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Abstract This article investigates the distribution of power in Poland’s drug reim-
bursement policy in the early 2000s. We examine competing theoretical expectations
suggested by neopluralism, historical institutionalism, corporate domination, and clique
theory of the post-communist state, using data from a purposive sample of 109 semi-
structured interviews and documentary sources. We have four concrete findings. First,
we uncovered rapid growth in budgetary spending on expensive drugs for narrow
groups of patients. Second, to achieve these favorable policy outcomes drug companies
employed two prevalent methods of lobbying: informal persuasion of key members of
local cliques and endorsements expressed by patient organizations acting as seemingly
independent “third parties.” Third, medical experts were co-opted by multinational
drug companies because they relied on these firms for scientific and financial resources
that were crucial for their professional success. Finally, there was one-way social
mobility from the state to the pharmaceutical sector, not the “revolving door” pattern
familiar from advanced capitalist countries, with deleterious consequences for state
capacity. Overall, the data best supported a combination of corporate domination and
clique theory: drug reimbursement in Poland was dominated by Western multinationals
in collaboration with domestically based cliques.
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Just look at how badly paid people in the Ministry of Health, the Agency for Health
Technology Assessment and the National Health Fund are. If someone earns slightly
more than the average pay [around 31,000 monthly without tax] while living in
Warsaw for ten or fifieen years, this shows three things. Either he is a total freak who
“works for Poland,” because these people have huge knowledge, or he is a loser
unable to find a better place and thus is prone to manipulation, or he takes bribes...
And, honestly, how many beautiful and noble madmen do we have in this country?

Member of Parliament about Polish state officials involved in the drug reim-
bursement process.

There has been intensive research on Poland’s economy, state, and social structure
conceding that the shift to capitalism has been decisive, that the state has developed
unique features that mix local and Western institutions, and that activities of elites have
shaped the course of post-communist transformation.' Nevertheless, less attention has
been devoted to the interplay among the state, civil society interest groups, and economic
elites, including foreign investors. Studies carried out thus far have stressed, in particular,
the importance of corruption and clientelistic relationships between political elites and the
emerging domestic grand bourgeoisie in privatizations taking place in the early phase of
transition, and then in the redistribution of “structural funds” for infrastructure develop-
ment following the EU accession in 2004 (Jarosz 2001; Staniszkis 2003; Jasiecki 2013).
Much less is known, however, about the methods of policy influence employed by
Western multinationals which came to dominate the most lucrative, technologically
advanced sectors in the Polish liberal variety of post-communist capitalism, including
financial services, telecommunications and information technologies, and pharmaceuti-
cals (King 2007; Cichosz 2001). Notably, there is a dearth of systematic studies of
lobbying (e.g., Makowski 2015, p. 15), which in advanced capitalist democracies in-
volves corporations influencing the policy process both directly, in their own name, and
through seemingly independent “third parties,” such as co-opted civil society groups or
experts (Rampton and Stauber 2001, chapter 1). We seek to contribute to addressing these
gaps in research by taking up a case study of the distribution of power in drug reimburse-
ment, a pivotal area of Poland’s health policy.

This article has six additional sections. The first presents drug reimbursement in the
context of Poland’s healthcare. The second sets out our theoretical framework. The
third elucidates our methodology. The three subsequent sections present our results. In
the concluding section, we discuss what our findings mean for understanding post-
communist policymaking.

Institutional context: Poland’s health and drug reimbursement policy
Like other Eastern Bloc countries, post-communist Poland inherited a Soviet-style

Semashko healthcare system characterized by strict top-down bureaucratic manage-
ment, with the Ministry of Health concentrating power over spending and regulation.

' See, e.g., King and Szelényi 2005; King and Sznajder 2006; Staniszkis 1999, 2003; Higley and Lengyel
2000; Eyal et al. 1998; Wedel 1998, 2009; Ekiert and Kubik 2001; Grzymala-Busse 2007.
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Funded from the general budget, this system offered broad and equal entitlements to
free health service (HiT 2011, pp. 16-17). However, the prolonged economic crisis of
the 1980s, followed by the “shock therapy” of the early transition, left it underfunded
and underperforming across a variety of health indicators, including declining life
expectancy (HiT 2011, p. 8). A major healthcare reform rolled out in 1997-2001
reinforced the principles of universal free healthcare coverage, yet within a new,
Bismarck-type institutional framework. The funding of healthcare services was almost
entirely transferred from the Ministry of Health to regional “sickness funds” managing
mandatory healthcare insurance contributions paid jointly by employers and the work-
force. In 2003, the regional sickness funds were merged into a single National Health
Fund (Boulhol et al. 2012, p. 7). Within this model, the National Health Fund managed
healthcare spending, signed contracts with service providers, and monitored them (HiT
2011, p. 20). At the same time, the Ministry of Health assumed the role of the regulator,
setting and overseeing the implementation of healthcare standards based on, among
other sources, advice provided by senior medical experts called national and regional
consultants. Since 2005 another key source of expert advice has been the Agency of
Health Technology Assessment (Nizankowski and Wilk 2009). Modelled on the
English National Institute of Health and Care Excellence, the Agency became respon-
sible for evaluating new medical technologies—including pharmaceuticals—using the
principles of Evidence-Based Medicine.

The subsequent waves of governance reform were not matched by adequate
increases of funding for infrastructure, equipment, medicines, and medical personnel
salaries. Although healthcare spending grew 3.5 times in real terms between 1995 and
2009, the increase was minimal as a GDP share, and as of 2011 remained the third
lowest in the EU, amounting to 7.4% (HiT 2011, pp. 55-56). Consequently, fulfilling
the formal guarantees of equal access to publicaly funded healthcare was often prob-
lematic in practice, as illustrated by delays in waiting times in areas recognized as major
public health problems, for example, cardiovascular diseases (Golinowska 2008, pp.
191-192). Further, the very healthcare financing model, based on work-related insur-
ance contributions, was jeopardized by rapid population ageing and mass labor migra-
tion triggered by the EU accession (GUS 2011, p. 3; Devictor 2012).

One consequence of the constrained access to public healthcare has been widespread
informal payments to physicians (European Commission 2013, p. 286), consistent with the
pattern of by-passing of formal institutions of the communist “economy of shortage” before
the beginning of the transition (Kornai 1980; Wedel 1986). Further, many physicians
responded to growing patient demand by combining employment in the public sector with
working for private clinics, and consequently being able to privatize public resources (e.g.,
hospital equipment) or exploit privileged institutional access (e.g., granting speedy referrals
outside official waiting lists) (Sygut 2012). Insufficient funding was also associated with
corruption in procurement of medical equipment (European Commission 2013, pp. 285-286).

A key policy area illustrating the implications of the new forms of governance and
persistent resource constraints for relationships among key actors in Poland’s healthcare
is drug reimbursement. Like in other EU member states, Polish patients rarely cover the
full price of prescription medicines out of pocket; instead, they usually pay nothing or a
share of the price, with the rest being covered by a state subsidy (Vogler et al. 2008).
Unlike the approval of new medicines, practically transferred to the EU level, drug
reimbursement has been almost entirely left up to national authorities, with the
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EU setting out only generic borderline requirements for the policy process in its Transpar-
ency Directive. Given the state’s power to decide which medicines it subsidizes and on
what conditions (e.g., levels of patient co-payment), drug reimbursement enhances patient
access to drugs deemed valuable by public authorities. This is especially important in
middle-income countries like Poland, where very few people can obtain medicines through
alternative channels by paying full their price (Czapinski and Panek 2007, p. 97). Further,
drug reimbursement has major budgetary implications. In Poland, reimbursement spending
was increasing rapidly after 1989, reaching, in relative terms, one of the highest levels in
Europe (in 2009, it constituted nearly 19% of all healthcare expenditure) (Rada Ministrow
2010, p. 9; Golinowska 2008, p. 120). Nevertheless, like in other parts of the healthcare
system, patients experienced difficulties in accessing medicines, with co-payment levels
being one of the highest in the European Union (Golinowska et al. 2008, p. 120) and,
consequently, pharmaceutical spending represented a “significant burden” for almost half
of Polish households (HiT 2011, p. 168). Drug reimbursement is also crucial for the
pharmaceutical industry (or “pharma”), because receiving state subsidies is vital for sales
and recuperating costs incurred by developing new drugs. While per-capita pharmaceutical
spending in Poland is still considerably lower than in its more affluent Western neighbors
(OECD 2014), the country constitutes, with its population of thirty-eight million, one of the
largest and fastest-growing pharmaceutical markets in Europe (Forbes 2015).

Despite its importance, social processes underpinning the development of drug
reimbursement policies have attracted only a limited amount of social science research,
with notable exceptions including Abraham (2009) for the United Kingdom and
Vuorenkoski et al. (2003) for Finland. Scholarly interests have concentrated on other
aspects of pharmaceutical policy, especially methods of influence used by the pharma-
ceutical industry to maximize its profits.” Traditionally, there has been extensive
research on corporate pressures surrounding the registration of new medicines with
drug regulatory agencies (Abraham and Lewis 2000). A more recent body of research
emphasizes drug company influence on processes such as consumerism, drug market-
ing, medicalization, or “pharmaceuticalisation” (Abraham 2009, 2010b; Angell 2005;
Conrad 2007), diverse tactics used to influence post-registration adverse drug reaction
tracking (Abraham 2002), and ideological assumptions driving policy decisions on
innovative medicines (Davis and Abraham 2011b).

The next section shows how we combine insights form this context-specific litera-
ture with general theories of the state to investigate the distribution of power among key
stakeholders in Poland’s drug reimbursement.

Theories of the state

In the past four decades, the major theoretical contenders for a theory of the Western
state have been neopluralism, historical institutionalism, and corporate domination

2 Extraordinary profitability is one of the pharmaceutical industry’s key distinguishing features. Over the last
quarter century, it has figured almost constantly as the most profitable sector in the US economy (Angell 2005,
p. xxiii), with profit margins considerably exceeding those recorded by, for example, banks, carmakers, oil and
gas companies, and the media (Anderson 2014).
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theory. Poland, being a consolidated European democracy dominated by capitalist
property relations, should be well suited for the application of these theories.

Neopluralist theory holds that public policy emerges through competition between
multiple interest groups (e.g., McFarland 2004; Baumgartner et al. 2009). Although
certainly influential, corporations, such as multinational drug companies, cannot dom-
inate policy-making, because of being faced with “countervailing powers,” primarily
civil society organizations (Light 1995; Abraham 2009; McFarland 2004). Organiza-
tions of patients suffering from specific conditions are often provided as an example of
an interest group well bestowed with non-monetary resources, including highly mobi-
lized members and reputation (Baggott et al. 2005). Their policy role is further
strengthened by expanding access to policy-making, exemplified by the United King-
dom’s “patient and public involvement” model. Therefore, patient groups may be
highly effective in achieving their policy goals, primarily related to expanded access
to new medicines, including via building advocacy coalitions with drug companies
(Deammerich 2004).

Historical institutionalists stress the key policy role of bureaucratic elites, with their
interests being determined by commanding large state organizations (e.g., Finegold and
Skocpol 1995; Evans 1995). In countries like Poland, with heavily underinvested
health systems, these interests involve maximizing the health benefits per dollar spent
and containing drug expenditure. Not surprisingly, they often clash with those of patient
groups and drug companies, seeking to expand drug spending (Abraham 2007, 2009).
These state interests may be effectively safeguarded through designing institutions
insulating the policy process from pressure exerted by social forces and establishing
well-resourced bureaucracies populated by committed career civil servants and sup-
ported by independent expert advisors (Finegold and Skocpol 1995).

Corporate domination theory argues that capitalists typically manage to neutralize
the institutional frameworks of policy-making emphasized by historical institutional-
ists. This happens through directly placing members of corporate elites in decision-
making positions; influencing political elites through campaign contributions and
lobbying; and funding and controlling the policy-planning networks that generate
authoritative experts and policy alternatives (e.g. Domhoff 2006; Domhoff and Webber
2011). More recently, corporate domination theory has emphasized “indirect methods”
using the media and civil society organizations to shape public opinion and thereby
influence decision makers (Domhoff 2009).

In pharmaceuticals, the corporate dominance position is perhaps best expressed by
the “neoliberal corporate bias” theory, covering primarily the United States and Western
Europe (Abraham 2007, 2009, 2010a Abraham and Lewis 2000; Abraham and Davis
2009). First, pharma enjoys privileged formal policy access through corporatist con-
sultations between its sectoral representation and state bureaucracies (Abraham and
Lewis 2000). Second, pharma develops close relationships with expert advisors work-
ing for regulatory agencies, with a significant effect on their recommendations on
medical technologies (Abraham and Davis 2009). Third, intensive two-way social
mobility between government and business-controlled organizations (the “revolving
door syndrome”) allows corporations to control even a well-resourced bureaucracy by
populating elite positions (Abraham and Lewis 2000). Fourth, pharma turns patient
groups into its “assimilated allies,” so that they cannot be considered independent
contributors to the policy process (Abraham 2009).
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Finally, anthropologist Janine Wedel claims that Poland’s state-business relation-
ships do not have equivalents in Western capitalist democracies. According to
Wedel (1998, 2009), a “power vacuum” following the collapse of communism
stimulated the emergence of elite cliques capturing strategic positions in the post-
communist state, business, journalism and academia (Wedel 1998, pp. 86-87).
Being uniquely positioned at the intersection of the various sectors, cliques pursue
“coincidences of interest,” that is “interweave and perform overlapping roles that
serve their own goals or those of their associates” (Wedel 2009, p. 1). This modus
operandi contrasts with stable and clearly defined policy roles played by either civil
society interest groups (neopluralism) or business-controlled organizations (corporate
domination theory). Further, rather than lobbying through formal channels of access,
cliques transgress state bureaucracy by “operat[ing] through personalized relation-
ships within and across official structures” (Wedel 2009, p. 15). Clique activity also
entails the privatization of state resources—primarily insider official information—
via one-way social mobility from state organizations to the private sector, which has
replaced the revolving door pattern found in Western bureaucracies (Wedel 2009,
pp. 17-18).

Brought in to the context of drug reimbursement in post-communist Poland, the four
theories provide contrasting expectations concerning the policy outcomes.

1. Historical institutionalism would predict no or steady growth of spending on drug
reimbursement, indicating successful protection of the state’s budgetary interests.

2. All remaining theories would expect to see rapidly increasing budgetary expen-
diture, consistent with the claims on state resources made by patient organizations
(neopluralism), the pharmaceutical industry (corporate domination theory) or
elite cliques (clique theory).

The four theories would also posit different policy mechanisms that might account
for these outcomes.

3. Historical institutionalists would envisage a drug reimbursement policy process
that is well insulated from external (i.e., patient, drug company, and clique)
influence via a set of limited formal consultations, with state autonomy being
further protected by a stable pool of independent medical experts and bureaucrats
working for state organizations.

4. Neopluralism would expect to see patient organizations as enjoying extensive
access to formal consultation mechanisms and commanding sufficient resources to
constitute policy contributors in their own right, and an equal partner to drug
companies.

5. Corporate domination theory would expect drug companies to have unparalleled
formal access to the reimbursement process and solidifying their influence via
cooptation of other stakeholders, especially patient groups and medical experts, as
well as the revolving door with the state organizations.

6. Clique theory would expect to see local elite cliques acting as crucial intermedi-
aries for multinational drug companies, by-passing formal access mechanisms and
lobbying informally based on personal connections acquired through one-way
mobility of former state officials to the pharmaceutical sector.
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Methods

We collected our data between February 2009 and April 2010, primarily by
interviewing a purposive sample of representatives of major stakeholders in drug
reimbursement policy in Poland. The sample composition was determined by a review
of legal documents, press coverage of reimbursement policy, and exploratory inter-
views (see Appendix 1 on website of author Lawrence P. King—all appendices
referenced in this article can be accessed on King’s website http://www.lawrenceking.
net). We managed to recruit 57 out of 70 officially contacted interviewees. The non-
response rate reflects, we believe, the reality of recruiting interviewees with busy
lifestyles, often occupying top-level positions, and sometimes prone to stay out of the
spotlight due to involvement in sensitive policy decisions. It is unlikely, however, that
the non-responses introduced bias to our findings, as they were relatively evenly spread
across all interviewee categories. To access under-represented interviewee categories,
especially drug company lobbyists and state officials, we employed snowball sampling,
with all 26 interview requests being successful. We conducted, as shown in Table 1,
109 interviews. We stopped interviewing when initial analysis showed that subsequent
interviews generated limited new insight regarding our main research questions
(Charmaz 2006, p. 113-116).

All interviewees were briefed about the broad goal of the research and gave their
informed verbal consent to participate. To maximize access to their exclusive knowl-
edge, we used a semi-structured interview format, with questions tailored to each
interviewee category (Web Appendix 2, King’s website). Given a long history of
lobbying scandals in Polish drug reimbursement, we typically refrained from tape-
recording the interviews and took extensive notes instead.

We corroborated the interviews with the following documentary sources:

* 276 recommendations on drugs issued by the Agency for Health Technology
Assessment

* 26 reports from the sessions of the Consultative Council at the Agency for Health
Technology Assessment (http://www.aotm.gov.pl/index.php?id=357).

* The “Register of benefits” (Ministerstwo Zdrowia 2011) comprising yearly reports
submitted by experts working for the Agency for Health Technology Assessment.

*  Four reports issued by the Supreme Chamber of Control (NIK) (Poland’s main
auditing organization) on pharmaceutical policy.

» Prosecutor’s investigation into a lobbying scandal related to introducing a drug for
reimbursement (Prokuratura Apelacyjna 2010).

We analyzed the data with the Atlas.ti software. Like certain influential scholars
working on pharmaceutical policy (Hemminki et al. 2010, p. 1172), we employed a
deductive-inductive approach to coding. To examine the expectations formulated based
on the theories of the state, we started with a set of general codes informed by the
research questions, supplementing them by “in-vivo” codes emerging directly from the
data (Charmaz 2006, pp. 55-57). The coding structure gradually took the form of code
families and networks covering the main themes emerging from the data (Web Appen-
dix 3, King’s website). In presenting our data, we used “thick description” (Geertz 1973)
to illustrate the mechanisms and distribution of power with the greatest amount of detail
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Table 1 Interviews with key stakeholders in drug reimbursement policy

Organization

Number of Number of
interviews interviewees

Ministry of Health
High Ranking officials
Middle-ranking officials
Consultants
National consultants
Regional consultants
National Health Fund
High-Ranking officials
Parliament
Seym (Lower Chamber)
Senate (Upper Chamber)
Agency for Health Technology Assessment
High-ranking officials
Innovative pharmaceutical companies
High-level managers
Lobbyists, public relations/communications officers
Associations of innovative drug companies
Associations of generic drug companies
Chamber of commerce
American Embassy
Law firms
Lobbying firms
Freelance lobbyist
Public relations firms
Health technology assessment firm
Contract research organization
Pharmaceutical market consultancies
Patient organizations
Attention Deficit Hyperactivity Disorder
Diabetes
Oncology
Journalists
Newspapers
Weekly magazines
Monthly magazines

Medical doctors dealing with drug reimbursement in
their professional activity

Total

15 9

—_
v

RN N B = W R~ = W
N — = W = N W = = W N o N

5]
)

—_

109 83

possible. This involved including all voices suggesting alternative or competing expla-
nations (Emerson 2001, p. 302). Interested readers can verify our conclusions by
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consulting Web Appendix 4, King’s website, comprising additional quotes, coded
around the main themes. (We refer to it throughout the article using the following code:
[WA- and the number of a specific section of the Appendix]).

Although based on comprehensive analysis of interviews and documents, our case
study has limitations. Most importantly, given extensive commercial and state secrecy,
we did not systematically examine lobbying campaigns associated with individual
drugs, the proportion of innovative medicines applying successfully for reimbursement,
and price agreements reached by state officials with drug manufacturers.

Drug reimbursement process

Before analyzing the distribution of power in the reimbursement policy domain, we
must outline key stages of the reimbursement process.

The Polish reimbursement system includes two major schemes: open reimbursement
and therapeutic programs. The former covers primarily generics, that is, equivalents of
medicines whose patents have expired, available at pharmacies with up to 50% patient
co-payment. These drugs, manufactured mostly by domestic firms, tend to be relatively
cheap, with relatively low profit margins (Wyznikiewicz 2009, p. 11). The latter
reimbursement scheme, therapeutic programmes, comprises “innovative,” patent-
protected drugs provided by hospitals, free of charge. The main type of innovative
drugs offered within therapeutic programs are so-called “niche busters,”* medicines
addressed to small numbers of patients, especially those with specific types of rare
diseases* or cancer, with yearly costs sometimes exceeding $100,000 per patient.
Unlike generic drugs from open reimbursement, niche busters included in the thera-
peutic programs are manufactured exclusively by multinationals and commonly rec-
ognized as the future dominant business model in the sector. Given the importance of
niche-buster medicines, we select therapeutic programs as the focus of our inquiry.

Like the entire healthcare governance system in Poland, the institutional framework
of drug reimbursement has undergone numerous changes over the course of transition.
We analyze a recent period between two legislative reforms in 2009 and 2012. New
therapeutic programs were then typically initiated by “national consultants,” senior
clinicians overseeing distinct areas of medical or pharmacological specialization
(Ustawa 2009). A consultant could request a new therapeutic program from the
Ministry of Health (hereafter: Ministry) by developing a draft in collaboration with
other medical experts, including “regional consultants,” and drug manufacturers. The

3 Developing “targeted therapies” for small, and clearly defined, patient populations is associated with much
lower investment risks than in cases of medicines serving high numbers of patients. In the niche buster model,
profitability stems, therefore, from a very high unit price that makes up for a low volume of sales (Dolgin
2010). However, niche busters are increasingly criticized for offering few therapeutic benefits (e.g., life
expectancy gains not exceeding weeks when compared to standard therapies) and producing serious side-
effects. Furthermore, by focusing on relatively less risky areas of drug discovery, the niche-buster model may
divert resources from more challenging yet vital areas, such as antibiotics or neuropsychiatrics (e.g., Lexchin
2006).

4 There is no universally agreed definition of rare—or orphan—diseases. According to the European
Commission (2004), “Rare diseases (...) are life-threatening or chronically debilitating diseases which are of
such low prevalence that special combined efforts are needed to address them. As a guide, low prevalence is
taken as prevalence of less than 5 per 10,000 in the Community.”
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proposal had to be supported by a health technology assessment report, typically
compiled by local advisory firms, covering clinical and economic aspects of proposed
medicines (AHTAPol 2007, 2009).

The Ministry refined the draft submitted by the consultant and forwarded it to the
Agency for Health Technology Assessment (hereafter: Agency). The Agency issued a
recommendation on its suitability for reimbursement, evaluating its “health, social,
economic, and ethical” aspects (AHTAPol 2012). Agency recommendations were to be
informed by a position issued by the Consultative Council (hereafter: Council), com-
prising twelve (most often ten) senior medical experts.

The final decision about the creation of the therapeutic program was taken by the
Minister of Health, based on a non-binding Agency recommendation and “social
consultations” with citizens, especially patient organizations. The Minister was sup-
posed to consider a range of Evidence-Based Medicine criteria, including public health
priorities, the impact of disease on patients, clinical effectiveness and safety, cost-
effectiveness ratio, and budget impact.

Once established, therapeutic programs were managed by the National Health Fund,
which signed contracts with hospitals providing treatments to patients and monitored
their implementation.

The formal policy framework captured only part of the processes involved in the
development of therapeutic programs (cf. Ozieranski et al. 2012a). To begin with, it
obscured the role of pharma in triggering therapeutic programs. A high-ranking
Ministry official explained:

It’s true that consultants turn directly to the Minister to ... initiate therapeutic
programs. The problem is that their connection to reality may be weak. That’s
why I prefer when an application is submitted by the drug firm. They have to
prove that what they have written is true.... On the other hand, dealing with
consultants is like playing Chinese whispers. It leaves a bad aftertaste. Firms
shouldn’t mobilize consultants to write applications for them. [WA-2,3]

Similarly, formal regulations did not reveal the importance of non-binding Agency
recommendations for legitimating reimbursement decisions, allowing political elites to
avoid blame for providing funding for controversial medicines. The external affairs manager
at a drug company observed: “I cannot imagine a drug receiving a negative recommendation
from the Agency and then included by the Minister [in reimbursement].... This would result
in turmoil. That’s why the Minister thinks: ‘I don’t want it.”’TWA-4].

A key stage in the policy process, price negotiations between the Ministry and drug
companies, also happened outside the scope of formal regulations (NIK 2004, pp. 21—
24). A partner at a law firm recounted:

There is no procedure concerning therapeutic programs, that is, those most
expensive life-saving drugs.... The story goes on like this: The minister calls
[the firm] saying, “You see, you have to come here tomorrow and, you know,
we’ll talk.” And they have a chit-chat.... This is the type of conversation you can
have over coffee. [WA-5]
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The public affairs director at a pharmaceutical company noted that informal nego-
tiations allowed more flexibility in reaching agreements:

The Ministry of Health and the National Health Fund negotiate informally with
drug companies. This allows for introducing various bonuses, such as free
treatment for some patients. In the case of [open reimbursement], there is no
such possibility.

Finally, decisions about the establishment of therapeutic programs resulted from a
complex interplay of scientific and political factors. It would be difficult to justify
reimbursing a medicine lacking any support in Evidence-Based Medicine. As the spokes-
person for a drug company put it, “[T]here has to be some weight in it. If something costs
a lot, to be reimbursed it needs to be supported by clinical and scientific data or a medical
need or patients.” Nevertheless, scientific evidence rarely provided undisputable argu-
ments for a positive reimbursement decision, as indicated by fact that half of positive
Agency recommendations lacked support in reliable medical data (Ozieranski et al.
2012b, pp. 187—188). Also, state elites faced serious challenges in creating transparent
reimbursement criteria, regarding extremely expensive and often unproven drugs for
small patient populations. A senior Agency official admitted:

We don’t have any system for considering rare drugs [for rare diseases]. Standard
quotas [e.g. thresholds of cost-effectiveness] aren’t applicable here. It’s not
known how these applications should be processed.... [TThis problem is unsolved
and it’s growing.

Therefore, Ministerial decisions were often influenced by calculations regarding
their likely impact on reactions by specific patient groups and the general public. A
former high-ranking Ministry official remarked:

The Ministry’s actions in this sphere are continually assessed by voters. Too
much arrogance, too much indecisiveness, too much disrespect [for patients] can
severely affect the ruling party’s electoral chances and become a trigger of
political change following the next general election. [WA-6, 7]

We now examine how pharma exploited the institutional design of the reimburse-
ment process to secure favourable policy outcomes.

Power struggles in Poland’s drug reimbursement

We first consider the introduction of “innovative” therapies to reimbursement. We then
examine the mechanisms of lobbying instrumental in securing favourable reimburse-
ment decisions from political elites. Next, we detail relationships between drug com-
panies and medical experts who evaluate drugs applying for reimbursement. Finally,
we explore social mobility between the state and the pharmaceutical sector.
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Policy outcomes and stakeholder interests

We analyze the distribution of power over drug reimbursement by considering spend-
ing on highly expensive niche-buster medicines. Figure 1 demonstrates that expendi-
ture on therapeutic programs was increasing at an unsustainable pace, with the total
growth reaching 534.8% in real USD over seven years (Web Appendix 5).

The dynamics of spending on therapeutic programs was even more striking in the
broader healthcare context. As evidenced in Figure 2, they were becoming a major rival to
open reimbursement, the reimbursement scheme addressing large patient populations.

Additionally, Figure 3 demonstrates that the rapid growth of spending on therapeutic
programs contrasted with slowly increasing expenses on long-term care and flat
expenses on prophylactic programs financed by the National Health Fund.

The identified spending pattern is inconsistent with the historical institutionalist
position, which would predict low or stable growth of budgetary spending. It supports,
however, the expectations generated from the corporate domination, clique, and plu-
ralist theories. First, it certainly boosted the profitability of firms pursuing the niche-
buster business model. The public affairs director at a pharmaceutical company ex-
plained that “There has been great progress in the area of specialist drugs [which] ... are
more numerous and ... better. Therefore, firms orient themselves towards them.” In
particular, clinical characteristics of niche-buster medicines provide drug companies
with strong arguments for negotiations with both medical experts and political elites.
The public affairs director at a drug company argued,

The type of recommendation is strongly determined by the considered drugs. If
the [Agency] evaluates a therapy which is fairly effective and has no alternatives,
it is very difficult to issue a negative recommendation. Even more so when it is
faced with mounting pressure from patients’ associations, key opinion leaders,
and the media.

700 600
600 ///7 500
500
400

/ 300
300
- 200

200
100 ,/ - 100

2004 2005 2006 2007 2008 2009 2010

Expenses in USD
Expenses in PLN

=4—USD —#—PLN

Fig. 1 Real growth of expenses on therapeutic programs (2004-2010; 2004 = 100). NOTE: Authors’
calculations. Nominal expenses obtained from yearly reports issued by the National Health Fund (NFZ
2006a, pp. 20-21, 2008, p. 32, 2009, p. 32, 2011, p. 64); Inflation data obtained from the database of the
Organisation for Economic Co-operation and Development (http:/stats.oecd.org/Index.aspx, accessed April
22,2011). Exchange rates between PLN and USD calculated based on data provided by the National Bank of
Poland (see http://www.nbp.pl/home.aspx?c=/ascx/archa.ascx, accessed April 11, 2011)
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Fig. 2 Expenses on therapeutic programs as compared to open reimbursement (2004—-2010). NOTE: Authors’
calculations. Expenses on open reimbursement and therapeutic programs were obtained from yearly reports
issued by the National Health Fund (NFZ 2005, p. 8, 2006a, pp. 20-21, 2006b, p. 15, 2008, pp. 32, 85, 2009,
pp. 32, 64, 2010, p. 90, 2011, pp. 64, 99)

This account is supported by the outcomes of drug evaluation by the Agency. Figure 4
shows that between 2007 and 2011 the niche-buster strategy was consistently more
effective in obtaining a positive Agency recommendation than the blockbuster strategy.

Overall, the likelihood of a receiving a positive recommendation was 74.5% for
medicines applying for therapeutic programs and only 51.9% for drugs targeting open
reimbursement. [WA-8].

3.0

2.0 /)(

% of expenses on health care services
[=} W
\\
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=& therapeutic programmes prophylactic programmes =~ ==¢=long-term care

Fig. 3 Expenses on selected types of healthcare services : therapeutic programs,” prophylactic programs,™
and long-term care”™" financed by the National Health Fund (2004-2010). NOTE: Authors’ calculations.
Expenses on healthcare services, therapeutic programmes, prophylactic programmes and long-term care were
obtained from yearly reports issued by the National Health Fund (NFZ 2005, pp. 28, 37, NFZ 2006a, pp. 20—
22,29, 2007, pp. 28, 32, 114, 2008, p. 32, 2009, pp. 32, 37, 134, 2010, p. 76, 177, 2011, pp. 64, 87, 180). " As
of 2011, expenses on healthcare services constituted 95.5% expenses of the National Health Fund, covering 19
types of expenses, including drug reimbursement, prophylactic programmes and long-term care. =
Therapeutic programmes comprise expensive drug therapies (usually niche busters) for narrow patient
populations. - Examples of prophylactic programmes include: prophylaxis of cervical cancer, breast
cancer, prenatal testing, smoking-induced diseases, cardiovascular diseases and tuberculosis (NFZ 2011, pp.
86-87). " Long-term care includes both care provided patients with long-term conditions who do not
require hospital care and palliative and hospice care (NFZ 2010: 67)
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Fig. 4 Positive recommendations concerning therapeutic programs and open reimbursement issued by the
Agency for Health Technology Assessment. NOTE: Authors’ calculations based on recommendations
obtained from the website of the Agency for Health Technology Assessment (http://aotm.gov.pl/index.
php?id=12). The numbers of positive recommendations regarding therapeutic programmes (hospital
therapies for narrow groups of patients) were 5, 21, 20, 10 and 24 in the subsequent years. As far as open
reimbursement (pharmacy drugs for large patient populations) is concemed, the respective figures were 1, 19,
30, 24 and 10. The total count of recommendations includes two recommendations from 2008 in which no
position was taken

Second, the uncovered spending pattern was also consistent with the interest of elite
cliques, with members occupying key positions at the Ministry, in using spending on
“newsworthy diseases” to boost their popularity among voters. For example, according
to an ex-Ministry official, “Orphan diseases are a different matter. Even if there are only
four or five patients and the treatment is very expensive, there’s still much to show off
[in the media].” [WA-9, 10].

Finally, creating therapeutic programs met the demands of patient organizations
from some condition areas. Nevertheless, this should not obscure fundamental differ-
ences between the interests of patients and the pharmaceutical industry, especially
around drug safety (Abraham 2007), as well as opportunity costs and inequalities in
healthcare access generated by prioritizing extremely expensive drugs for selected
conditions. [WA-11, 12, 13].

We now analyze the social processes that—in the light of our interviews—
underpinned the increasing spending on innovative drugs.

Lobbying for drug reimbursement

Contrary to what corporate domination theory would expect, drug companies’ formal
access to the reimbursement process was constrained by long waiting periods and a
narrow set of topics covered in official consultations. As the external affairs manager at
a drug company summarized, “These possibilities to cater for a reimbursement appli-
cation are extremely limited.” Taken on the face value, these observations would be
consistent with the historical institutionalist position, envisaging constrained policy
access for non-state actors, including corporations. Nevertheless, in fact, the procedure
of restricted consultations involved a “ritualistic” use of formal institutions (Wedel
1998, p. 90), which allowed political elites to create the impression that they took a
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tough stance on profit-greedy multinationals. A director at a pharmaceutical market
consultancy commented on formal meetings with drug companies:

[Q]uite simply, after the scandal with X [a high-ranking Ministry of Health
official involved in irregularities in introducing a drug to reimbursement] ... they
[Ministry officials] are afraid that they will lose their posts and ... will be grilled
by the media.... A regulation [has been introduced] that they must meet in pairs
or trios with people from the outside [i.e., representatives of the pharmaceutical
sector]. So, it is totally trendy because they want to have peace and quiet.
Because, you see, since they implemented this regulation there has been no
scandal regarding drugs at the Ministry.... OK, they have buried the problem
because there are no discussions [with the pharmaceutical industry].

However, pharma managed to bypass the rigid formal consultations. A Vice-Minister
of Health admitted during a parliamentary hearing: “The lobbing legislation [which
regulates drug companies’ formal access to Ministry] functions poorly.... [T]o say that
those firms don’t lobby [apart from the formal meetings] would be a blatant lie, because
they do so” (Piecha 2006).

Overall, we identified no evidence of effective insulation of the policy process,
which would fall in line with historical institutionalism. Nor did we find evidence of
privileged formal policy access enjoyed by drug companies, predicted by corporate
domination theory. Our data did show, however, extensive informal openness of the
policy process consistent with clique theory. [WA-14, 15, 16].

We now explore two primary lobbying methods revealed by our data—informal
persuasion and third party endorsements, which correspond with the pattern of formal
closedness and informal openness of the policy process.

Informal persuasion via cliques

Many pharmaceutical lobbyists and even some state officials viewed informal persua-
sion as a key lobbying method. A former high-ranking Ministry official noted: “If
extreme wealth is at stake, informal methods must play a vital role.” Pursuing informal
lobbying was premised on personal relationships with officials at the Ministry, the
National Health Fund, and the Agency. A representative of an association of pharma-
ceutical companies stressed these ties could be decisive in determining the fate of drugs
applying for reimbursement. “Some firms are successful [in securing access to the
Ministry leadership]. This is based on contacts. Contacts among colleagues and friends
are crucial.”[WA-17, 18].

The importance of informal lobbying was rooted in the composition of the social
milieu involved in shaping reimbursement policy, comprising several tightly-knit
“social circles” or cliques (Wedel 1998). “The group of people engaged in reimburse-
ment is very small,” admitted a representative of an association of pharmaceutical
companies, with its members sharing educational and career backgrounds. As an
employee of a lobbying firm emphasized, “Only medical education allows for speaking
with decision-makers who are doctors themselves.” Importantly, this group operated
flexibly at the intersection of the public, private, and third sectors (Wedel 2009). For
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instance, some high-ranking state officials were lecturers in reimbursement policy for a
Master of Business Administration course. According to an Agency official,

[TThis is corruption in velvet gloves. Who can afford to pay such fees for a course
[around $10,000]? Only for drug companies this is no money whatsoever. So, this
is a loophole for drug companies. In this way, they don’t have to pay the decision-
makers directly.

Furthermore, social relationships within the social circles were durable and involved
multiple social roles and ties (Wedel 1998, chapter 3). As an ex-high-ranking Ministry
official described:

Ministers, decision-makers, doctors—they all came from the same context. They all
had contacts with [drug companies’] reps [medical representatives]. Then the reps
were promoted in their firms and started visiting ‘their’ doctors who became ministers.

Finally, the reimbursement policy domain formed “a closed circuit”, a journalist noted.
The communications manager at a drug company recounted, “Just look at my career
path. I initially worked for [firm] X, then for Y, later for Z.... But ... I have been meeting
the same people all the time.”

A key consequence of the policy involvement of informal social circles was blurring
the state-private divide (Wedel 2009), perhaps best illustrated by the development of
public health technology assessment guidelines used by the Agency to evaluate drugs
applying for state reimbursement. Despite formally representing different stakeholders,
experts creating the guidelines constituted one social circle. The external affairs
manager at a pharmaceutical firm commented:

All prestigious health technology assessment companies [developing reports that
support drugs applying for reimbursement] ... and the Agency [evaluating the
reports] originate from the same community. These are several dozen people who
know each other very well. They have functioned in this small milieu for many
years, studied together, formed a pressure group. Their paths have diverged with
time but their work overlaps.

Being part of the expert group generated “coincidences of interest” (Wedel 2009, p.
12), at least for some representatives of health technology assessment companies
operating based on the public guidelines. The public affairs director at a pharmaceutical
company noted:

[Some of] [t]hose advisory firms utilize in a mercantile way their contacts and
position in the system.... For me, this is a classic conflict of interest—it’s difficult
to advise public institutions [i.e., the Agency]| when being part of the process [i.c.,
developing commercial health technology assessment reports]. Increasingly, this
unregulated intersection is becoming a major potential problem. [WA-19]

There were many forms of informal persuasion, all characterized by a low risk of
“catching anyone red-handed,” according to a Ministry official. The cliquishness of the
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reimbursement policy domain was therefore instrumental in maintaining “deniability”
(Wedel 2009) or “institutionalized unaccountability” (Hausner and Marody 2000) of
both state and non-state actors involved in policy-making. For example, prosecutor’s
investigation of irregularities associated with introducing drug A to reimbursement
illustrates “food, flattery and friendship”, a method of generating extended reciprocity
often observed in pharmaceutical policy in the United States (Angell 2005, p. 142).

X [high-ranking Ministry official] and Y [drug company’s representative] had
close informal contacts. [They] met on numerous occasions both at the Ministry
and restaurants as well as hotels.... the majority of bills for the meetings were paid
by Y.... This ... suggested that it would have been highly likely that Y, ... using
close contact with X, could have informally influenced [X] to introduce [drug A
to reimbursement]. However, there is no evidence that these pressures occurred....
X’s conduct related to maintaining intimate contacts with the representative of a
drug company must nonetheless be considered improper (Prokuratura Apelacyjna
2010, pp. 145-147).

A contrasting form of informal persuasion was “kompromat” (Ledeneva 20006,
chapter 3). According to a high-ranking Ministry official, it was possible to

Imagine that a doctor attends [medical] congresses which a drug company
sponsors for him, together with their ‘intimate side’. And they use this opportu-
nity to take some pictures of him with this girl. Then when this man becomes,
say, a ‘Vice’ [Vice-Minister], they’ve got him in their hands. This dirt is extreme-
ly powerful. [WA-20, 21, 22].

Overall, both the selective informal openness of the reimbursement process and the
corresponding evidence of informal lobbying supported the expectations generated
from Wedel’s clique theory.

Despite their clear preference for informal lobbying, not all drug companies had
sufficiently strong personal connections to pursue it. As a manager at a HTA firm
observed, only “Those who do not have impeded contacts meet leisurely in the evening
with ministerial advisors and [Ministry] officials.” We focus below on the policy involve-
ment of patient organizations to ascertain whether our data were more consistent with the
neopluralist position (independent patient group lobbying) or the corporate domination
theory (patient groups co-opted and used as lobbying instruments by pharma).

Third party techniques

In line with neopluralism, patient organizations enjoyed broad formal access to the
reimbursement process: they participated in “social consultations” organized by the
Ministry, submitted opinions and, unlike drug companies, gave testimonies before the
Agency. Furthermore, patient organizations sought to influence the Ministry through
protests and appearing in the media (Baggott et al. 2005, chapter 11). [WA-23].

In doing so, patients organizations commonly collaborated with pharma, given the
shared interest in the speedy reimbursement of innovative drugs. [WA-24]. However,
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contrary to neopluralism, our interview evidence strongly suggested that these were not
coalitions formed by equal partners. While the interviewed pharma’s representatives
commonly stressed that their relationships with patient organizations were altruistic,
they were often rather critical of their competitors. The president of the local branch of
a multinational drug firm argued:

Often, campaigns are forced and used to exert pressure on drug policy. Cooperation
with patients is very intensive when products are not reimbursed. But what happens
after the product becomes available [in reimbursement]? Then a question can be
asked if this was a real public campaign or rather a way to influence drug policy.

In particular, some drug companies created organizations tailored to lobbying campaigns
linked to specific medicines (Healey 2004, pp. 225-226). A journalist elucidated:

A drug company has a new drug for a certain condition, yet it is not reimbursed....
The firm initiates the establishment of the association, since it has long-term
contacts with doctors, key opinion leaders [in the medical milieu], and through
them it accesses patients dispersed around the country. It also facilitates network-
ing among patients from various places.... Then, patients associate and we have a
new organization.

The association was subsequently involved in “actions favorable for this company,”
as a former high-ranking Ministry official explained. For example, they “organize press
conferences saying that there is a specific drug they would like to have reimbursed.”
However, this is not to say these “assimilated allies” of pharma (Abraham 2009; Davis
and Abraham 2011a) are devoid of motivated members. A director at a public relations
company stressed: “The key thing is to have authentically involved people.... No
communicational actor can control, mobilize patients, make them look credible.”

Establishing the “patient-industry complex” was clearly consistent with the corpo-
rate domination theory, and it involved methods of cooptation familiar from Western
countries like the United Kingdom and the United States (Davis and Abraham 2010).

Some patient organizations were controlled through money transfers (cf. Abraham
2009, p. 959), the situation exacerbated by the dearth of state grants. A high-ranking
Ministry official noted,

[I]f drug company X pays hundreds of thousands of euro, for instance, yearly,
then they say plainly: “We finance your jobs and trips and it must be your role to
explain that our drugs are the best.’

The financial dependence on drug companies is increased due to the dearth of

available state grants. According to a national consultant,

In Poland, the institution of patients’ associations is turned upside down.... It is
not like in the [United] States, where associations acquire money in various ways.
Here, it is only a stream of money from one or another drug company.
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Another method of control entailed the provision of manipulated medical informa-
tion (Health Committee 2005, pp. 75-76). A Member of Parliament stated:

Parents are told that this medicine is super effective and will greatly improve their
children’s state of health. Though all the signs are that this is not true. And those
people, clinging to this fresh hope, contact each other and develop the
organization.

Furthermore, pharma orchestrated the lobbying activities of some patient organiza-
tions. As a key account manager at a pharmaceutical firm recounted,

In Poland, patients’ associations lobby only when given impetus by the firms.
They are simply unable to act on their own and need to be wound up like a
mechanical toy. We need to tell them what to do, write letters or organize press
conferences for them.

Not surprisingly, representatives of patient organizations were irritated by such
allegations. The president of an association of patients suffering from diabetes argued:

Many journalists ... piss me off so much on so many occasions! For example,
[they claim] we defend [drug] companies so much, because they keep me on a
string. And I say that I’'m kept on their insulin, not their string, and that’s a
fundamental difference.

Nevertheless, control over lobbying activities sometimes took subtle forms like the
provision of lobbying know-how. Referring to the interviewee quoted above, the
president of a domestic lobbying firm acknowledged that he had “conducted media
training for him, which was ordered by a drug firm.”

A final method of control involved providing patient organizations with “charitable”
donations of expensive niche-buster medicines applying for reimbursement. As a
director at a domestic public relations firm described,

They [a drug firm] were giving away drugs apparently as a form of humanitarian
aid. Patients got used to the drugs, which were unique in their kind. If the drug is
taken away, you can expect loads of letters to the Ministry demanding its
immediate introduction to reimbursement. [WA-25]

State officials often suspected that patient organizations were mobilized by drug
companies (cf. Davis and Abraham 2010, p. 12). A high-ranking Ministry official
argued: “The industry is always behind patients’ associations. Maybe not always but in
the vast majority of instances.” Nonetheless, the effectiveness of patient organizations
as a third party was still high given their impact on how political elites were portrayed
by the media. The president of a pharmaceutical firm noted:

Politics is strongly shaped by public perceptions. A politician is always a
politician in the first place and only then he is an expert. Obviously, the Minister
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would like to be photographed with serious experts and happy patients ... [and]
would prefer to avoid a smear campaign where patients accuse him of being
denied access to drugs. [WA-26]

Therefore, drug companies were uniquely positioned to offer elites attractive “credit-
claiming opportunities” (Hood 2011, p. 71). According to a representative of an
association of pharmaceutical companies,

When we find the right moment, the decision maker views our help as a blessing.
For instance, we give him the drug and he can present himself as the savior. Or
we can rescue him politically. Or show that the solution we propose will not be
that costly.

Overall, the evidence of pharma’s close control over patient organizations and their
effectiveness as a lobbying tool was more consistent with the corporate domination
position than with neopluralism.

To summarize the discussion of the lobbying methods, our data confirm the expec-
tations of both clique theory (informal lobbying via cliques) and the corporate domi-
nation theory (lobbying via patient organizations acting as “third parties”).

Even so, despite the evidence of powerful lobbying methods directed at state
officials, historical institutionalists might still argue that the institutional set-up of the
reimbursement process could limit clique or corporate control. Specifically, the near
necessity of receiving a positive recommendation from the Agency for Health Tech-
nology Assessment could be a source of independent expertise supporting state auton-
omy in the reimbursement process. We now discuss whether this was the case.

Capturing medical experts

We examine the extent of independence of medical experts from pharma by focusing
on the Consultative Council, the key expert body within the Agency for Health
Technology Assessment, given its role in legitimizing reimbursement decisions taken
by political elites. We analyze the breadth, nature, and consequences of relationships
between the experts and the industry, without, however, making any claims about
individual Council members.

The Ministerial “Register of benefits” (Ministerstwo Zdrowia 2011) reveals that nine
out of ten Council members reported conflicts of interest between 2009 and 2011, a
proportion significantly higher than in other European drug regulatory agencies.’
Table 2 demonstrates three clusters of Council members, displaying high, medium,
and low levels of relationships with pharma. A high-ranking Agency official
commented on this pattern:

> Relationships with the pharmaceutical industry were reported by 26% of senior management of the Irish
Medicines Board; 28% of members of the Executive Board of the Medicines and Healthcare Products
Regulatory Agency in the United Kingdom; and 25% of members of the Management Board of the European
Medicines Agency EMA (Lexchin and O’Donovan 2010, p. 645; cf. Abraham and Lewis 2000, pp. 58-59).
This comparison should be treated with caution due to differences in the roles of these bodies, their size and
approaches to defining conflict of interests, as well as the period of time under observation.
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Table 2 Conflicts of interests reported by Consultative Council members (2007-2008)"

Consultative Council members Number of conflicts of interests (%)
A 41 (36.6%)
B 42 (28.6%)
C 19 (17.0%)
D 6 (5.4%)
E 4 (3.6%)
F 4 (3.6%)
G 2 (1.8%)
H 1 (0.9%)
I 1 (0.9%)
J 1 (0.9%)
K 1 (0.9%)
Total 112 (100%)

Authors’ calculations. Aggregated based on reports from Consultative Council sessions available on
http://aotm.gov.pl/index.php?id=11

“— conflicts of interest reported in relation to 83 drug-related “decisional problems™ considered the Consul-
tative Council

— Consultative Council members’ names are anonymized

A geneticist or a philosopher doesn’t prescribe drugs.... That’s why from the
perspective of drug companies those are not the types of people worth investing
in. On the other hand, in the Council you also have an endocrinologist or
oncologist. They are constantly under pressure, particularly if they are first class
clinicians who prescribe very expensive drugs.

The fact that nearly every Council member had relationships with pharma and some of
these were very close lent support with the corporate domination position, envisaging a
high level of cooptation of medical experts by pharma. [WA-27].

We further examine the nature of relationships between the two sides by delving into
specific types of conflicts of interests reported by Consultative Council members. The
interview data are instrumental in understanding the significance of these ties for the
medical experts (see Table 3).

First, relationships with pharma guaranteed experts’ access to cutting-edge medical
knowledge through sponsored medical congresses (cf. Fishman 2004, pp. 195-196;
Lakoff 2004, p. 263) and provision of research materials (cf. Abraham 2010a, p. 648;
Healey 2004). This assistance was particularly important, because, as a regional
consultant observed,

[A] Polish hospital usually doesn’t have money for salaries or energy, and
subscribing to scientific journals, buying books or ... online access to medical
data bases [is impossible]. I don’t know a hospital director who would do such
things, since there’s simply no money for this.
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Table 3 Types of conflicts of interests reported by Consultative Council members (2007-2008)*

Types of conflicts of interest” " Number of conflicts of interest (%)
Delivering lectures, workshops, scientific sessions 71 (63.4%)
Investigator in clinical trials 13 (11.6)
Membership in advisory bodies 12 (10.7%)
Unspecified research 7 (6.3%)
Participation in congresses and conferences 5(4.5%)
Preparing analyses, reports, publications 4 (3.6%)
Relationships with third parties close to a Consultative Council member 3 (2.7%)
Receiving drug samples 2 (1.8%)
Working as an expert 1 (0.9%)
Unspecified contract 1 (0.9%)
Attempt of contact by a drug firm 1 (0.9%)
Total 112 (100%)

NOTE: Authors’ calculations. Aggregated based on reports from Consultative Council sessions available on
http://aotm.gov.pl/index.php?id=11

“— conflicts of interest reported in relation to 83 drug-related “decisional problems™ considered the Consul-
tative Council

" _ The categorisation of conflicts of interest is inductive

An audit conducted by the Supreme Chamber of Control in a large hospital offers a
quantitative illustration of the extent to which doctors’ research activities are supported
by pharma (NIK 2007, p. 2; a similar pattern was identified in numerous other audited
hospitals, e.g., NIK 2010a, 2010b):

During the period covered by the control, financial donations made by drug
companies constituted 67.6% of all financial donations made to the hospital and
[the companies] were among the most active in financing or co-financing foreign
trips to symposiums and conferences.

Importantly, another report highlighted that in 8 out of 13 audited major hospitals the
sponsorship of conference trips, seminars and training was unregulated and not mon-
itored (NIK 2010a, pp. 54-57) [WA-28].

Second, pharma provided medical experts with financial incentives well described in
Western countries (Angell 2005). For example, some medical experts attended spon-
sored professional meetings in high-end tourist destinations (Ministerstwo Zdrowia
2011). As a high-ranking Ministry official commented,

Trips to exotic places still take place. In Poland, there are no strict rules in this
area.... It is only said that a conference should be organized decently but without

lavishness, and it should not exceed the norms of hospitality.

Nevertheless, the most important mechanism was—Ilike in the West (Angell 2005;
Fishman 2004; Healey 2004)—the clinical trial. Audits conducted by the Supreme
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Chamber of Control demonstrate that in the absence of coherent oversight clinical trials
constituted a system of exchange of favors between some senior doctors and pharma
(NIK 2007, 2010a, 2010b). A high-ranking National Health Fund official charted:

Sometimes clinical trials are a legalized form of corruption. Firms pay vast
amounts of money to a certain professor officially for being the principal
investigator.... However, in reality he’s paid for promoting the drug among other
experts, decision-makers and patients. This form of hidden financing is safer for a
drug company. To pay for consulting or lectures, they need to prepare a contract
and staggering sums would certainly look suspicious there. On the other hand,
paying horrendously high fees for clinical trials doesn’t surprise anyone.

Similarly, audits conducted by the Supreme Chamber of Control in a number of
hospitals demonstrated that clinical trials underpinned a system of exchange of favors
between some drug companies and parts of the medical establishment (NIK 2007,
2010a, 2010D).

Another form of developing financial relationships with medical experts, extensively
researched in the United States, was continuing medical education (Angell 2005, pp.
138-141; Fishman 2004). In Poland, this mechanism offered considerable opportuni-
ties for informal money transfers. As a national consultant noted,

It is obvious that for a lecture sponsored by a drug company I receive a negotiated
fee.... Yet it happened to me several times that I had a lecture for another firm or
even a non-sponsored lecture ... where I was called and told: ‘Look, if you said
this about this and that, we would pay you an additional fee.” [WA-29]

Finally, the research and financial incentives offered by pharma reaffirmed experts’
recognition in the medical milieu (cf. Lakoff 2004, p. 263). This was illustrated by a
high-ranking Agency official’s comment on large research grants offered by drug
companies.

This money does not end up in an expert’s pocket.... He will spend it on his clinic,
his people, PhD students, research; in short, on building his own position in
science. He will not spend it on extravagances, dissipation, a trip around the
world five times. No, he will spend it on establishing his position in science
because this is the thing he values most. For me, this is corruption. [WA-30, 31]

The impact of these lucrative forms of support was reinforced by pharma’s selec-
tivity in choosing their recipients (NIK 2010a, p. 56). A spokesperson for a drug
company emphasized: “If there’s a ‘number one event’ every doctor would like to be
there. But not everyone can afford it.... A firm’s budget is not made out of rubber. We
can send two, three, five people to a cardiology congress.” However, unlike patient
organizations, medical experts could diversify cooperation with firms from their
speciality areas (cf. Lakoff 2004, pp. 262-263).). A key account manager at a drug
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company noted: “Firms obviously compete for ... attention” of a small number of
opinion leaders. In addition, the public affairs director at a pharmaceutical firm
asserted: “Exclusive cooperation with just one firm happens, but only occasionally.
We do not want to cooperate with such KOLs because they are too strongly oriented
towards that firm.” [WA-32, 33].

On the whole, the fundamental importance of relationships with pharma for medical
experts’ professional position was consistent with corporate domination theory. How-
ever, the evidence of informal interactions associated with conflicts of interests, such as
congresses, clinical trials and paid lectures, also gave support to the clique theory,
emphasising informal relationships between members of elite cliques, in this case drug
company representatives and members of the medical establishment.®

While the experts interviewed saw themselves as impartial, they admitted that receiving
pharma’s support could bias scientific judgement. A national consultant explained:

Obviously, firms have the opportunity to influence [experts], because if you’re
preparing a lecture and ask them for scientific materials, they will be very happy
to send you ... loads of articles describing very positive events. And it can even be
done objectively. But in this way you can expect to have a hundred concerning
the positives. But a hundred of negatives you have to find on your own, if you
can be bothered. If you can, you arrive at an objective picture. But if you can’t
and choose the easy way....

Furthermore, conflicts of interest sometimes created privileged access to expert
advisors, which was particularly important given the constraints existing in the formal
consultations between state officials and drug companies. According to a partner at a
law firm, “Firms have access to Council members. Those professors have cooperated,
they give lectures. They have had relationships with firms.” Therefore, the expert’s
structural dependence on pharma entailed the risk of creating generalized reciprocity
(cf. Lakoff 2004, pp. 255-256), making the experts more likely to “take a collaborative,
rather than adversarial approach to pharmaceutical firms” in the long run (Abraham and
Davis 2009, pp. 590-591). One medical expert noted:

The mechanism of exchanging services and favours operates ad infinitum. These
are delayed services. This works like as pointed out in the Godfather: “One day 1
will come to you and ask you a favor. And then you’ll repay me for everything.”

This account clearly resembled the “pharmaceutical gift cycle” model, highlighting
the importance of dependency networks with doctors for pharma’s market expansion in
both the United States and global peripheries (Oldani, 2002; Lakoff 2004: 255-256). In
the resource-poor post-communist context, the risk of biasing scientific judgement was
associated not only with positive incentives offered by drug companies but, perhaps

© This pattern of relationships with pharma was displayed by all major categories of expert advisors, including
national consultants, involved in developing therapeutic programmes. The “Register of benefits”
(Ministerstwo Zdrowia 2011) shows that 19 out of 31 (61.3%) national consultants and their regional aides
invited to Council sessions reported the same types of conflicts of interest as the Council members. These
results should nonetheless be approached with a degree of scepticism due to frequent inaccuracies in
consultants’ reports and a high extent of nondisclosure.
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even more importantly, the anticipated devastating impact of the withdrawal of drug
companies’ support for experts’ careers (cf. Abraham 2009, p. 961; Healey 2004). An
Agency official admitted: “Sometimes it’s very difficult to differentiate between incen-
tives and pressure.” [WA-34].

Without sufficient documentary data we could not compare the voting patterns of
Council members with and without conflicts of interest. Nevertheless, the limited
transparency of the policy process should itself be viewed as indicating bias towards
corporate interests (Abraham and Davis 2009).

Even so, historical institutionalists might still maintain that pharma’s control over
medical experts was constrained by the formal regulations requiring Council members
to report conflicts of interest, which might be followed by exclusion from voting or
discussion when taking recommendations on specific drugs (AHTAPol 2011). How-
ever, like in Western regulatory agencies reports from Council session highlighted a
tension between attempts to control the impact of conflicts of interest and the need to
use Council members’ expertise (cf. Abraham 2010a, p. 649; Abraham and Lewis
2000, p. 59). While experts with conflicts of interest were never excluded from
discussion, they were excluded from voting in 45 out of 81 (55.6%) instances when
reporting one or more conflicts of interest. According to an Agency official,

If they stuck to this merciless, ruthless rule [exclusion from discussion or voting],
especially when there are only five people present, they wouldn’t be able to take a
decision. [Even so,] these are indeed muddled compromises. I'm fully aware that
it shouldn’t be like this.

Lastly, the monitoring of declarations of conflicts of interest was trust-based, without
scrutiny by the Agency or an external body. According to a manager at a health
technology assessment firm,

And what if a declaration [of conflicts of interest] doesn’t reveal the truth? What’s
decisive is good relations with the Minister of Health. The Minister knows who
should be trusted: Those who share common interests with him. [WA-35]

Overall, the structural dependence of medical experts coupled, with evidence of the
“permissive principle” (Abraham and Davis 2009) in managing their conflicts of
interest, enabled drug companies to largely neutralize a key source of expert capacity,
contrary to the historical institutionalist position.

While the data have thus far been consistent with both the clique theory and
corporate domination theory, we must yet examine the independence of the state
bureaucracy, the ultimate source of state autonomy, according to historical institution-
alists. To this end, we concentrate on the career paths of officials working for state
organizations involved in the reimbursement process.

The “Fire Exit” Syndrome

Contrary to historical institutionalism, predicting the existence of a stable pool of career
bureaucrats, we found intensive mobility from all state organizations to the
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pharmaceutical sector. For example, only six out of 17 officials involved in devel-
oping the health technology assessment guidelines, described earlier in this article,
remained in state organizations (as of mid-2011). Those who left joined local health
technology assessment firms (six), multinational drug companies (positions com-
monly associated with lobbying) as well as their sectoral association (three), a
pharmaceutical consultancy (one), and academia (one) (Nizankowski and Wilk
2009; AHTAPol 2007, 2009). On top of the high-level transfers, the most intensive
mobility involved the middle level of organizational hierarchy. According to a
freelance lobbyist, “After two years they move to a pharmaceutical company. This
is the present career model.” By contrast, transfers from the pharmaceutical sector
to state organizations were very rare. A journalist stressed: “Note that cadres flow
only from the Ministry to drug companies and there’s no movement in the reverse
direction.” The prevalence of one-way mobility from state organizations was
consistent with Wedel’s clique theory, not the corporate domination theory, which
would expect to see a “revolving door” pattern. [WA-36].

This “fire exit” syndrome was mainly triggered by low wages in the state organiza-
tions, contrasting with attractive career opportunities offered by drug companies. A
high-ranking official recalled:

A powerful pharmaceutical firm tried to hire me.... They ... offered [me] a
managerial post related to dealing with the company’s external stakeholders....
They were obviously trying to win me over using the argument of high earnings
... people having similar posts to mine had also been corered in this way. They were
offered a monthly payment somewhere in the region of $10,000.... However, if I had
small children, the desire to have a large house and a new car, I would’ve broken down.

A high-ranking National Health Fund official noted that the disparity in earnings between
state organizations and the pharmaceutical sector “‘is a structural problem. The cap on earnings
in public offices is subject to top-down regulations for the whole state sector.” [WA-37].

Also consistent with the clique theory, the outflow of highly trained bureaucrats
and experts entailed the privatization of vital elements of bureaucratic capacity,
especially long-term organizational memory. A high-ranking Agency official ad-
mitted: “T deeply regret that X [a Consultative Council member] has left us. He
was ideally informed about drug prices and sales.... None of us had this sort of
information.” Also, increasingly mobile bureaucrats and experts sometimes
adopted a friendly attitude towards drug companies, a phenomenon highlighted
by both clique and corporate domination theories (Abraham and Davis 2009, p.
590). A Member of Parliament stated boldly: “Those people are very vulnerable to
various pressures because they want to find a good job afterwards.” A middle-
ranking Ministry official described the extended reciprocity mechanism underpin-
ning mobility to the pharmaceutical sector:

Only an idiot would accept money. We should look at the broader context....

There are more subtle methods of influence than paying people. What counts for

them is not only the present, but also the future.

Unlike in historical institutionalism, we observed, therefore, self-perpetuating ero-
sion of state capacity. The resulting bureaucracy moved away from the “rational”
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model, stressing meritocratic recruitment, long-term rewarding career prospects, and
norms of neutrality and disinterestedness (Bourdieu 1994). [WA-38].

As the clique theory would expect, the “fire exit” mobility pattern boosted pharma’s
power through privatized informational capital concerning the highly secretive reimburse-
ment process. An experienced external affairs manager at a drug company admitted:

Ex-officials know how to move smoothly within the Ministry, whom they should
talk to or address a letter to. Though I try very hard, I don’t know this, because I
didn’t work there.

Insider expertise was reinforced by personal relationships, important in direct
interactions with state officials. A freelance lobbyist recounted:

We have someone there with whom we used to sit at the same desk and drink tea.
And this person says that our application is ok, and theirs [another company’s]
will not pass, since it is ‘incorrect.’

The number of personal connections accumulated by bureaucrats-turned-lobbyists
was therefore a key determinant of their firms’ market success. As the communications
manager at a drug company emphasized, “Some [lobbyists] have greater capabilities
than others. If a firm lacks them, it translates into limited access.... [This] can obviously
affect the drug’s chances of being reimbursed.” Crucially for drug companies, both
expertise and informal connections could be drawn not only from top but also middle-
ranking officials, who privatized fragments of the reimbursement process, which
resembled the pattern of informal appropriation of state power under communism
(Podgorecki 1994, p. 50). As a freelance lobbyist expounded,

A firm is reasoning this way: ‘Let’s employ someone who knows other people
from the Ministry. Though he is only a pawn, he has certain insider information
which may be useful in bringing some things closer, speeding [things] up, getting
knowledge about the competition.” [WA-39]

Overall, unlike in the “revolving door” pattern, drug companies’ power was not
increased through bringing their policy perspective to state organizations (Abraham and
Lewis 2000, p. 58), but through the accumulation of privatized state resources.
Therefore, Wedel’s theory was supported over the corporate domination account.’
Nonetheless, the dramatic loss of state capacity, coupled with an increase in drug
companies’ power, suggested that the resulting imbalance of power between the two

7 We must highlight that the importance of the “revolving door” between the pharmaceutical sector and a drug
regulatory agency, especially in the United Kingdom, was to some extent determined by the fact that certain
medical specialities, like toxicologists or pathologists, tend to receive training in the industry prior to working
for regulatory agencies (cf. Abraham and Lewis 2000). By contrast, the “Fire-Exit” syndrome concerned
professions like lawyers or pharmacists, which, by their very nature, did not require a similar period of
industry training. However, the “Fire-Exit” syndrome was not determined merely by the professional
backgrounds of mobile state officials. Rather, the key underlying dynamics of the mobility pattern that we
identified was the massive disproportion between the financial incentives and career opportunities offered by
the post-communist state and multinationals. This made it, therefore, a uniquely post-communist phenomenon.
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sides was even more extreme under post-communism than in the United States or the
United Kingdom.

Finally, it is worth asking a question about the possible durability of the uniquely
post-communist “Fire Exit” syndrome. In this respect, we formulate two hypotheses.
Unless the state capacity is increased through pouring more financial resources into the
state organizations involved in drug reimbursement, we predict that they will continue
to train “privatizing” employees for the pharmaceutical sector. On the other hand,
creating more competitive working conditions in the state organizations will lead to the
emergence of the revolving door familiar from the United States or the United
Kingdom. In that case, drug companies will privatize less state resources, but will still
be able to transfer their policy perspective to the state organizations.

Conclusion

We have argued that in the early 2000s the dominant actors in Poland’s reimbursement
policymaking were multinational corporations collaborating with locally based cliques
comprising political elites, bureaucrats, and medical experts. Therefore, our findings
were best described by a combination of corporate domination and clique theories, with
limited support for neopluralism, and even less for historical institutionalism.

Our data were only partially consistent with the neopluralist position. Patient
organizations enjoyed extensive policy access and some of them managed to secure,
in collaboration with drug companies, the reimbursement of “niche-buster” medicines.
Nevertheless, patient organizations’ poor financial and organizational resources, com-
bined with powerful mechanisms of control employed by the industry, were likely to
turn patients into pharma’s “assimilated allies” (Abraham 2009).

Our data contrasted with the historical institutionalist position. The lack of insulation
of the reimbursement process indicated the state’s diminished autonomy. Furthermore,
the limited expert and bureaucratic capacity suggested a post-communist variant of a
“minimalist state” (Abraham and Lewis 2000) in pharmaceutical policy-making. The
evidence of pharma’s cooptation of key “countervailing powers” (Abraham 2009)—
state bureaucracy and experts involved in drug evaluation—puts a question mark over
the state’s ability to make informed decisions concerning complex medical products,
often supported by questionable scientific evidence (Abraham and Davis 2009). These
challenges in establishing state capacity in drug reimbursement are part of a broader
problem of institutional volatility in Poland’s healthcare during the less than thirty years
after the collapse of the communist system of healthcare provision.

In contrast, corporate domination theory and the post-communist clique theory were
strongly supported by our data. The rapid rise in spending on niche-buster medicines
demonstrated that pharma and local political elites were benefitting from the current
reimbursement regime. Corporate domination theory rightly envisaged the effective-
ness of employing patient organizations as third parties in lobbying campaigns, con-
sistent with the “patient-industry complex” model identified in Western countries
(Davis and Abraham 2010). The prominence of informal techniques involving the
alignment with various domestic cliques, nevertheless, fell outside of the main thrust of
corporate domination theory—that corporations exert influence mainly via the formal
relationships (e.g., lobbying, campaign contributions, support for policy planning
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networks). Further, we did not find two-way mobility between state bureaucracies and
business as in the West, but a one-way mobility pattern in which the state was losing its
personnel. Post-communist clique theory, however, can account for these phenomena.
The pattern of personal relationships, informal influence, and privatization of state
resources involved in drug reimbursement policy fits with the general set of chronic
problems in procurement of medical equipment, clinical decision-making, and doctor-
patient interactions. In a striking resemblance to our findings concerning the blurring of
the private-public divide in drug reimbursement by elite cliques, an EU-led report
concluded, “A lack of sensitiveness to a potential conflict of interest is quite charac-
teristic to for the Polish healthcare” (European Commission 2013, p. 287).

An important distinguishing feature of Poland’s reimbursement policy, contrasting
with Abraham’s (2007) “neoliberal corporate bias” model, was pharma’s weak sectoral
representation and the lack of established, vertically centralized forums for negotiation
with the Ministry of Health. Furthermore, pharmaceutical companies and the state did
not collaborate in promoting a local innovative pharmaceutical sector (Abraham 2009;
Evans 1995). Instead, a partnership was established between multinationals and local
cliques appropriating state power in the field of politics and bureaucracy. Additionally,
pharma used not only cooptation but also coercion to control other policy actors,
particularly some medical experts and patient organizations (Abraham and Davis
2009; Davis and Abraham 2010).

More broadly, our findings suggest that in the early 2000s post-communist cliques
operating in the field of drug reimbursement could be viewed as a “comprador class,”
that is, “indigenous allies” handsomely rewarded for helping multinational drug com-
panies deploy their massive economic resources and transform them into political
influence (cf. Poulantzas 1976). On the one hand, cliques were an “invaluable asset”
(Wedel 1998, p. 93) to the multinationals, instrumental in accessing and influencing
local political elites, experts, and bureaucrats. On the other, enrichment resulting from
financial transfers from Western corporations was likely to make those intermediaries
less vulnerable to, for example, political changes at the top of the Ministry of Health’s
political leadership (cf. Wedel 1998, chapter 3; 2009, chapter 3).

It is important to highlight that we have examined the case of a specific policy, with
a very strong economic position of multinationals, the sole providers of “innovative”
drugs reimbursed by the Polish state. Therefore, the policy influence of multinationals
is likely to be less prominent in sectors with remaining strong presence of state-owned
(e.g., railway, postal services, coal mining, energy distribution) or state-controlled (e.g.,
petroleum, copper mining) enterprises, where political elites can still employ powerful
mechanisms of control such as appointment of board members (Jarosz 2001) and
individual or mass clientelism (Gadowska 2002). Similarly, the emerging domestic
grand bourgeoisie may be a counterweight to multinationals in sectors where it has
gained a strong position, including leasing, banking, insurance, real estate, software,
and the media (Szélenyi 2010). However, any intensive political clash between domes-
tic and foreign capitalists is unlikely, primarily because large domestic enterprises are
typically structurally dependent on foreign firms in one way or the other (King 2007),
and frequently become subject to takeovers by multinationals (Drelich 2011, p. 22).
This is illustrated by military procurement, where major local companies are either
subsidiaries of or closely cooperate with multinationals contractors in bidding for
contracts from the Ministry of Defense (Lentowicz 2016).
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Nevertheless, we expect that the second element of the power structure we identi-
fied, elite cliques, is not unique to drug reimbursement or pharmaceuticals. The
operation of cliques is increasingly well documented, including their ability to place
key members in top positions in politics, bureaucracy, but also private and state-owned
or controlled enterprises, lobbying intermediaries, civil society organizations, and the
media (e.g., Wedel 1998, 2009; Zybertowicz 2005). The evidence of clique activity is
also consistent with examples of selective informal openness of the policy process
(Meyer 2006) and news coverage of informal lobbying involved in the development of
regulations in areas as diverse as recycling or personal lending (Makowski 2015).

Beyond Poland, we expect to find similar patterns of reimbursement policymaking
elsewhere in Central and Eastern Europe especially in the Visegrad countries (the
Czech Republic, Slovakia, Hungary), displaying a similar pattern of deep institutional
reform, resource constraints, and widespread informal access mechanisms to rationed
health services (European Commission 2013). These countries have displayed varying
levels of commitment in importing Western institutions, especially Health Technology
Assessment agencies, to their reimbursement systems, with Poland being an undisputed
regional leader, followed by Hungary, while the Czech Republic and Slovakia show
more resistance to policy diffusion (Gulacsi et al. 2014). Despite the differences in the
formal institutional setup, drug reimbursement has been highlighted as a key area of
corrupt practices in the Czech Republic, Hungary, and Slovakia (European
Commission 2013). Also, locally based informal groups of experts, bureaucrats, and
private-sector consultants—similar to the cliques we identified in Poland—played a
major role in shaping the reimbursement system in the Czech Republic (Loblova 2016),
and informal lobbying and intermediaries are expected to be prominent in all countries
of the region (Kalo et al. 2016). Further, the Visegrad counties have experienced similar
problems with building state capacity in the field of drug reimbursement, especially in
developing and retaining strong cadres of experts and bureaucrats (Gulacsi et al. 2014).
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