha iyi olaylara vesile olgcd...] Bir bakima isabet oldu. [...]

Hedefimiz ¢gdas, objektif, seffaf bir fiyatlandirma sistemi."Milliyet, 15.08.2004).

“Devlet ilacta sistemli ve organize iekilde soyuldgu halde, Sg@lik Bakanlgl da
Calisma Bakanlgl da davalari takip etmiyor. Zararin tahsili icia klarekete
gecilmiyor. Sorgturma Raporu'nda ‘firmalarin kasitlari bulunnggdbaresi bir
kayirma intibar uyandirngtir. Olaylarin Ortbas edilg@i kanaati dgurmaktadir.”

(Sabah 30.05.2006)
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“Turkiye Cumbhuriyeti tarihinin, sosyal givenceyadadgl para, bu dénemde
oldugu gibi hicbir zaman olmargtir [...] Bunun bedeli yok. ‘Efendim, bitce
aclik veriyor’. Ne verirse versin, bltce acik verigiye bunu 6nleyemezsiniz,
bunu durduramazsiniz. Cunki Binibedeli olmaz, ne gerekiyorsa bunu
yapacgiz. Zaman zaman ben, bakanlarimla bu konudamalziklara
distigim de oluyor. Bu konuda atmamiz gereken adimlaciraki yarg

halindeyiz, bunu barmamiz lazim.” Milliyet, 03.09.2009)

“Halkin ilacindan kesinti yapmayizHirriyet, 01.10.2009)

“Sayin Bgbakanimiz sglik hizmetlerine egiim ve verdgimiz saslik hizmetinin
kalitesinde bir geriye gidiolmamasi kguluyla tabii ki bizim yap@imiz calsmalara
destek veriyor. Bence oradaki mesaj yaahlagildi. Sayin Babakanimiz bize o
cercevede destek veriyor. Goreceksingikéa cok ciddi tasarruflar yapaga.
Salik sektorii camasini gagl yukar bitirdik sayilir. Son yillarda kamu@e
harcamalari 9 milyar liradan neredeyse 38 milyartakti. Ciddi bir ary yasandi.

Ayni sekilde ila¢ harcamalari da 6yle M{lliyet, 07.09.2009)

“Vatandg, salik hizmetini nasil aliyorsa, aygekilde almaya devam edecek. Ancak
hizmet, ilag ve Urtn algimiz sektorlerle goriimeler yapacaz” (Hurriyet,

16.09.2009Db).

“Sayin Bakanim, oylarinizin ytizde 10'unun partireggiktan geldgi arastirmalarda

ortaya ¢ikmy. Bu yizde 10'da da en buyuk pay ilaccilarin. Hala ik fiyatlarla,
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cok blyuk fedakarlik yaparak ilaci veriyor olmansizin oy potansiyelinizi artirdi”

(Bugiin 25.12.2012)

“Firmalarin yeni fiyattan dolayi bu ilaglar piyasabulunduramadiklarina dair bize
miracaatlari vardi. Bunlarin piyasada bulunmamiagnhcin kabul edilemez bir
durumdu. Aksi takdirde hastalarimiz gdarriyet ygayabilirdi. Bu nedenle yapilan

son kamu kurumu iskontosunu kaldirdikF((riyet, 19.12.2011)
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