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It was on the moral side, and in my own person, that | learned to recognise the thorough and
primitive duality of man; | saw that, of the two natures that contended in the field of my
consciousness, even if | could rightly be said to be either, it wadeouse | was radically

both; and from an early date, even before the course of my scientific discoveries had begun
to suggest the most naked possibility of such a miracle, | had learned to dwell with pleasure,
as a beloved daydream, on the thought of#paration of these elements.

Robert Louis Stevenson: The Stran:q



ABSTRACT

Pharmaceutical companies and the industry as a whole are gargantuan in sizetrondl

in activity, successfuln business, and vitdb the global healthcare delivery structure, but
these companies are as insidious as they are indispensable. The pharmaceutical industry
possesses monopoly over a product of immense vahedicationBeing snall in size and

big in deanand make pharmaceuticadsd thus the pharmaceutical sectigre for deviance

to emerge, and 6Big Pharmad as a criminogerlt
more axiom. Much attention has bgmidto crimes of pharmaceutical companies, butesom
authors claim that were it not for the contribution of doctors, these crimes could not be
committed. Being the gatekeepers of human health, the profession of medicine is mandated
by social contract, specialized knowledge, authority, and autonomy to ferqmatient
interests in the face of industry financial gaimereby acting as a countervailing power to
industry interests which disregard patient needs. Not only has medicine failed to do so, but
explanations are few and far between, tendinguiggesthat the abandonment gfatient
interessis an individual departure from codes of proper medical condsiaogling out a Dr

Jekyll and proposing that he is converted to Mr Hyde. This thesis examines the proposition
of physician culpability in industry aninality, but will challenge individual proclivities as

the source of digression from the medical mandate, asking not only why or how doctors
contribute to, but why the profession cannot curb industryeasdnce. By following the
lifecycle of a pharmaceigtl product and the process of delivery from laboratory to
prescription, the relationships between industry and medicine are identified within the
system of knowledge development of a pharmaceutical product: knowledge production
(medical research and désement), knowledge interpretation (eviderzsed medicine),

and knowledge application (informed clinical practice). It is in this system that industry
medicine relationships are formed, but also within which interests of industry and
medicineconflict. It will be argued that industry influence, and the inability of the medical
profession to rekin the interests of pharmaceutical companies, diverts and renders doctors
incapable of achieving the institutional purpose of medicine. Employingatixairesearch
methodology, 83 interviews conducted in Hungary and the Netherlands between April 2015
and April 2017 construct the empirical backbone of the investigation of industry influence
in medicine. Each account provided an interpretation and reqpda of the realities of
industrymedicine relationships, allowing for furtheexploration of literature, law,
guidelines, and data used to support, verify, and illustrate the phenomena relayed by
respondents. Favouring the view of embeddedness aslanatipn of behavioythis thesis
presents a relational approach to the examination of undue industry influence and the
institutional corruption of the medical profession.
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In my first year as a criminology maséstudent in Budapeghe case of Thalidomide

emerged in the classroom. Despite being advertised in the 1960s as so safe that it could
be taken by expectant mothers toewdi morning sickness, Thalidomide proved to

have adverse effects on the unborn child. These children beerewithout limbs,

disfigured appendages instead of arms and legs, some had fused fingers, or malformed
eyes and ears, deafness, cardiovascular complications, and defects of the kidneys and
digestive tractlt is estimated th&24,000 babiesvere born wih this conditiorworld-

wide, manydying as a result of their defectth 2011,less thar3000 Thalidomide

children were still alivéDove, 2011)The company which placé&thalidomide (brand
nameContergah on the marketdespie evidence of the drug cangi Fhocomelia in

preclinical studies on mice, was never held criminally liable, nor did it ever admit to
wrongdoing. When listening to our professor reiterate the case, a former classmate
could not contain her out r Hoyeouldthisthavw!| mo s t
been allowed to happen, and wiwas the company not held accountabl@?! T h e
professor Walhlswereds fii me you were told t

exisp . I was among those that I|embagdssedito at t h
have done so. All too frequentlgases of incredible injustice adbffused with
comments regarding oneds | evel of naivet)

the world works.

The completion of a mastercourse in the Netherlandsny thesiscomprised a
criminological investigatiomnnto the case of Dr Nancy Olivieri, The Hospital for Sick
Children, andhe drug manufacturer Apotex Inc. In the late 1990s haematologist Dr
Olivieri was involved in researching Deferiprone, a dmigndedto increase the

quality of life for patients suffering from Thalassemide dug cmpany Apotex
became the sponsor of the clinical trial
High expectations of trial success were shattered when Dr Olivierdfevidence that
Deferiprone may cause chronic liver disease in patients. Following her professional
and ethical obligations, Olivieri immediately notified Apotex and the hospital research
ethics committee, with the requestincorporaé the new found gk into the patient

consent form, and to be allowed to follow up on her findings of risk. Her requests were
denied and her data was discredited by scientists hired by Apotex, her professional
competencies were guestioned, she was removed from headinigittad tials, and
subsequently fired from her position at the Hospital. Apotex shut down all clinical
trials, and came to the determination that enough evidence was available for regulatory
approval submission. The battle betwélivieri and Apotexhad gainednotoriety,

especially after it was found that the President of the University of Toronto, Dr
Olivieri6s employer, | obbied the Canadi
medicines patent legislatipn whi ch woul d have plusiresst i al |
operations Apotex was planning to provide the University with a $30 million
donation, which it claimed it could not do if the patent legislation were to be



implemented (Thompson, et.,aP001). Packing too much heat from the scandal,
regulatoryapproval was sought in Europe instead of the US or Canada. Deferiprone
was approved by the European Medicines Agency in 2000, but Dr Olivieri legally
challenged the authorization in the European Court of Justice. The ECJ deemed her
argument s A (TB2600N20031835l5eatiqnd42) and as to any right that

Dr Olivieri may have had in challenging a regulatory drug approval decision, the ECJ
unmistakably negated her expert scientific evaluation.

AUnlike Apotex, the applicant for marketing authorisatio ( € ) Dr Ol ivier
claim entittlement to challenge, in an action for annulment, the scientific evaluation
made by the CPMP and confirmed by the Commission. Admittedly, Dr Olivieri was
particularly well qualified to supply the CPMP with important andlevant
information because of her status as an acknowledged specialist in thalassemia major
and her significant contribution to the research on which Apotex's application was
based. Moreover, the Commission was required, in the interest of public e &dike

into consideration and carefully evaluate the scientific data and the opinions which
she had sent to it. However, in the context of the rules applicable to marketing
authorisations, her role cannot be treated as equivalent to that of an applarant f
marketing authorisation, who participates in the administrative procedure by virtue of
a right which those rules have conferred oa it.

Were it not for the fact that Apotex stopped Deferiprone trials abruptly, or that no
opportunity was affordedtosint i fi cal ly wvalidate or di sj
of increased liver toxicity, this ECJ judgment is the effective depreciation of medical
science to the role of data provider, and deprivation of any right to data evaluation for
marketing authorizatia

Baylis (2003) and &afer (2004) touch upamproblem that runs deeper than whether

the data by Dr Olivieri was substantively right or wrong, turning to ask whether
limitations to academic freedom should run along the boundaries of private company
interests or regulatory administrative processes. The Olivieri case is an assault on
scientific freedom and integrity, the dislocation of scientific argumentation from the
administrative proceedings of medicines authorization, and the inability of medical
expetise to challenge a company even when a drug is feared harmful to patients by
qualified physicians. The Olivieri case was for me, a terrifying thing to assess.
Researching the literature for the mastlesis, | was exposed to numerous other cases

where pharmaceutical companies had been implicated in unethio@l criminal

practices conducting unsafe clinical triglbribing medical professionals, misleading

patients with fraudulent advertising, drug prfoeng, substandard manufacturing
practices, concealing or manipulating research data, and statekilail. From
academicanalysiso t he i nvestigative work of Acru
p.629 and accounts from pharmaceutical 1ind
(Law, 2006) havébeen documentedt! e ngt h, earning the indu
Phar mao (Gol dacr e, 2 QhbWeyer, thik thesis ia hot abautf t h e
pharmaceutical industry criminality.



1.1. BAD PHARMA, GOOD DOIOR?

In 2013 Peter Ggtzsche publishedbaok which takes on another analysis of
pharmaceutical industry criminality, but after listing numerous industry scandals that
took place in the past 10 years under the
i's poignant: A | tote tha mamy of e crimep waultl bametbeeh 0 n
impossible to carry out, if doctors had not been willing to participate in dhem
(Ggtzsche, 2013. 37).

Physicians have not been immune to criticism in relation to crimes of the industry, the
image of doctorseceiving allexpensegpaid trips to conferences in exotic locations
andbeing showered with money and gifts in return for drug prescription loyalty have
made headlines, and filled research publications. The fact that pharmaceutical
companies try to influece medical professionals to promote industry interests
however is seen predominantly as additional proof of pharmaceutical industry evil,
while the doctors they manipulate are labelled asepgorally bankrupt individuals,

if doctors are blamed at all. Medical professionals partake in clinical trials, they
monitor research data, publish findings in medical journals, subject knowledge about
tested drugs to criticism and evaluation, educat& {heers on advancements in
medical science, deliberatever the use of medicines in treatment, and prescribe
medicines to patients.

The Olivieri case depicts an image of absent professional autonomy and ajgindrity
Schafer 6s (200 4)medcalsaentistsirenmained ailenkisface/df y
Apotexd eestrictions on academic freedom and suppression of medical duties towards
patients. Why had those involved, but also the general medical comprenigined

mute and limp in a situation that wduhave demanded dutiful resistance in the face

of pharmaceutical industry intere®tslowever, it is not an intrinsic individual
inclination towards wrongdoing but also situational factors which may induce good
people to do bad thing8Kaithwaite 1948). Eplanations of a good Dr Jekyll turned
sinister Mr Hyde by pharmaceutical industry seductions that evoke a nestling evil in
man is an easy explanation for those unwilling to entertain the idea that there is
something very wrong with the way medicine hagaoized its professional activities
creating an improper dependency (Lessing, 2011, 2013) on the pharmaceutical
industry in the execution of medical practice.

Having been exposed during research to multiple cases in which unsafe, hamehful,

even deadlynedicationgnadeit to market, | question the unavoidable risks associated

with pharma&ological experimentation as a conclusive and persistent explaniation.
consider the profit incentives of the pharmaceutical industry as not only influencing

the evoluton of medical treatment, but incapacitating the autonomy and authority of

the medical profession over the determination ofpgts act i c e, as we |
commitment to patientsin looking to the profession of medicine this thesis
investigates the relatiohgp between the medical profession and the pharmaceutical



industry, taking as its bas¢he pharmaceutical product Idgcle 1 the stages of
pharmaceutical drug production, evaluatiand distributioni a technical process
defined by intern@gonal regulation. In this lifeycle | will examine the activities of the
pharmaceutical industry and those of the medical profession with reganeés roles

in the knowledge produced about a pharmaceutical product (Busfield, 2006), and
where the overarchingoal (Oliveira, 2014) of promoting patient health regaiire
relationships between industry and medicine to manifest alwmgharmaceutical
product lifeeycle stages. | will argue that despite industrgdicine relationships
manifesting asa functional preequisite for drug development, evaluation, and
distribution, the imperatives of the profession of medicine and industry do not
coincide. Industry influence within the profession erodes medical autonomy and
authority, incapacitaig the purst o f me d prafassioeabinterests of promoting
and protecting patient welleing.

1.2. RESEARCH QESTION

Influence, or the ability to corrupt the moral and ethical standing of medical
professionalsis commonly attributed to the role of the pharmaceutical indwsry
financial benefactor to medicine. Pharmaceutical companies provide the majority of
funding for medical research aimed at developing new drugs, routinely engage in
funding and organization of accredited medical conferences and continuing medical
educatonal (CME) event s, finance physiciansdé att
routinely bestow gifts and freebies to clinicians. Attributing these endowments with
the power to corrupt a doctor, and persuade him/her to abandon the ethical duties of
his/her profegsn would however be an erroneous oversimplification which stems
from the use of traditional crimin&gal definition of crimes of corruption i.e. bribery,
which predetermines a guilty mind@this approach failso consider that there is an
entire process of pharmaceutical product evidence production and interpretation,
which precedes prescription practice influenaed it iswithin this process where
industrymedicine relationships are established, and whedeaiimdustry influence
manifests. This thesis will investigate not whether and by what means a doctor would
be manipulated to engage in harmful prescribing practices, but seekvestigate

how the process of pharmaceutical product delivery fails tonmuei the chances of

such a drug making it to the market in the first place.

Assuming a research approach that sedsviouras embedded in the networks of
social interaction (Granovetter, 1985), | argue that it is indusgglicine relationships
themselesthatare corrupt, and it is these relationships that should be assessed. The
theory of institutional corruption provides a fundamental basis for an analysis which
sees influence and corruption as existimghe relational networks (Jancsics, 2014)
between the pharmaceutical industry and the medical professidmot solely as an
interactional outcome. Institutional corruption is defined as the systematic and
strategic, currently legal and ethical influence which is exerted in a fashion that
debilitates an institution from achieving its purpose (Lessing, 2013).



This thesis will examine homdustrymedicine relationshipsmduce the institutional
corrugtion o the medical professigiy analysing the following supuestions.

- What are industymedcine relationships, and whereodhey manifest along
the pharmaceutical product lifgcle?

- What modes of influence manifesithin industrymedicine relationships?

- How do industrymedicine relationshipsender the profession of medicine
incapable ofichievingits institutional purpose?

Regarding the profession of medicine, and in line with this theoretical underpinning
this thesis argues that the legal and often ethically viewed relationships between
industry and medicine identified within activities of indygtunding of clinical trials,

the financing of medical educational events, and marketing to physicians, has
systematically and strategically rendered the profession of medicine incapable of
maintaining its professional integrity and autonomy, and asuét,resunable to fully
accomplish its professional mandate of patient health promotion.

1.3. ACADEMIC RELEVANCE

1.3.1. AEUROPEAN CONTEXT

Industry influence in medicine, studied either under the guise of bribery of doctors, or
the examination of corporaterongdoing, is dominated by American schbla
inquiry, and many case studies involve analysis of companies based or operating in
the United States. The Americanization of pharmaceutical crime | assume to be
multifactorial: spawning from the image of Corpte America, Wall Street as the
manifestation of greed, and the remnants of the Amebecaam which sanctifiethe
individual pursuit of material gain. Another factor may batth combination of
increased journalistic preoccupation with corporate cratity, as well as an
AAmerican injury cultureodo epitomized in |
in claiming redress for consumer injury in civil, or class action lawsuits (Jain, 2006)
making visible the crimes of companies and perhaps indubmgormalization of
citizens actively challenging powerful conglomeratéwever, pharmaceutical
industry criminality is nosolelyan American problem.

Roughly half ofthe global top 20 pharmaceutical companies are American (Angell,
2004), the rest lmeg European, Japanese, or Isradlwever,these companies can
hardly be considered as belonging to one cougiwgn that their economic activity
spans across borders and continents. They are multinational conglomerates with
headquarters in many coues, executing operations in various national and
international markets, and are regulated by national and international law. The
globalization of the pharmaceutical industry has been followed by the international
standardization of medicines productiomakeiation (ICH CGP, 1989 and distribution



(EFPIA, 2017; regulatory harmonization enabling international regulatory approval,
market access, and use in medical care. Regulatory harmonization simultaneously
conforms the relationships between industry aratlicine along the pharmacenati
product delivery chain: poinical and clinical testing, regulatory drug approval, and

the adoption of evidendeased medicine as the cornerstone of Western medical
practice. Adding to academic inquiry, this researchiarelysis of industry influence,

and the institutional corruption of the medical profession in the European context,
more specifically inthe European Union member statef Hungary and the
Netherlands.

Analytical motivation for country selection is |l&lg due to these EU member states
being both geographically, but also socioeconomicalifhe ends of the healthcare
service delivery system spectrum. The Dutch healthcare system is ranketh@s
among the best in Europe, ranking 8th, while the Huagddealthcare system ranks
22nd of the EU 28 in overall health system performance (WHO, 2000). Salaries of
healthcare providers in OECD countries are the lowest in Hungary, and the highest in
the Netherlands (OECD, 2014, FQTI1 EN 2011), while corruptioim healthcare is
perceived to be significantly low in the Netherlands, and high in Hungary (TlI GCR,
2006). These healthcare system characteristics allow for assessments to be made as to
variances in industrynedicine relationships and the institutional raption of
medicine, considering that low financial resources is often seen as a precursor to
corruption susceptibility. From an analytical perspective, an element of comparison
motivated inquiry. The data derived from Hungary and the Netherlands amexteesat

two case studiesand comparisons are made where relevant with regards to the
evaluation of industimedicine relationships along the pharmaceutical product
delivery chain.

1.3.2. A QUALITATIVE APPROAH

To examine institutional corruption is to attemptstody whether an institution is
achieving a purpose. In this instance the theory of institutional corruption applied to

the profession of medicine would require the measurement of whether or not the
medcal profession achieves the purpose of promotion and protection of patient health,
whichis a particularly abstract concept. Institutional purpose achievement is visible in
specific work (action) which has an identifiable goal, the achievement of whidiecan
analysedas being in line with the institutional purpose. As such, the study of
institutional purposeattainmentmu s t t geokinel ugeappfoachwhich assesses

wor k goal achievement and p usrappoosess oft 0 mp at
synthesispf combining the multiple specific goals to evaluate if the purpose that this
combination i mplies is the dra®H4pald). t he i
Qualitaive research methods presented a mode of inguirgreby professionals
described both the formal technical and regulatory structure of medicines
development, evaluation, and distribution, but @lsavidedfii nsi der(Graygc coun't
2013a)of the informal pressures, expectations, and tasks required in specific goal



attainment. Accountwere descriptions of goals, and analysis aimed to evaluate their
institutional purpose compatibilityJsing responderdriven sampling and coldall
techniques, this thesis is based on 83 interviews with 84 respondents, 43 interviews
from Hungary and 41rém the Netherlands. Using respondent triangulation as a
method of respondent interview verification, the sample included respondents from
the profession of medicine, the pharmaceutical industry, and respondents from
government regulatory, medical and phaceutical selfegulatory bodies. Each
interview was conducted with the employment of the Soehsrmeneutic interpre

view method and ceconstructionist interview technique®inkins, 2005)which
allowed consolidation of information sourced from acadeiiterature, formal
regulatory documents, and other interviews. Substantiation of interview ctases,

and examples were followed up on, which leddentification of smaller illustrative

case studies within this research. Using qualitative methgdplovidedaneffective
means of access to respondents, butaatseans of understanding the social networks
betweerhealthcare system actaraptured in descriptions of the divisionabourand
knowledge alonghe pharmaceutical product Idgcle.

1.3.3. AN INTERDISCIPLINARYSTUDY

The subject of this research has been inspired and informed by research from the fields
of white collar, corporate, and organizational criminology, medical sociology, medical
scienceregulatory science, and ethigsyenthat the subject of this thesiscessitated

a multidisciplinary approach

White collar and corporate criminology, as well as organizational criminological
inquiry, look to the analysis of crimes of powerful individuals and organizations which
often go wpunished despite causing incredible damage and injury. Looking to a
corporate culture, crimes of the powerful are explained by organizational situational
factors, and not necessarily by individual propensity to crideeporate crime in the
pharmaceuticalndustry has receivedcriminological attention (Braithwaite, 1984
Dukes et al., 2014putresearcltoncerning the medical professibasgeneratedess
intrigue, limited to the arena of white collar crime and medical malpradgs#ow et

al., 1985 Hoffman, 2009 Miller, 2013) The role of the medical profession in
pharmaceuticahdustry criminality has not yet been comprehensively investigated.

Medical ®ciology on the other harahalysesnedical professionalisnexaminingthe
qualities of the priession withinthe relational context, as regards its pesional
obligations to society, and the balance between state regulation and medical autonomy.
However medical sociological resear@hpreoccupied with the relationships between

the medical profesion and the state, or thiector and the patientnegating the
relationship that medicine has with private pharmaceutical comp@&@usgeld, 2006

Light, 2010)Interestingly enough, the majority of literaturetbe corrosive effect of
industrymedicine relationshipwith regardsto the autonomy of medicinkeas been
written by medical professionals, for medical professionalsmedical journals.
Revealing and incredibly vital as these articles were for this research, a purely medical



analysis is built on the perception that only doctors know enough about medicine to
assess the danger posed by industofy i nfl
medi cal e(xegdson,ile8npc2¢)

Institutional corruption theory was origitly developed to assess the corrosive effect
of Ameri can Congresso f 1 ncampany afihancitge p e n d ¢
(Thompson,1995) and was adapted by Lessing (20@®p a theory which could be
applied to other private and public entitié¢though oten challenged for definitional
ambiguity and lack of applicability outsidef its original context (Dawood, 2014
Newhouse, 2014), institutional corruption theory addreshe abscess on the
criminological palatevhich it keeps tonguinghe bad apple dvad barrel argument.

Not giving primacy to either the individual or the collective, institutional corruption
recognizethat action is embedded in social relations, but more importantly the theory
examinegjuestions of ethicality, addressitig ethics ofight and wrong beyond that
which is capture by legal doctrine.

This thesis will address the gaps in research and thawoyt industrymedicine
relationships and the institutional corruption of mediciffee organizational approach

of white collar andcorporate criminality motivate the embeddednéss/ of human
behaviour in the social networks within which they operate, choosing to analyse the
relationship between industry and medicine. To conceptualize the institutional purpose
of medicine, | have redd on studie of medical professionalism, and authority and
autonomy in medical practice. Medical scientific literature, insights from marketing
studies, and formal regulatory documents shape analysis #dengharmaceutical
product lifecycle. The idenfication of the subject of analysis, the conceptualization

of the goals and purpose of the medical profession, and anafythis context of a
regulated pharmaceutical product delivery system are executed within the application
of the theory of institutioal corruption.

1.4. STRUCTURE

The structure of this thesig the chronology of its chapters and argumentation
follows the theoretical framework adoptedthre researchChapters 2, 3, 4 and 5,
present the literature review, theoretical and conceptual framework, the description of
methodology, as well as the contextual, regulatory,tanoldnical framework of this
research. The ensuing chapters 6, 7, 8 giré$ent the amgsis of research data which
follow the technical order of the pharmaceutical product lifecycle stages of medicines
development, evaluation and authorization, and distribution as described in detail in
chapter 5. Chapter 10 is subsequently the conclugitmsathesis.

Chapter 2: Literatur&eview

The chapter &gins with an overviewof research conducted by the World Health
Organization, the European Commission and Transpail@tesnational, addressing
the definitions of a healthcare system, its actarg] the general phenomenon of
corruption in thehealthcare sector identified in the medicines delivery chain, and the



interactions between various actors within a healthcare syStdmsequentlyresearch

on corporate crime in the pharmaceutical industnglue industry influence in medical
discourse, and the evaluation of medical professionalism will be introduced,
concluding with an overviewf an organizadnal criminological approach.

Chapter 3: Theoretic@llaboration andConceptualization

Merging thevarious insights from research from the fieldeminology, sociology,

and medicine, Chaptel3 presents the elaboration and conceptualization of the
theoretical framework adopted in this research. The arguments for embeddedness are
explained by descriptions of social relations in complex societies, which necessitate
principatagent relationships fagoal attainment. The concept of trust and fiduciary
obligations as enablingrincipatagent relationships is addressed, explaining how trust
simultaneously serves to hide agent deviatimebypresenting white collar crime as

an abuse of trustPrincipal-agent relationships will be applied to descriptions of
interactions between healthcare actors, and how abuse of trust arises within the conflict
of interest inherent tprincipalagent relationships. Conflict of interest as a structural
characteristic bsocial interactions will then be discussed within the framework of
institutional corruption theory. A conceptualization of institutional purpose as related
to the profession of medicine will be addressed in an argument which examines the
conceptsof medcal autonomy and authorjtgnd argues medical autonomy to be a
conditional determinant of institutional purpose achievement. Concluding this chapter
is the identification of macro, meso, and micro levels of medical autonomy in the
activities of medical kowledge productiorand interpretation, which manifests in
medical work alonghe pharmaceutical product ldfgcle and yields the relationships
between industry and medicine.

Chapter 4: The Methodological Audit Trall

Detailed in this chapterare the theoratal and technical aspecof the research
methodology. | will discuss the motivations behind choosing the coustué®d and

the reasoning behind the use of qualitative research methods. The sampling procedure,
respondent triangulation, access to oegfents, and buildingf rapport will be
discussed, as well as the use of method as data. The tactics of the $ecnagiseutic
interpreview techniques, and the importance ofcomstructionism in the interview
scenario will be described. The mode dftal collection, retention and analysis
conclude this chapter.

Chapter 5: More Than a Manufacturer: Rae of Industry inMedicine

The question of the role of industry in medicine will be discussed in detail as pertaining

to interactions between the meglit pr of essi ondés activities
production, interpretation, and application, and the pharmaceutical piddogtle

stages of pharmaceutigaloductdevelopmentregulatoryapproval, and distribution.

A historical overview of the role dhe pharmaceutical industry in medical practice is

given, describing the development of medicines regulation and technical
standardization of the pharmaceutical product development process. Similarly,
offersan overview of how standardization and regulation of the clinical trials process



provided the basidor adoption of evidencbased medical practicand for the
solidification of the role of industry in medical knowledge production interpretation,
and apgctation to clinical practice. A detailed enumeration of laws and regulations
which govern the pharmaceutical product development process on the international
and national levelas well as pharmaceutical industry selfulation and codes of
conduct regarndg medicines advertisingresent the legal framework within which
industrymedicine relationships are governed, while medical codes of ethics present
the textual base for medicines sgtivernance in practice. Additionally, the recent
implementation ofransparency codes requiring the disclosure of industry payments
to healthcareproviders anchealthcareorganizations is introduced. The technical and
regulatory process behind medicines development, authorization, and distribution
presensg the structural &sis for the analytical chapters which follow. Ensuing analysis
follows the process of drug development, evaluation, authorization, and distribution,
and assesses how the macro, meso, and micro levels of medical autonomy are executed
within the drug develoment process in industmedicine relationships.

Chapter 6: Industry Corruption of Medical Knowledge Production

This chapter is the first of 4 analytical chapters in this thesis. Ch@pigr discuss

the relationship between industry and medicine in basal and academic research
bolstered by the pharmaceutical innovation crisis and international policy to promote
public-private partnerships between industry and medical research institulio@s
prominence of technology transfer in medical research, as well as the dominance of
industry funding of clinical research and the reliance of medicine on pharmaceutical
companies to fund research, presents a reformulation of the imgamsch medical
research benefits society. Proliferation of industry funding of medical research
increases risk of bias in clinical trials. The instrumentalist view of clinical testing is
argued to negate physiciansd attesntion
Following the pharmaceutical innovation crisis, industry strategies of limiting
expenditure, and the trends of outsourcing clinical trials pursues the investigation of
Clinical Research Organizatiof€ROs)in clinical trials execution. These CROs,
working for industry, exert pressurder performance on medical professionals,
lessening the control of researchers diielexecution of a clinical trial.

Chapter 7: Between Knowledge Production and Knowledge Interpretation

This chapter explores a less @shed arena altogether, which is the point where the
stages of medical knowledge production and pharmaceutical drug development merge
with medical knowledge interpretation and the stage of pharmaceutical drug
evaluation. Beginning first with an analysit mstauthorization Phase IV clinical
trials, this chapter discusses the function of Phase IV sticdlieereasingheexternal

validity of preclinical trials conducted im controlled setting. This vital function of
postapproval research saidto be abused by pharmaceutical companies as a tool to
increase prescription of an authorized drug (i.e. trials with marketing incentives),
instead of collecting data about réié® medication use, and has earned these trials the
pejorative ilngbetlriafl séseddysi-equippedsor ar e

10
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unwilling to identify the marketing incentive behind seeding triglsen that the
instrumentalist view of medical research, and the desire to contribute to medical
researchsubstitutefor a critical evaluation of marketing incentives, and two smaller
case studies are provided to illustrate this claim. This analysis then evaluates whether
marketing incentives manifest in paeithorization clinical trials, and provides another
case to describe how esting trials also erode professional trust among physician
colleagues. This assessment is then followed by data which discusses the role of
national medicines regulatory agencies in providing doctors with evidence of drug
safety and efficacy (the interpagion and evaluation of clinical trial data). Interview
accounts show how current medicines approval processes contribute to the
instrumentalist view of medical research, and the proliferation of seeding trials.

Chapter 8: Interpreting Science into Pragti¢nstitutional Corruption of Medical
Knowledge Interpretation

The activities of medical knowledge interpretation, the evaluation and interpretation
of clinical trial data for its use in practice, is evinced in the standardizatemdence
basedmedicd practice. Respondents were asked to evaluate EBM in practice and how
this restricted or improved medical treatment decisions. Three vehicles of medical
knowledge interpretation were identified in thractice of EBM; the use ahedical
guidelines, the irportance ofmedical expert evaluation, and the obligation to
participate in accreditecbntinuingmedicaleducational(CME) events. Each vehicle

of knowledge interpretation was assessed in relation to thefmewl role of the
pharmaceutical industry in rdigal education. Medical guideline independence is
examined from the perspective of availability and nature of the evidence which is
implemented in the guideline, and pharmaceutical industry influence regarding
medical guideline authorship. Byay of respamdent triangulation, a Dutch case study
was undertakenwhich reveals the financial and professional relationships between
medical guideline authors and pharmaceutical companies. The second vehicle of
medical knowledge interpretation manifests in a pradess trust in the opinions of
medical expert$ also known as medical Key Opinion Leaders. Analysis argues that
the KOL status is not a status devised by the profession alone, but is consolidated by
KOL financial agreements with pharmaceutical companidse pharmaceutical
industry is then capable of exerting influence by proxy, by concealing marketing under
the trust afforded by KOL expert status. Finally, industry funding of medical
educational events will present arguments for industry influence osearatfitent of
CMEs, by way of financial dependency on the pharmaceutical industry. Presented in
secondary datanalysisfrom the Netherlandgnddata not yet presented or analysed

in this manner from Hungary will beffered as regardsMedical Associatios 0
financial dependency on industry funding of CMEs. A final link is made regarding
financial links between medical associations and pharmaceutical companies in an
argument of conflict of interest, in that medical guidelines are issued, evaluated, and
adoptel by the financially dependeiedicalAssociations.
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Chapter 9: Institutional Corruption of Medical Knowledge Application

The final stage of pharmaceutical product distribution will be exanmritidregardo

its institutional corruption of medical knowledge application. Gleaned from fieldwork,
this chapter introduce coping strategies of medical professional regarding the
immense amount of scientific medical information that must be evaluated by
individual physicians. | will argue that too much information creates pgsity to
devisemodes of access to information which place emphasis on quantity over quality
of information. Two important information sources were identified by respondents;
continuing mectal educational events, and information supplied by pharmaceutical
sales representatives. While CMEs are mandatory for doctors to attend, participation
is a costly endeavour, and financial contributions to individual doctors is seen as the
only viable meas of accessing CMEs, paid to doctors in the form of hospitality costs.
An examination of pharmaceutiéatustrycodes of ethiceeveals that formal doctrine
establishes some form of definition as to what would constitute a rational amount for
hospitalitycontributions, as well as formally designating a preference for funding to
go towards physicianso participation
independent nature. Research datawever shows that such formal textual
designation of CMEs has tle validity in the realife interpretation of doctors
regarding the quality or objectivity of events, the accreditation system substituting
professional evaluation of quality and independence of an event for an emphasis on
guantity- the attainment of edits requiredor medical licensure. Pharmaceutical sales
representatives present a visible form of industgdicine relationships, and although
touching upon their use of seductive marketing tactics in diogghysician
advertising, this chapter evalies the sales representative as an informational coping
strategy for professionals, and an important gatew#yetimdustry coverage of CME
attendance previously described. The sales representative is also the mazgcritici
form of industry influenceand this chapter will conclude that scrutimfydoctors for
fostering relationships with detailers, afat receiving financial support for CME
sponsorshipprompts doctors to devise methods of concealing and confounding the
financial trail of industry hqgstality payments by abusing the loopholes of the very
regulation that was implemented to promote payment transparency.

Chapter 10: Conclusion

Chapter 10 presents the conclusion of this thesis, readdressing the research question
which sought to examine hawdustrymedicine relationshginduce the institutional
corruption of the medical profession. In the evaluation of all the data presented in the
analysis, | present a challenge to myself and the validity of the claim of institutional
corruption, posing ra argumentative question; patients still trust the profession of
medicine, and medical professionals still succeed in maintaining patierbeusd.

How then can one conclude that medicine is not achieving its institutional purpose,
and that industrynedrine relationships have institutionally corrupted the medical
profession? In a final evaluation of the entirety of the analysed data in its procedural
context, | present the arguments for institutional corruption by institutional design, and
inadequate mew-ends pairing in the work breakdown structure, the goal motivation,
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and formalization and communication features of industeglicine relationships.
Reuvisiting the primary theoretical claim, that institutional corruption is manifest in the
relationshipsbetween industry and medicine, and not within the outcome of the
relationship itself, inadequate meagrsds pairing sanctifies any means in pursuance
of a working goal. While the purpose of the institution is served, the constriction of
meansby which to achieve a goal may increasige risk of the distortion of means
ethicality, thereby sanctifying institutional purpose achieverngtiie use of harmful
means, which inevitably spills over into institutional purpose distortion. The analysis
Is reexamined inthis light, concluding with the argument that indugtrgdicine
relationships result in the institutional corruption of the medical profession.
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2.1. CORRUPTION IN THE HELTHCARE SECTOR

The World Health Organization (WHQjrovides very general concepts of health
systems, health services, health service delivery systems, and health workers.
Healthcare definitions for the WHO begin with the definition of health itGefie a | t h

is a state of complete physical, mental and $osgll-being and not merely the
absence of disease or infirmityPreamble to the Constitution of the World Health
Organization, 1948)A globally applicable definition concedes a broad interpretation

of a health systeni but as allocated by the WHO, reque s fda r obust f
mechanism; a welrained and adequately paid workforce; reliable information on

which to base decisions and policies, well maintained facilities and logistics to deliver
quality medicines and technologie@VHO website) A system of healthcare thus

differs from country to country, similarly in Europe and the European Union (within
which this research is conducted) where systems of healthcare delivery are left to
national governments to devise. The system of healthcavegeland the healthcare

sector are different terms, while the systems (modes of finance, workforce, salaries,
policies, facilities, and | ogistics) may
economic and social sector concerned with the pravjsidistribution, and
consumption of heal t hcar &C Suey, 2013p.els). and r
Good healthcare delivery systems and efficiency of the healthcare sector (local and
global) is continuously assessed by international organizationsdgatiding progress

in healthcare delivery as well as its shortcomihgsich as a concern with economic
interests, both public and private, having undesirable effects on the actual delivery of
care to patients such as access to medicines, high pricésl oh@dication, healthcare
insurance coverage, and national healthcare expenditure.

In 2010undertheWHO A GoodhaGoeerf or Medi,Baghdads Pr o g
Sebeti and Serhan (2010 a d d r e s s e dcortugtian inithe pharenacecél

s ect or blic report,assessing the entire pharmaceutical product delivery chain

and the identification of Aunet hical and
access and drive up healthcare expenglitur The del i neation of t|
in the WHO GGM pogramme adopts that of the 2006 Transparency International

Global Corruption Repor{TlI GCR), which focused specifically on healthcare
corruption, and used the following definition:

ATransparency I nternational defines corr
private gainb6. I n the health sphere corr
medical professionals, manipulation of information on drug trials, the diversion of
medcines and supplies, corruption in procurement, and overbilling of insurance
companies. It is not limited to abuse by public officials, because society frequently
entrusts private actors in health care with important public roles. When hospital
administrabrs, insurers, physicians or pharmaceutical company executives
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dishonestly enrich themselves, they are not formally abusing a public office, but they
are abusing entrusted power and stealing precious resources needed to imprdavénhe@a
(T GCR, 2006 xviii).

Taking on this comprehensive definition of corruption in healthcare, the WHO has
identified unethical practices and corruption to manifest within and along the entire
medicines delivery chaiffhe image below illustrates the stages in the mediahain

and the practices which impede proper medicines delivery processes (Bagalletili

& Serhan 201(. 2).

Unethical practices can be found throughout
medicines chai

R&D
priorities

Unlawful
appropriatio
royalties

Unethical
donations

Over-
invoicing

Unethical
promotion

Department of Essential Medicines and Pharmaceutical Policies

Good Governance for Medicines 3

Image source: Baghda&iebeti& Serhan (2010\WHO Good Governance for Medicines Programme:
an innovative approach to prevent corruption hetpharmaceutical sectoiorld Health Report
Background paper 25.

That corruption is more than just abuse of public power for private gain in healthcare
will be discussedh the theoretical chapter becatise issue ofhec 0 n ¢ defirtitiéns

and appliability in organizational crime research is still debated. However, for the
time being, the image above shows that there is a very complex process behind drug
delivery, and corruption manifests along the entire ch@iarmaceutical advertising

and drug pomotion, considered to be the dominant arena of industry influence, is but
only the tip of the influence iceberghe role of the pharmaceutical industry in the
healthcare systens significanf given that access to medicines, availability of
medication for rare diseases, medicines pricing and consequently national healthcare
expenditure, are linked to pharmaceutical companies. Having a monopoly over the
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medicines market, being one of the most profgaindustries in the world, and
occupying a cornerstone position in medicines development, manufacture, and
distribution, makes the industry a vital healthcare actor, but one which possesses an
incredible amount of influence within healthcare service dgjivinfluence which

some argue is more than desirable. Undue influence or the ability of pharmaceutical
companies to sway healthcare decisions and outcomes which benefit their economic
interests has to do with the monopoly over medicines (Silver&teiaylor, 2004),

which means private control over a product that fulfils a public interest.

In 2013, the European Commission (EC) published its repoiiCanruption in the
HealthcareSectoi and took an approach that sourced corruption types based on
healthcae actor relationships. Thus instead of allocating specific stages (activities) in

the medicineglelivery chain, healthcare actor identification and actor relationships

were used as the corruption typology baseline, identifying the risk of corruption
manifesing itself within the diverging interests of each actor. Note that this study
defines the Aindustryo to include phar ma:
companies and intermediary companies. Thditicmal corruption definitiori abuse

of puldic power for privategaiii s once again stretched to
go beyond the criminal law aspects, thus including situations such as conflict of

i nterest, favouritism, etc.0 Most definit
willing actorsi the corrupter and the corrupted. This differentiates corruption from
fraud, which can be committepl7py one sini
Main actors Typology
Provider — Patients Bribery in medical service delivery Typology 1
Industry — Providers Procurement corruption Typology 2
Industry — Providers Improper marketing relations Typology 3
Industry — Regulators Improper marketing relations
All actors (except patients) | Misuse of (high) level positions Typology 4
Providers — Payers Undue reimbursement claims Typology 5
Fraud and embezzlement of medicines and
Providers ] ] Typology 6
medical devices

Source: EC study (201&)orruption in the Healthcare Sectq.51

What is particularlynteresting is that the EC study did not intend to includeatied
Ai mproper mar keting relationso between i
within its study, despite undue pharmaceutical influencegbenost obviously
manifest indirectto-physician advertising (Nis et al, 2005Mintzes,2005,2012
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Spurling, et al 2010 WHO/HAI Collaborative Project2010). It was only during
interviews conducted for the study in 28 EU member states that researchers
acknowledged improper marketing relatia@escribed by responderdastoo prevalent

to be disregarded. This is slightly ironic since improper marketing relations, or industry
influence via promotion to doctors as problematic for medical praetiae already
addressed by a study conducted by the World Health Organization (WHO), and the
NGO Health Action International (HAI) 9 years earlier. The WH@I publication

(Norris et al, 2005) presented its findings on drug promotion, a study born of an
at empt to build and publicly make access
articles, magazine and newspaper stories, articles from drug bulletins/newsletters,
video, radio and television transcripts, and guidelines from organizational and
professiom | bodi es 0., 2008 p.3)in an ereleavow to create the first
database to make accessible all that is known about drug promotion and its influence
over clinician decisions.

Thepublicly accessible database which was up and running ir200@Qis no longer
available, however the study itseffersan extraordinary literature review answering

the questions of 1) what attitudes lay and medical professionals have towards drug
promotion, 2) how promotion affects attitudes and knowledge, 3) whphadim
promotion has on behaviour, and 4) what prometionnteracting interventions have
been attempted. In brief, the study itself is revealing as to what research (the database
containing articles from 1970 till roughly the year of publication) has beecuéed

The WHGHAI metaanalysigsinconclusive, calling for mucheeded further studies.
Although no determinate conclusions could be drawn, the issue of influence via
promotion was indeed introduced as an opportunjtwhich industry could not only

exert influence, butalso manipulate doctors by providing false or misleading
advertising, increase healthcare costs by increasing prescriptions, and induce irrational
prescribing behaviour which could have negative consequences for patients (Norris et
al., 2005).

Presumably the initial intention to disregard improper marketing by the 2013 EC Study
was because advertising itself is completely legal. This type of corruption could be
classified neither as procurement corruption, nor as bribery in medicateserv
delivery, but respondents in the study claimed that the influence of industry actors over
prescription policies and practices of healthcare providers is the most problematic
element in the industryprovider, and industryegulator relationships. Furthe
assessment led to the study identifying subtypes of improper marketing relations, as
well as its features the direct influence of prescribing behaviour through either-quid
pro-quo dead or indirect influence through creation of loyalty to a companylpcg
exerting undue influence over positive list promotion, and influence within the
medicines or medical device authorization processes. The modes of influence can be
present in the exchange of money and/or gifts, paying physician hosptiadity
(conference attendance), sponsorship (research or equipment) and consultancy
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contracts. These are not categorically corrupt behaviours, but hold potential for undue
influence and thus improper marketing relations (EC Study,,3073)

The ECstudy is a good starting point for further research but it is the only European
Union study of its kind. Being part of the EU As@brruption Package adopted in
2011, it highlightedcorruption in thehealthcaresector as an area that should be
monitored vithin EU Member States and complemented the EU Commission Anti
Corruption Report published in 2014. However, the Aldiruption Reportwhich

was scheduled to be published every 2 yeass dropped by the EGommission
(Nielsen 2017).In a letter to thehair of the EUParliament's civil liberty committee,

and the Presidency of the Council of the European Union, Frans Timmermans
questioned the necessity of further such reports, being that thetdillgtwas deemed
iImmenselysuccessful in initiatingaprc ess of change. AWhil e
useful in providing an analytical overview and creating a basis for further work, this
does not necessarily mean that a continued succession of similar reports in the future
woul d be the b’42sJanuarp2017). rangparencydntemhational (TI)
was not as convinced of the decis{dlielsen, 2017and has not let th@atterrest. In
June 2016 TI published its own research c
under the Tl Pharmaceuticals & &thcare Prograngimilarly to the WHGHAI study

(Norris et al., 2005)TI examined corruption along the medicines chain (TI Study
2016a), interviewing 37 key informants and supplemeritedanalysis with case
studies. The TI study is slightly more descriptive regarding industry influence in the
medical profession, broadenintpe conceptof marketing influence toinclude
manifesationsin medical research (pestarketing studies) and indussponsorship

of CMEs in addition totraditional advertisingracticeqsales representatives). Thus
marketing takes on a malleable understandexdendng to influence outside of
defined advertising practices.

TI published another, more categorical stildpi agnosing Corrupti on
(T1 Study, 2016b), building on its prior publication amdich included media report
analysisaliterature review, an online anonymous survey, and interviews with industry
compliance officers, healthcare fraud andrgption investigators, and specialist
physiciansit identified3 7 t ypes of corruption in the |
8 categorieso: health system governance
development, marketing, procurement, produstrdiution and storage, financial and
workforce management, and delivery of health services. A focus on pharmaceutical
industry criminality spurs further antorruption initiatives and studiesspecially

healthcare actor and medical service deliveryrtloaientated inquiryand thesare

profoundly important in thaguchstudies place pharmaceutical industry criminality in

the larger context of the healthcare system. These studies and reports address industry
criminality not purely as a corporate attribubut one which sees corruption as an
opportunity that arises within a complex system: corruption as opportunity and not an
inherent corporate evil. Additionallthe role of healthcare professionals in healthcare

7 http:/transparency.eu/wgontent/uploads/2017/02/201701B6tter-FVP-LIBE-Chair.pdf
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corruption and in particular physiciaoonduct is receiving critical attention. The TI
studies (2016a, 2016b) see medical research and development, consultancy contracts
between industry and physicians, sponsprsif medical educational events and
physician attendance, and advertising to [igses as instances where undue
influence, conflict of interest, and corruption may occur.

Establishing that corruption is rife in the healthcare settieproblem identification
comeswith aninitiative to conjure a solution, or reduce opportunity for corruption.
More often than not, and especially in casbereresearch and analysis is taken up

by international bodies such as the WHO, HAI, the EC, and TI, solutions seek to
expand upon alreadexisting definitions (i.e. corruption), or development of
additional regulation, guidelines, or policies that sanction, control, or minimize
corruption. Although revealingsthese studies are,ragulatedsystems perspective

runs the risk of viewing heficare delivery systems as a mechanical functional
process. The actors identified within the healthcare system are much more complex
entities fulfilling also ethical roles, and each institutional actor is endowed with goals
or interests which produce thadis of an institutional goal towards which institutional
members work. Informed by the aforementioned studies, this thesmsto focus in

depth on the relationships between the pharmaceutical industry and the medical
profession.

2.2. CORPORATE CRIME INHE PHARMACEUTICALNDUSTRY

Pharmaceutical companies and the pharmaceutical industry as a collective is defined
asthosecompani es MAinvolved in production, (
Study 2013 p.15) of fAany chemi cal abdiagnesis,cures e i nt
treatment or prevention of diseapsd4)d Dire
The criminogenicity of the industry is well document8dr a i t h(0o84) sty s

on corporate crime in the pharmaceutical industry is the first and most comprehensive
empirical cr i mi nol ogi c al anal ysi s of i ndustr:
pharmaceutical industry has a worse record of international bribery and aamrupti
than any ot her i ndudmthe safetytésjingofdragh{ 6 pr g nad
a disturbing record of criminal negl i gen
(Braithwaite, 1984p. 5). The pharmaceutical industry has become a classroont poste

child for corporate and white collar crime studeigisen that its actions epitomize

crimes such as fraud, antitrust, collusion, corruption, bribery, and illegal marketing.

The victims and harms generated by these crimes are identifipbkeentssuffering

health deterioration and sometimes even death. For pharmaceutical contpanies
responsibility for aligning business decisions with societal interests comes with the
Aparticul ar mo n o p o mediginal t plodugtsMpnomlese gaver o v er
i ( uiesiinlparttcular), have historically been recognized as different and are subject

to more stringent & €aglari200épn2€0).t so ( Si |l ver si

The subject of pharmaceutical industry deviance has not been limited to the outsider
criminological oracademic study; insiders have published their own accounts of just
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how badthe industry really is. Marcia Angell, former editor in chief of the New
England Journal of Medicine (one of the most prestigious scientific medical journals

to this day) published a damniegposéof drug industry business practices: inflating

drug researchral development cosis orderto hike drug prices, feigning innovation

and product improvement, abusing patent regulation to extend market monopoly,
concealing bribery as philanthropy, and feeding advertising through educational and
scientific funnels (Angll, 2004). Drawing on 21 years of experience at the NEJM and
being a qualified medical doctor, Angel |
responsible industry. Ben Goldacre, epidemiologist and advocate for clinical trial data
transparency andondemne o f ABad 9 and quackeryy) asgessdd On8a
similar vein the deceptions of ABadk Phar
manipulation of medical research and clinical trial technical design. Goldacre
advances criticism with suggestions asmhat can be done by doctors and patients

alike, and goes further than pure industtgndemnation implicating a failed
commitment to accessibility, transparency and independence of scientific data by
academic medicine, professional medical organizatioesglical ethics committees,

medical journals, and regulators (Goldacre, 2012

Pharmaceutical industry misconduct has been documented in case study analyses
which focus on single pharmaceutical scandals such as the likes of Thalidomide
(Knightleyet al, 1979) or Vioxx (Nesi, 2008), exposing multiple crimes in a collection

of industry cases (Law, 200&gtzsche, 2013) or executing research into a specific
medical profession psychiatry being one of the commongeis (Healy,1997,2004

Whitaker 2001 2010; Whitaker& Cosgrove, 2015) or exposed by whistiblowers
documenting personal experience of criminality at specific pharmaceutical companies,

such as Pfizer (Rost, 2006) or Hoffmbha Roche (Adams, 1984). Dukes et(2D14)

revisit all the crimes ofpharmaceutical companies, from fraudulent and biased
research, unsafe drug manufacturing, unethical and illegal marketing practices,
manipulation, corruptiorcounterfeiing, fraud, antitrust, racketeering, price fixing and
cartelization, and conclude wifld lessons to learn. Pharmaceutical (corporate) crime
Akill s and defraudso and these practi ce
employees who remain committed to ethical conduct, lack of protection for whistle

bl ower s di ssuades tuhteom fQoomp aifs peakwiilnig)
Ascapegoatingd when accused of criminal.i
phar maceuti cal productiono all ows evadi:
understanding and awareness. Regulators must adopt sstakgtiolder approach in

the issuance of regulatory controls, because legal loopholes provide opportunities to
Agame the | awo. Corporate Soci al Responsi
be an obligatory requirement. The reduction in truly innovativgsircoming to

market will affect not only industry profitability, but provides opportunity to challenge

thei ndustryos basal argument of mai nt ai ni
investment returns. (Dukes et,&014 pp.275278).

The picture painted is not just of industry criminality, but of a worsening phenomenon
suggesting that the boundaries of industry evil are elastic. As to a solution, increasing
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regulation and tightening standards seems to be the only answer, albeiedmrats

such as substituting sanctions for incentives to adhere to the law and the interests of
patients, public shaming of companies, and increasing public and regulatory awareness

as to industry deviance are argued for (Dukes.ek@ll4). One of the nsb drastic

measures is a call for the reformation of the drug patent system, eliminating much of
the deviance which comes from patent e X (
(Schafer, 2004) which advocates that financial relationships between induastry

medicine should be severed completely. The arguments for sequestration are spurred

by the indignation witltheindustry playinga much more prominent role in medicine

than some seasproper. SilversteimndTaylor (2004p.255) cal | it an
industryo which manipul ates with money. T
as the source of all evil deeds; the ind

of the law, and the possession of money softens the blow of retaliation.

Peter Ggtzsche, epidemiologist, head of the Nordic Cochrane Centre and- an ex
industry insider, sees industry criticism as only one side of the story, claiming that

while continued industry malfeasance has scathed healtticase devastating crimes

of industryare rarely possible withouwtctive contributionby physicians (Ggtzsche,

2013) . Hi s book, which alleges an alread:
unapologetic criticism describing how pharmaceutical companies disregard patient
interests andbuy-off individuals, professionals, institutions, organizations, and
regulatorsvho should constrict the abandonment of patient interests for the industry

pursut of profit. Upon providing clear, and concisely argued descriptions of the crimes

of industry, the fAsystem failuredo of hea
where AThe control of medical practice by
ofpai ents very well, and is not compati bl

(Ggtzsche,201®.264) . Ref or m, ,ispossBlB onky byernseidge vi ew
independence of academic medicine and clinical trials from pharmaceutical industry
funding, evaluation of clinical trial design, public funding of drug regulatory agencies,
increased evidentiary requirements in drug approval decisions, transparency of clinical
trial data, introdutton of financial conflict of interest transparency and enforest

of incompatibility clausesand theeradicaion of industry control whichs exered
predominantly through monetary influence. These studies, memoirs, journalistic
investigations, case studies, and professional accounts chatlemgany slogans of

pursung patientwell-being above all else. fiat corporations care only about the

bottom line is nota revelation since media, and popular culture has made sure that the
owal | street wolvesd6 and corporate cri mi
medial professionals are unable to ensure that our medicines are really helpful, and
thattheir inabilityis rendered by industry influeneehich permeagsmedical practice.

Industry influence as having infiltrated medicine to the point of coercion is a
discwssion which is condensed within academic medical literg@angely comprising

doctors writing about doctordor doctors.
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2.3.UNDUEINDUSTRY INFLUENCEN THE MEDICALDISCOURSE

Although criminogenic itself and prone to exploiting its monopoly over medicines,
industry criminogenicity is also describedterms ofits ability to unduly influence

other actors in the healthcare sectorexercising influence predominantly with

financial seduction. Undue influence over the activities of the medical profession has
generated large body of literature, which describes this phenomenon, most of which

can be found in medical journals, medical ethics journals, and business management
publicatons. Often focusing on the fiscal power of industry, medical professionals
recognize that AThis excessive financi al
lobbying power allow the industry to dictate the rules of the healthcare game to serve
itsinterst s at several | evels. The industryaods
of the patients and .201l8pp.4d-8)cindestryyfunding &t a ma t
medical activities is prolificandL e x chi nds (1993) asesmamiies ment
locates industry influence to be manifest in the activities of 1) company funding of
clinical trials, 2) company funding of continuing medical education (CME), and 3)
information received by doctors from pharmaceutical sales representatives.

Pharnaceutical companies fund the majority of clinical trials across the gkibkgt

al., 2015),and they areestimated to finance 706% of clinical trials in the United
States Bodenheimer, 20Q0Chopra, 2003Sismondo, 20072009§. In the EEA and

the European Union, about 619% of clinical trials are sponsored by pharmaceutical
companies (EurdraCT official statistics, EMA website). That industry funds the
majority of clinical trials also results in industry skewing medical research to focus on
answemg questions which benefit sponsors rather than addressing societal needs
(Angell, 2000, 2004 Lewis et al, 2001 Ggtzsche, 20)3funnelling money into
research which has a higher probability of producing a marketable drug than
developing new knowledge.part from controlling the subject of research, industry
funded clinical trials have a higher probability of producing results that are favourable
to the sponsor than trials that are financed bgmotiorindustry sources (Davids,

1986 Ridker & Torres, BOG Lexchin et al 2003, 2012 Sismondo, 2007, 2008
Stamatakis et al., 2018undh et al, 2012 Lundh et al, 2017). Clinical trial design

may predetermine the production of positive data (Dukes, &4 Lexchin, 2012
Goldacre, 2012Brown, 2013). Seife (2015) assessed clinical trials that had received
a clasffication of Official Action Indicated (OAI) by the US Food and Drug
Administrationi an AOI is the most severe classification given if inspection of a
clinical tr i abjectionablefcanditions orpracticesssigraficafit@nough
to warrant r egul atpcER)yTrigdscthat weraftaumd toh&edafee , 2 C
of falsification of information andadverse drug reaction reporting, clinical trial
protocol violations, badecord keeping, and problems with maintaining patient safety
and informed consentvere given OAI classification. The study outcome was not
purely violation identification in trials, but undegporting of these violations in the
peerreview study publications. Although industry funds the majority of clinical trials,
this study did noassess any correlatiavith clinical trial sponsa, and there is no
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evidence to suggest that the quality of industiyded clinical trials is better or worse
than independent studies (Lexchin, 201&Yors in a clinical trial may manifest in

both industy and noAi ndustry sponsor ed studi es, h
analysis did reveal that promoting positive results of clinical trials was a common
tendency inindustty unded resear ch. Hi s suggesti ons:s

to raise issue with fuding preferenceor the design of trials so as to generate
favourable outcomesas somethingnduced by a fear of investment termination if
results fail to impress the sponsor. The literature on industry influence in psychiatry is
particularly condemningclaiming that data establishing the ironic litketweenthe
use of antidepressants and increased suicidal tendertass beenpurposefully
covered up by pharmaceutical companies (Healy, 1997, 28@#daker 2001, 2010
Whitaker & Cosgrove, 2015). Uncertaior problematic data from clinical trials has
also been identified in other areas of medicine; cardiologyv@&statin Greenland
Lloyd-Jones2008a 2008H, reproductive medicine (Hormone Replacement Therapy
Fishman, 2004), endocrinology (Diabetes, Rosiglitazonee@o2010Drazen at al.,
2007), and analgesic medication (Vioxx: Hill et 2D08)

There are also other means of trial result distortion which does not require deliberate
data manipulation. Melagter et al.(2003) correlate industry funding of clinical trials

to publication bias in medical literature by methods of selective publication, selective
reporting, and pooling clinical trial results i.e. hiding a negative result under many
positive resultsor publishing single articles on an unsuccessful trial while publishing
multiple articles on a successful trial. Bias in pemfiew literature has raised the issue

of conflict of interest between pharmaceutical companies and study alrRlosset

al., (2008) document howdrug company Merck paigrominent doctors to write
favourably about the compabydrug Vioxx for example or companies may simply

pay doctors for their namédisting them among the publicatiorauthorsdespite no
actually contribution to the research. The latter is known as -ghdstg, wherein
pharmaceutical company employees write an article, and doctors are paid to add their
names as authors, providing the article with an academic validity. -@hitisig,
however, is very difficult to prove, and is often limited to case studies such as Vioxx
(Ross et al 2008), Prempo (FugBerman, 2010), Zoloft, Paxil, Seroxat, and
Neurontin (McHenry, 2010), although the phenomenon is considered a general
problem (The PLoS kdicine Editors, 20095 gtzsche et al, 2007).

Ghostwriting is linked to the weldocumented phenomenon of conflict of interest in
financial relationships in the form of consultancy agreements between reputable names
in the medical profession and pharmatteal companies, studied under #egis of

the Key Opinion Leader (KOL) phenomenon (Moynihan, 200&ynihan et al 2002

Dukes et al 2014 Sah& FughBerman, 2013Sismondo, 2013). This particularly
deceptive form of influence relies on the status @rofessional recognition of experts

in the field, who are souglout and paid by companies to promote their products in
medical journals, conferences, and medical educational events (LiRekéigrini,

2003). Not only are KOLs described as industry ggplersons but also as industry
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pens, since these KOLs are also called upon to author medical guidelines (Choudhry
et al, 2002 Moynihan et al 2002), and Medical Associations which issue both codes

of ethical mediclconductand clinical treatment guidaks are also heavily financed

by pharmaceutical companies for the organization and realization of Continuing
Medical Education (CME) which doctors are mandate attend (Rothman et.al

2009 Stamatakis et g12013 Rodwin,2012,2013 Field & Lo, 2009 Brennan et a|

2006 Moynihan, 2003).

Industry influence is most heavily described in the advertising and seduction tactics
employed by pharmaceutical sales representatives (also known as detailers) to coax
doctors into prescribing a particular drug.diors are many times the beneficiaries of

free merchandize and other perks offeredcbgnpaniesthe most visiblébeingthe

small gifts and company braimhme embellished paraphernalia; pens, notepads, stress
balls, calendarstc.which adorn the officesf@hysicians, usually left there as a token

after a visit by a pharmaceutical sales representative. Numerous researchers have
drawn correlations betwedhe number of sales representative visits and changes in
prescribing habits (Wazana, 2Q@ldani, 2004Chimonas et al 2007 Watkins et al

2003 Fischer et aJ 2009 Norris et al, 2005). Advertising works, and although
doctors are confident about the insignificance of a pen, social psychology suggests that
even gifts of small value can produce fegirof sympathy, reciprocity, and loyalty
towards a company (McFadden et @007 Sah& FughBerman, 2013). The giving

of gifts has been subject to stringent regulation in the US and more recently in Europe,
however sales representatives are able to talk doctors into accepting gifts, or persuade
themwithout gifts by employing conversationalctics such as reminding doctors of

their personal sacrificéslengthy education or serving the public (8ahoewenstein,

2010) and thus dignify feelings of deserving of perks offered. Detailers are also trained
in various conversational methods, thlee$ of whch Edwards (2011p. 31) calls
Afanecdot e circleso whi ch i nvol ves dr awi
conversations while evading subjects that may cause confrontation, building trust and
sympathyfrom the doctor.

These studies are as iorpant as they are astounding, and the reader may start to sense
that industry influence in medicine is prolific, extending further than just the practice
of medicine in the clinic, and comprsséar more than the sales representatnd
influential advetising. Influence extend® the manipulation of medical science and
research, as well as medical guides, medical literature, and CME#dustry
influence is generally described as an external pressure from the outside, its ability to
influence medicie is due to its financial dominance, whereby it exerts influence by
holding hostage the money that is needed to conduct medical activities (executing
research, publishing papers, and organizing medical conferences and educational
events) or by using moneg a tool, relying on the cardinal sins of human avarice and
vainglory to inveigle doctors into sacrificing or disregarding their duty to patients and
society. Although riches, power, and status are tempting to acquire, an approach that
describes undue ifence as an individual fall from grace supports a simplistic
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explanation of people being an amalgam of good and bad, and behaviour as being the
product of effective titillation awakening an inherent dual disposition. Additignally
influence as explainedybindividual susceptibility tothe economic power of the
pharmaceutical industry strips physicians of their agency, seeing medical professionals
as puppetsvho areunaware and helpless in the face of influence. Inquiring into the
validity of medical profesional weakness brings to the fore a discussion on medical
control over its professigas well as its demise, which is studied in most detail within

the medical sociological literature.

2.4. REFLECTIONS ON THE BDICAL SOCIOLOGICAL
LITERATUREONTHEO # (! . ') . ' . PRCGFESBIONAL
#/1 .42, 0

Scholarly literature has brought the legitimacy of medical autonomy and dominance
under question discussed as the phenomena of (de)professionalization,
proletarianization, bureaucratization, industrialization, @mgboratization of medical

practice (Cheraghbohi& Calnan 2013 Calnan& Spyridonidis 2011, Calnan, 2015

Sullivan, 200Q0Lee& Tham, 2014Rastegar, 200Rees, 20085ah& FughBerman,

2013). Criticism towards the legitimacy of medical autonomy @repe s t hat it
organi zation of <clinical care i s more a I
2008 p. 390) and that the growing complexity of bureaucracy and healthcare
management has changed the role of the physician. As such, the physdacdrae

a fAstrangero who provides servig&cfleamon beh
2000); industrialization, standardization and corporatization have reduced the medical
profession to an externallyontrolled executive entity acting upon cbsnefitand

efficiency incentives rather than traditional Hippocratic ideals (Sullivan ;2000
Rastegar2 0 0 4 ) . I ntegrity requires that nAonedod:
beliefs, val ues a,A013pclO)nand rastricéongimrsaoton@uga r k s
practice may disrupt medical integrity. Relman (1980) analysed the rise of healthcare

asaforpprofit service, and named t dmedcinlas t he
compl exo which he defined as the fnsarge ¢
engaged in the business of supplying heal

p. 963). The medicinéndustry complex or the industrialization of mediciaegues

that adecline of medical professionalism, autonomy, authority, and professional
dominanceéhas occuredThe loss of autonomy and the rise of business in medicine are
reflected in the evolution of medicine as a wshtrolling profession, and
ABureaucratic organization is assumed to
traditond 'y i mputed to t hd98pp.X0f. essi onal 0 ( Fr e

Modern medicine as we know it today, its organization, as well as its professional
dominance traces its history to the development of Western Medicinthe late
1800s Until the end of the 1®centuryit wassolelydoctorsthatconcerned themselves
with the organisation ofclinical practices of treating patients and making
advarcements in medical technolagyut the practice of medicinavas still
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characterised bgnormous uncertainty, different treatments succeeding more on a
whim than on proven efficacy, and largely not successful enough to warrant monopoly
over the ability to cure (Cockerham, 201B)was during the 1®and 2¢' centuries

when the professionf anedicine sought to institutionalize its societal, economic, and
political power, ultimately envisaged in the right to dominate the content of, as well as
the right to selregulate, medical practice (Freidsd®70). The medical profession
aimed to achiee dominance over work by exercising control over the number of
physicians through reformation of medical education and licencing requirements, and
by gaining economic protection by the state from other healthcare practitioners. This
control over professiwal work eventually led to doctors establishing private practices
(fee-for-service), determine qualification standards for physicians, and curb any
external parties from dictating the circumstances of the deetieent relationship.

Until this point, theprofessional nature of medicingthough based to some extent
upon generally acceptethedicalknowledge, was still fighting for legitimacy over
monopoly of practice. The eventual consolidation of professional power came after
World War Il (Timmermans& Oh, 2010) , an era known as
doct or i ng & Marbkauk2002Caingn, 2015), and was largely indebted to
advances made in the science of bacteriology and germ theory (Louis Pasteur and
Robert Koch) which lead to the identification oétbrigins of many diseases such as
typhoid, tetanus and diphtheria. It was this scientific revolution and the discovery of
penicillin by Alexander Fleming in 1928, which provided the scientdithnological

basis for the solidification of professional dimance. Doctors achieved complete
autonomy over their practice by both institutionalizationthefprofession under the
aegis of Hippocratic nors) as well as grounding itself on a body of scientifically
founded knowledge.

The golden age of doctoring, thehievement of professional dominancewpn and

control over the fieldand the practice of medicine, ironically lead to its demise. Light
(2001) describes the conflict occurring between the medical profession and the state
as the conflict that resulteflom the medical profession being allowed to create
demand, through its ability to control t
rapidly and a growing number of social problems, such as unruly children, alcoholics,
political dissidents, and oth&g became medicalized and treated with drugs, surgery,
or ot her t ec hnimllb73 While hailed fgrhits ¢ontribuidhg to
societal health, the medical profession was seen as creating its own demand, and thus
contributing to the rise of h#hcare coststhe monopoly over healthcare provision
allowed physicians to abu#feeir position for profit (Timmerman& Oh, 201Q Light,

2001). Autonomy sought by the medical profession ended up becoming its enemy,
with feefor-service driving ughealthcare costs while individual physician autonomy
allowed for the profit motive to simultaneously maintain the inconsistencies of
healthcare delivery (Light, 2001, 2010), ultimately eroding the trust in the altruistic
gualities of the medical professiofo cut back on healthcare spending, and remedy
the inequalities of healthcare delivery, as well as hold physicians accountable for their
practices, government regulators introduced managed care, as well as different
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systems for replacing the féer-senice model by cracking open the protected
professional market through private insurance schemes. (Timme&n@is 2010

Light, 2001). This process, beginning in the 1970s, led to what medical sociologists
call the end of thdigolden age of doctoring and this is also the period when
sociological inquiry took to the analysis of the medical profession and its ability to
retain its autonomous nature. The advancement of medical knowlenlgever is

also characterized by ambiguity and uncertainty (Karremaal.,e2002 Abraham,

1997); treatment and caege infused with many risks to patients thdespite best
intentions,may be unforeseen by the medical professional. Bureaucratization in this
sense can be considered an answer; an operative intentionlipestaicertainties and
reduce risk to both patients and physicians. Standardization in quality assurance, and
the introduction of clinical guidelines in this sense alleviates the possible negative
implications of full autonomynamely the great variatios medical care provided by
physicians of the same specialization (R&808 Rastegar2004). An example of

this debate is the study by Chera§uhi and Calnan (2013) examining whether the
implementation of a Quality and Outcomes Framework (QOF) inpthetice of
General Practitioners (GPs) in the UK affects individual physician discretion in daily
practice. GPs were generally convinced as to the benefits of a standardization system
and saw it as a necessity for equality in treatntéoivever other GBwere concerned
that ®hQ@@RKJes t he c on gcpatierts therf concp@inirg wfittea t i o n
impersonal nature of GP visjteshile healthcare management cregtesssure that
ultimately directs focus away from the patient to constantly thinking about the
bureaucratic 0-Bahi& Calnman 2013® 35). Th€ dekatesyayding

the degree of management and quality control in medical practice is stjdiog;
however bureaucratic management is not the only challenge to medical autonomy. The
erosion ofthe professional autonomy of medicine is also expressed in the arguments
aboutdeprofessionalization and proletarianization. These two concepts deseribe t
relationship of the medical profession in relation to the public (deprofessionalization),
and in relation to the institutionalization of medicine and state controls over the
provision of healthcare (proletarianization)

The deprofessionalization thesileveloped by American sociologist Marie Haug (In:
Calnan, 2015Light & Levine, 1988 Freidon, 1984) asserts that the trust and

prestige ofphysicians is eroded as a consequence of losing the monopoly of medical
knowledge. Due to modern forms of 8stg and accessing information (such as via a
computer), as well as the overall increase in the education of the general population,
patients now question the decisions their doctors make and do not comply with
doctorsd6 order s s heygohgwhiteecoat. Deprofdsdiopalizat@c t  t h
i's also documented i n the study of t he
(Abraham, 2010) as well as the rise in patient activism through forms of patient
organizations which describe the role of thegydtas an active client in the healthcare
system (Patient empowerment: See case study on the medicalization of Morgellons
Disease, Fair, 2010). Tipeoletarianizatiorargument on the other hand focuses on the
relationship between professional control avedical practice, and state control with
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regards to standardization of healthcare service delivenyphasis beinglaced upn

the loss of medical autonomy due to the changing qualities of professional work within
large organizations. The proletarianipatiof medicine asserts that the autonomous
qualities of the medical professidrdetermining the content of medical practice, the
manner in which it is carried out, and what the goals of professional work shduld be

are diminished (Freidson, 1984). Pralgnization rests on the concept of the
bureaucratization of professional work in large organizations whereby the evolution
of managed care, quality assurance schemes, and standardization of medical practices
has diminished the control of the medical ps#ion over medical practice (Salmon et

al., 1990). These controls have in turn created a rise in a managerial elite charged with
bureaucratic oversight of physicians, their existence and control over the practical
components of healthcare delivery furtdermining medical autonomy regarding

both selfregulation and individual clinical decisianaking (Calnar& Spyridonidis,

2011, Kennedy, 2015). This process is also known as bureaucratizafidne al t hc ar €
systems are policed as bureaucratically managethl needs hemmed in, distorted

and constrained by state administration, fiat pricing and budget constraints,
underpinned by the idbehefi tabaanthstect:
politics of mo n,epy 214), (oK eorporézation | de8cfibedb as
extensive control over medical practice initially aimed at standardization of work to
limit excessive differentiation among practices, but consequently reducing the work of
doctors to line workers on the medical factory floor (Lj2Q@1Q Light & Levine,

1988). Corporatization is sees the result of the decline fee-for-servicemodels of
healthcare service delivery, and a move towards a trend of doctors becoming salaried
employees (McKinley Marceau, 2002).

In a provocativearticle, Freidson (1984) challenges and defies both these argument,
first dismissing deprofessionalization claims by stating that although medical
knowledge may be increasingly accessible to the lay public, deprofessionalization
would only hold true if tt8 knowledge was not constantly evolving. Freidson claims
that the constant development of novel medical technologies means that the medical

profession wil.l At hus continue to posses
segment of formal knowledge thabebs not shrink over time, even though both
competitors and rising |levels of l ay kn

(Freidson, 1984p. 8). Turning to the critique of the proletarianization thesis, Freidson
first claims that although the tendency of wimy from selfemployment to
employment by the state is clearly visible in the case of doctors, this cannot be seen as
a devolution of medical autonomy, but rather that the medical profession is embracing
the normal circumstances of all traditional proiess (medicine, law, the military, the
clergy, and teaching), for which s&mployment was never a defining characteristic.
Addressing the rise of the supervisory managerial elite Freidson does not claim the
opposite, but as to hijacking medical sedfuation and selsupervisioncriticism is

found in that the study of the bureaucratization of medicine in formal organizational
settings has left scholars of this theory blind to the fact that the managerial elite is still
born of the profession of medi@nThe positions that execute control over the work
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processes ogphysicians are still filled by members of the professiamely other

physicians. As a result, the bureaucratization of medicine as understood to be external
administrative control over th@ofession of medicine, is actually the formalization of
professional controls which strengthens professional domination over medical
practice, as opposed to the claims of it
control has changed, it remains laggelominated by the professions themselves,
although it is limited, as is always the case, by the resources allocated to the support

of professional work by the state, by the governing boards of firms and other
institutions, by managers, and individualolie s . ¢ ( Fr,p.13) s o n, 19814

The arguments surrounding the loss of professional control over the content and
execution of professional woekef ar fr om concl usi ve, howevVe
are echoed within sociological inquiry which stteat athough there are challenges

to medical autonomy the profession of medicine has, and seems to retain despite
external pressures, the ability to adapt and preserve its autonomous nature. The
organi zed profession of medi @agnstrestames S i N
t heir professionalism, @) basmg this dnrthest 0  (
reinstatement of the culture of Hippocratic medicine and thus remaining a focus in
sociological analysis.

How then is it possible that in the face of governmestrictions, bureaucratization

and the emergence of the more autonomous patient, medicine remains steadfast but is
seemingly so easily influenced llye economic incentives of the pharmaceutical
industry? The discussion above has illustrated that defipiterestrictions and
reinterpretations of medical autonomy within modern healthcare systems, the medical
profession still shows incredibleesilience to external controlddowever, the

sociology of medicine has left the relationship between the professidnthe
pharmaceutical industry, and the effects of this relationship on medical autamomy

the sidé i nes of Il nquiry. Rel man 0 s -indqudgtral8 0 ) for
compl exdo chose to eliminate t hesonstheudy ol
practice of medicineThis was perhaps due to industry being taken to fall outside of

the sphere of the evolution of organized medicine, since pharmaceutical companies are
marketdriven entities which, at first glance, have nothing to do with the profedsion

status of the phy s|pmaimaceutical canpamiebhve bdem n . AT
around for a |l ong ti me, and no one has ¢
963).

The elimination of the effects of the pharmaceutical industry on the profession
medicine is quite a curious stance, especially due to the incredibly vital role that the
industry played in the eventual solidification of professional autonomy iiigthiden

age of doctoring With the discovery of penicillin, and mass production of antibiotics,

the profession of medicine established its professional dominance, but also established
its relationship with the pharmaceutical industry. The age of antibiotics was the
beginning of he unitybetweenndustry and medicine, as well as the importance of
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industryinme di ci ne, and initiated the age of
Amarriage between science& Oh R0 mMalOAK.et i ngc
Among he first companies toesearchdevelop, and mass produce antibiotics were

Abbott Laboratories, Lederle Laboratories (Pfizer), Merck & Co., E.R. Squibb & Sons
(Bristol-Meyers Squibb)andGlaxo (GlaxoSmithKline)and were the companies that
contributed to the research and depenent of what would be known as the greatest
breakthrough in modern medicine (Quinn, 20ARIridge et al., 1999). The potential

of the pharmaceutical sector regarding its lasgale role in medical service delivery

became solidified when physicians rieasingly turned to clinical research for
scientifically-established medical practice (Lige01Q Bothwellet.al, 2 ORArdn) . i
the development of insulin in the 1920s,
sulpha drugs, steroids, antibiotics, tratfigars, antipsychotics, and cardiovascular

drugs in the ensuing decades, the American pharmaceutical industry had come to play

a dominant role in the public understanding of medical science, the economics of
patient care, and the rising politics of coneumi s mo & Rédoksky,2@12p.

1481).

It has however occurred that the role of the industry within medicine remains
corfined to the idea that industry produces and sells drugs, while the medical
profession retains its professional control and discretion over the production of
medical knowledge and its application in clinical og€#sis, 2011) This designation

of roles of indistry and medicine healthcare service delivery arguably not valid
anymore. The rise of the pharmaceutical industry in the provision of medicinal
products has affected the functional tasks of the profession of medicine. Being an
intermediary betweenhé industry and the public, the medical profession should
maintain the interests of the publictime face of a markebrientated industry. In its

very basic form, the pharmaceutical industry pursues the goal of profit accumulation
by way of developing, mraufacturing, and selling its products, while the intermediary
position of the medical profession means that physicians retain an additional role as
being the breaks within the prefitiven healthcare market. Light (2010) describes this
role whereby the pfession of medicine, through professional power, monopoly,
autonomy, and ethical conviction, should be the stopper on capitalistic endeavours of

the pharmaceuti cal i ndus tandmar klee sanalny gie
to medical autonomy, dubrity and ethical conduct has remained neglected compared
with research on Ari sk, ,p.270)anelsesnasaresdt t r e ¢
of the sociological tendency to focus on

2006 p.299). Add ti onal |l vy, one of Freidsonds 3 n
contributes to a hesitance when analysing the profession of medicine; the myth being

that doctors are the only ones capable of stating anything of validity about their
practice and the healthe system, because only they are in possession of the
specialized knowledge required for analysis (Freidson, 1983). Social scientists thus

may be fearful of evaluating physicians and the intricacies of the hard sciences. The

vast literature available onndustry influence over medicine can be found
predominantly in scientific medical journals, and quite a few of the publications are
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written by those with an MD qualification. It is certainly daunting to pass judgement
on a profession, which | also found figult to do, however | shall elaborate on this in
the methodological chapter.

2.5.EDGING OWARDS A THEORY OFRIGANIZATIONAL RIME

filn the medical profession, which here is used as an example becsysehably
less criminalistichat some other professions, are found illegal sale of alcohol and
narcotics, abortion, illegal services to underworld criminals, fraudulent reports and
testimony in accident cases, extreme cases of unnecessary treatment, fake specialists,
restriction ofcompetition, andeesplittingd (Sutherland194Q p. 3)

Sutherland1940)revolutionized the study of criminolodyy stating that researchers

should include in their repertoire of inquiry the study of white collar criminals
respected and higstatus individuals whose crimes are conducted with the use of,
andbr during the course ptheir legitimdae occupationsSutherland, 19401945

1983. Sutherland challenged clasased explanations of criminalit$liapiro, 1987
Braithwaite, 198% and tle association of misbehaviour with low income and little

social status. Seeking to develop a general theory of crimipdlityerland claimed

that behaviour, evethat which iscriminal, is learned through social interaction
therebyinfusing deviancewit f avour abl e connotations ( Bl
argumenivas challenged anabug of the position of criminologist analsentailing

the arbitrary demarcation of arstdcial conduct as criminal (Tappan, 194furring
furtherquestions of whether white collar crime should be considered-apaetat all,

its qualities bearing much resemblance to organized crime (Croall, 2001). Nelken
highlights the fiseven ambiguitiesodo surrc
researchi focusingon the definitional flaws of the white collar crime concept, whether

it should be seen as crime at all, insufficiencies of motive explanations (greed and
power), congruence with traditional criminality, lack of sanctions and institutional
responsgwhether white collar crime is an indicator of social change, and ensuing
problems regarding the extent of white collar crime control strategies (Nelken, 2012

pp. 627-651) The reason | accept the criminal label for white collar criminality
(despite laclof criminal law enforcement or consideration of outcomes as such) is due

to Nel kenobs (2012) assertion that t hese
produced by capitalism, but that the capitalist system produces was of

committing old crimes.

Despte the daunting task of researching a phenomenon so fragtkedanceptual,
definitional, and theoretical basis, criticism and scepticism did not stifle the attention

to, or necessity ofstudyng crimes committed by powerful, privileged, elite or
professional actors (Liazos, 1972), even if additional-fineni ng of Sut he
original definition was needed (Clina&l Yeager 1980 Braithwaite, 1985Shapiro,

1987, 1990 Kramer et al 2002 Ball, 2006 Slapper& Tombs, 1999). White collar

crime, despie its disputed state, is used today as an umbrella term for crimes
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committed by legitimate organizations, their occupational professional members,
government s, and power ful i ndividual s; n
the study of corporate ione (crimes committed by an individual to benefit the
corporation, their person, and crimes of the corporation itself), occupational crime
(crimes committed fAwithin the context 0
governmental crime (crimes committeg government officials, agencies, and the
government itself), state or por at e crime (a white coll a
actions of government, corporate, and occupational crime), and residual white collar
criminality (enterprise, contreprenedritechne and avocational crime) (Friedrichs,

201Q pp. 6-7).

With attention to crimes of the powerful comes an approach which debates another
fundamental question of white collar and corporate crime not addressed sufficiently
by Sutherlangdnamely the question afhether thaunit of analysisought to beeither

the organization as an actor or the behaviour of people witHdutherland spoke of
white collar crimes, but then took to analysing corporations, and described companies
as criminalrecidivists (Sutherland, 1983 The study of corporate crimbowever
acknowledges that there are cases in which the identification of one individual as
criminal (i.e. the white collar or occupational) is impossible. Take the cases of Nick
Leeson and Bere Madoff as examples of individual whitellar criminality (Nelken,

2012), while the sinking of the Herald of Free Enterprise (GoulieBnGoulidmos,

2005) and the Challenggraceship disaster (Vaughan, 1996, 19@veal the inability
tosingeoubne cul pabl e individual. ACor porat.
(Martin, 1985 cited InCressey, 1986. 43). Some authors consider it a weakness of
corporate crime research that without a conscious mind there can be no intent to
commit crime, witlout a body there can be no criminal action committed. This is an
important question with regards corporate criminal liability, since criminal law relies
on mens reaand actus reusas a basis for culpability. Colvin (1995) categorises 2
approaches, the nominalistvhich sees the corporatidas a collection of individuals

who are criminal and corporate blameworthiness as a myth, while on the other end of
the spectrum the realistpqwach argues that corporations can be found guilty in ways
that are very different than that of individual guilt (see also: Stewart,; ZBddez

Jara Diez, 2011Gobert & Punch, 2003). Coleman (1982)owever argues an
important point for corporate crimim that individual culpability would hold true were

it not for the #dAirrelevance of per sonso
positions, and the ability to fulfil the requirements of an occupation that are necessary,
making individual personiy the lesser requirement (Coleman, 1982 103-104).

8 Corporation is a term used to denote companies, maiibnals predomamtly in the US. However,

here corporation should also be taken to mean or
collectivity with a relatively identifiable boundary, a normative order (rules), ranks of authority

(hierarchy), communicatiorsystem, and membership coordinating systems (procedures); this

collectivity exists, on a relatively continuous basis in an environment, and engages in activities that

are usually related to a set of goals; the activities have outcomes for organizagonzns, the
organization itself, and for societyo.
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Individualorientated approaches produce other limitations in the study of white collar
and corporate crime; the neglect of studies evaluating organizations as victims,
research concerned only wite large, forprofit entiies, afailure to analyse how an
organization itself produces criminality, too much focus on the study of organizational
control from solely the perspective of enforcers and regulators, and the treatment of
administrative transgssions as criminal law infractions (Refsonry, 1993). With
regards to medical malfeasance, crimes within the medical profession are described as
criminal actiors perpetrated by the medical professional within the confines of his/her
capacity as a phigan (Jesilow et al1985). These acts of criminality include conduct
such as; prescription violations (prescribing unnecessary drugs or treatment so as to
reap additional financial benefits), conducting illegal abortionsspdigting (referral

to medcal specialists based not of competency but willingness of a physician to split
the fees of specialist treatment with the doctor who referred the patient) and Medicare
and Medicaid abuse (insurance frau®utherland, 1940Jesilow et al 1985
Hoffman, 209, Price& Norris, 2009 Miller, 2013). There is less inclination to study
medical unethicality, deviance, or crime in the context of the professional organization,
the institution of medicine. Perhaps due to the incredible amount of individual
autonomypossessed by a physician, or the lived experience of medical praatige be
limited to the doctepatient relationship in a clinic, the medical profession is rarely
approached as a unit of analysis, as a professional organization, a system, or an
institution. Although the crimes of doctors listed above are committed by a single
person or a small group of colluding physicians (and thus explain the focus on
perpetrator and action) an approach which extends to the analysis of phgsitaes

in the context of the healthcare system may provide more insighmotives other

than ndividual malice.

It is this train of thought that scholars haf@lowed to divert focus awayfrom
individual versus organization conundrums in an approach that examines criminality
as a product of the environment within which individual action is caeduand
reproduced. Organizational criminology takes such a stah@ady touched upon in

Col emanés (1982) explanati on of t he un
organizations, organizational criminology focuses on organizational qualities that
potentidly coerce, facilitate, neutralize, or moralize behaviour. Scholars have taken to
assess the organization itself as providing the means, motive, and opportunities for its
members to commit crimes, and espouse organizational characteristics as crime
instigaors. The complexity (organizational size), culture (individual identity,
depersonalization, coveting of ris&king, recklessness, leadership and offensiveness),
and emphasis upon the attainment afganizational goals (pressure to perform,
neutralization rationalization, and promotion of amorality) are some of the
organizational traits that provide the meamstive-opportunity triangle for criminal
conduct (Punch, 200Q0pp. 254275). Organizations may also be viewed as
Amet aphor so; t taioobuscome (maghineonktapha), thee orgamization

as an organisnih{e fight for survival), as a cultural system, a psychic prison, or a
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continuously changing entity (Robbins, 1998p. 6-9) which will implicate the
behaviour, duties, and expectations a@rtimembers.

These studies suggest goal attainment to produce an organizational culture within
which certain behaviours are expected. Criminality is thus redefined as simply normal
behaviour within an organizatiahcontext (Benson, 198®elken, 2012). e goals

of the organization are seen to prescribe and justify the means by which they are
attained, and criminal conduct is easily translated into normal, necessary, and even
ethical behaviour within the confines of the organizational context. Needlemian a
Needleman (1979however propose thatvhile criminal conduct may be an expected

mode of organizational goal attainment, normalization of otherwise criminal conduct

i's not a necessity. The authors describe
transgressions are recognized as criminal (eliminating neutralization, rationalization,

or denial of wrongfulness) but are either desired (citmercive organizations) or
tolerated (crimdacilitative organizations) forms of behaviour. Analysis of
organiational policies, practices, and hierarchical as well as collegial relationships
between members sheds light onto organizational santh behavioural expectations
impressed upon its members, and reveals how the -supvédual organizational

culture maydetermine behaviour. In some cases it ispenittingof creative means

for realisingrigid goals that may produce deviance. Lippens (2001) suggests that
organizations are today less bureaucratic, not controlled by formal and impersonal
rules, but are transitioning into a pdmireaucratic age, wherein informal rules and
decentralization #&@ws for more dynamicand creative thought. As such,
organizational moralities become loosely definddwh i ch ar e expl oi t edc
the context of specific t,pn826)i cal perf or m;

Organizational expectations and behaviouralmsoof goal attainment outlive the
individuals themselvesand organizational criminology challengeékse focus upon
individual responsibilityespecially in cases where the criminal outcome is the product
of multiple actions of distant individuals sepathie space and time, and allows for
further developments of organizational culpability. The dangbosvever are
imposition of complete culpability to the organization solely. For this research white
collar crime and corporate criminality inform an apmtodhat sees crime as not
confined to legislative doctrine, as well as the view that criminal conduct is committed
by powerful and legitimate occupational actors. Organizational criminology then
advocates a suptagal assessment of crime without biagisolely the individual

actor. Howeverin this thesis there is additional twist: the study of influence in the
profession of medicine, within the structure of indusirgdicine relationships along

the medicines delivery chain. The medical profession isatwsfof this research but

it must be assessed as to its relationship (context) with industry, and how professional
goals are impeded from realization. As | discussadier, the delivery of healthcare,

of medicine to the publjbegets stages of interamti between industry and medicine.
Thus these collisions between industry and medicine, and how the practice of medicine
is thus shaped as regards its societal,dugycentral to this thesis.
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fAfter many years of spirited disagreement, sociologists now agree to disagree
about the appropriate definition of whitellar crimed(Shapiro, 2005p. 279).

The definition of whit e coll ar cri me
conceptualizationhowever as illustrated in the above quote, there is still much
contention as to the exact definition of the term itself. Although the continued focus

on the phenomenon of white collar crime has resulted in a diversification of typologies

of Acri mesulod ¢ Bar locolla?ddimalionaly torporae, state
corporate, technocrime etc. (Friedrichs, 2010), the vehement focus on the qualities of

the potential perpetrators (Shapiro, 1990) reproduces the same problems of
Sut her |l andods larcrimg defindioni iwThhi et er ecpodi r ement t |
cannot be a white collar crime unless pei
an unfortunate mixing of definition and explanation, especially when Sutherland used

the widespread nature of whitcollar crime to refute cladsmsed theories of
criminalityo ,p.B)rTaistypé of affenteeentricdéfidition ledsus

to question whethdt does not inadvertently result in the same kinds of generalized

and stereotypical associatiohsuch as the link between poverty and crineanong

powerful actors i.e. power and money lead to crime, all those on Wall Street are
criminals, all politicians are crookeeltc.

The offendetbased allocation of criminality typology is not unfruitful, loiges prove
hazardousespecially for adaptation of such definitions to different organizational or
professional contexts. This research will draw from white collar and corporate crime
research, but will be attentive to the problems of offender charatterizwhich
reduces crimes and points fingers of blame to individuals and their actions and
motives. Since this research focuses on the weakness of the medical prdfession
maintainng its professional interests in pharmaceuticalustry relationshipsit iis
important to emphasize an embedded approach to explaining behdegiuwe
misunderstand the intention of this research and simply turn our pitchforks away from
pharmaceutical companies to doctors.

3.1. SACRIFICING HOME&RATIONALE FOR EIBEDDEDNESS

fil seem to be thinking rationally again in the style that is characteristic of scientists.
However, this is not entirely a matter of joy, as if someone returned from physical
disability to good physical health. One aspect of this is that rationality of ttoug
imposes a limit on a person's concept of his relation to the cadmos
i John Forbes Nash, Jr.
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Shapiro advocates an approach to studying white collar crime not from the perspective

of the offender as per individual or organizational qualities, but rathfecus on the
actions themsel ves. I n her article AColl
i ntends t o ,ipl346hthe canceptdof white @dlad crime from the very
approach that reproduces chkias in both the legal system and sgsteof social
control . This | iberation comes with the
position of t &9 and thesSabwseaf thie trust ByGidusiaries as

the core identifier of white collar crime.

Today one cannot executé t@sks and achieve all goals without requiring some form

of additional outside help to be called upon. Obligations of law, economy, desires, and
duties of citizens in poshdustrial societies have produced a rise in the service
industry; the requirement® execute multiple tasks and meet several obligations
sometimes simultaneously, has produced a need to seek out and employ the services
and knowledge of others to accomplish these goais sense producing a society of
middlemen. Our daily functionings individuals, as a collective, or organizations
depends on the structural networks of other individuals, collectives, organizations, that
execute tasks on our behalves. A social relationship ensues betpressial i that

which requires execution aftask or achievement of a goal, but lacks the capabilities

or knowledgetodosoby i nvesting fAresources, aut hc
agenti that which acts on behalf on tpeincipali for the attainment of the desired

task or goal (Shapirh987, p. 626).

This description of sociahteractionn s based on Granovetteros
social behaviour cannot be interpreted outside of social relations, interaction and
context. Accordingly, the ignorance of context and dynamic sagli@ions leads to

under and/or oversoclezed explanations of behaviour. An undersocialized view
assertd hat mands sensiti vi tnesultsioa corfsensuallypt her s
formulated general (moral) norm which is internalized to the extenobeatienceo

it is not considered arduous. An oversocialized v@manassumes behaviour to be

a product of individual selerving motives and as such can only be controlled through

the use of Ainstitutional anctungemen( Sha,|
1987, p. 624). Both the undersocialized and overdaed explanations are based on

an fiatomi zedo depiction of man. AActor s
social context, nor do they adhere slavishly to a script writtethéon by the particular
intersection of soci al categories,pthat t
487). Behaviour must be seen from the approach of embeddedness which views
behaviour to be a product of dynamic and mutable social relations.

Embediedness asserts that behaviour and social action relies on social exchange,
initiation of which is based on familiarity, referral, consistency, recipracityshort:

trust. Trust is not clearly defined by either Shapiro or Granovetter, but intentionally
so, for the literature on trust would place the authors at a crossroads as to assuming
either the psychological definition of feeling and/or emotion, or defining trust as
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property (formal obligation) of either interacting party created via reciprocity and
consistency of exchange (Shapiro, 1987). Granovetter argues that trust is produced
through continued, proven, constant interaction, and is a necessary baseline
characteristic for social interaction to ensue. Even when two actors do not have trust
as produed by familiarity, the agreements (contracts) drawn up between them are
functional substitutes of this familiarized trust (Granovetter 1985). Shapiro (1987)
however takes trust in th@ranovettiad sense (common networks as the basis of
behaviour produatin) as a sufficient motive but not a necessary prerequisite for
interaction irprincipalagent relationships. Reasoning that knowledge and information
asymmetries betweerincipak cannot always be bridged by familiarity, and that the
knowledge and inforation asymmetry that plagues thencipalrenders monitoring

of the agent impossible, trust is located in a fiduciary obligation of the agent towards
the principal (Shapiro, 1990 Newhouse, 2014 Explanations of behaviour as
embedded in the social network structure and the necessiprirdipatagent
engagement to bridge the gap between task and capability formulate the basic approach
of this study, which sees the relationships between pharmeaectimpanies and
medical professionals as a necessity born of knowledge and capability asymmetries.
Since research focuses on how this relationship affects the behaviour of medical
professionals, this research further proposes that the behaviour of Imedica
professionals can be explained as embedded in the social and organizational structures
which characterize the professional medical relationships with pharmaceutical
companies.

Agents, being providers of services to execute a task are complex playersteen

with furthering their own interests, as well as being entrusted with furthering the
interests of multipleprincipak, attractingprincipal investmentsi principak being
Aosdotterso and agents beim2g7).Addiohallyr n pl a
the role ofprincipaland agent is also complex in that the role of agentpaindipal

are not static, especially in complex organizational relationships, or in hierarchical
chains where the execution of a task is a process accomplished bypamoae actor,

the realization of which requires an approach that negates simple interpretations of
behaviour as a cause and effect scenario between 2 adiolch e assumpti on
complex organizational structures and networks can be reduced to dyatigidtials

is one of many assumptiahgegarding efficiency and equilibrium, that individuals

are rational and selhterested utility maximizers prone to opportunism,cethat are
ofcfputting to other s 20@5i pa 266).sAs suem olegpke 0 ( S h ¢
interests, as well as simultaneous roles of being agents to operasiplak to another
characterize these relationship networks. This is where the importance of trust and
fiduciary obligation come in as a paradoxical element, since knowledgereyies

induce interaction, but also present the opportunity for abuse to emerge. This is the

crux of trust, simultaneously oiling interaction, as well as making the waters murky.
Return on invested resources is not instantanesulthe time these retos (goals)

take tobe attained, as well as how they are attgilaee not necessarily within the
comprehension of therincipal The opportunity for an agent to stray from the
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commitments made to tharincipal may arise, remaining hidden from view of the
principal. The abuse of this trust and exploitation of its concealing properties is what
Shapiro identifies as white collar crime (Shapiro, 1988ughan, 1999

Of course the argumeaboutwhether an interest should or should not be represented
presentsanother question toddress which interest should be pursued, and is the
pursut of one interest nobler than puitswf the other? Shapiro (1990) cites the
whistle-blower as an apt exampiethe whistleblower who is caught between the
interests of the ganization within which s(he) fulfils a role and obligation, and the
society of which s(he) isaparti@ o6 Snowden perplexityd. W
being) defining which interest should be furthered, taking interest as a neutral artefact
Shapiro highghts requirements of interest attainment which must be present for trust

be produced and maintained in a fiduciary relationshipl) disclosure, 2)
disinterestedness, and 3) role competeindbe violation of which manifests the
violation of trust. A futher specification of violation of trust criteria is pragmatically
evinced in the crimes of lying (misinterpretation, deception, exaggeration, omission,
distortion, fabrication, falsification) and stealing (misappropriation,-ckedding).
Corruptionislst ed as a c¢crime, and defined as an
renting out and selling positions of trust to outsidBRi™e conflict is also listed under

crimes of stealing, but is described rather as an inductor of theft in that conflict of
interest ultimately comes witihe pursuit oimultiple interest by an agent, and as an
Aintrinsic vulnerability t,pm3b23§3).Raga8, ri se
for the moment treating interests as neutral artefacts, | will take to degctit@n

interests embedded in the healthcare delivery system.

3.2. PRINCIPAL-AGENT RELATIONSHIPSETWEEN INDUSTRY
AND MEDICINE

For this thesis, therincipalagent relationship is vitally important when placing the
medical profession intthe contextof its relationship with pharmaceutical companies,

its role as a profession, and its duties to patients. In this research the core question
addressed is how industry is capable of influencing the medical profession, and why
influence is successful, while sittaneously challenging explanations that would
blame singular medical professionals as being susceptible to varying degrees based on
their individual convictions to (medical) ethical ideals. As | approach this question, the
profession of medicine must ldaced into context. Identified by the literature on
actors within the medicinal (pharmaceutical) delivery chain, the following actors
present the backbone of this delivery structure: the pharmaceutical industry, the
medical profession, and patients. Tkason for allocating these actors specifically is
due to the prior assessment of industrgdicine relationships takto be crystallized

in industry funding of medical research, industry funding of CME, and advertising via
pharmaceutical sales represeintg asdiscussed in the literature review. It is not for
perpetrator allocation but for identification of relational networks in the
pharmaceutical product supply chain that these actors are specified, and for the
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illustration ofprincipaland agent roe Patients, not the focus of research (fieldwork)
are included in the theoretical elaboration, for they areptirecipas whom both
medicine and industry serve, from a medical, ethical as well as service/product
provision aspect.
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The Pharmaceutical Industry
Principle

Invests recources (mainly financial) in the medical
profession to execute clinical trials, funds CME, and
advertises to physicians to increas prescription of
pharmaceutical products

Relationship type: financial contractual

The Medical Profession

Agent on behalf of industry: fiduciary
responsibility to use finances as per contracts
agreed upon with industry

Agent on behalf of patients: trust based on both
Westen cultural norm of medical authority and
contractual (ethical) obligation via Hippocratic

Oath to serve patientinterests

Patients (society)

Principle

Places recources (financial) as well as endow medical
practitioners with rights to to make decisions that affect
their health and wellbeing

Expectation thatresearch and science (funded by tax)
further medical knowledge to the benefit of the patient

Image sources:

Pills: https://www.shareicon.net/download/2016/10/12/843256_medical_512x512.png
Doctor: https://pixabay.com/en/doctblessyou-icon-button2411135/

Patient: http://www.iconarchive.com/show/medibalalthiconsby-graphicloads/patieriton.html
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This visualizaton providesa simplified exampl®f how the medical profession and

its role as an agent manifests in the pharmaceutical product delivery Than.
research is limited to assessing the role of the profession of medicine asligengh

as ShapiroZ005 notes, the roles of ageamdprincipalare not static, and both roles

may be fulfilled by all actors depending on the knowledge and information symmetry
that is to be bridged with regards the goal that ispursued For examplethe
pharmaceuticalndustry may also fulfil the role of agent for the patient, since the
monopoly of industry over pharmaceutical product research, manufacture, and
distribution, means that expectations of the patient such as medicines safety, efficacy,
accessibility and afirdability must be met. Similarlyhe research and development

of products that address unmet medical needs is also a valid patient interest expected
to be fulfilled by medical scientists and pharmaceutical industry R&D endeavours.
Although alleviated fro direct analysis and incorporation into the research sample,
patient interests (societal obligations) form the wider independent contextual variable,
within which this study of industrnedicine relationships is placed. It is also
important for claims aso the fiduciary obligations of the profession of medicine,
which | shall elaborate on in the coming sectjowbich ae the basis of trust,
autonomy, and authority of professional medical conduct, and the conceptualization
of the theoretical framework fahis research.

As Shapiro claims and as is illustrateete we can speak of interests as multifarious,
and in theirmost comprehensive or m ar e t he professi on
further the contractual and reciprocal expectations of industry,dingva return on
industry investment (research funding, CMitipport and advertising), while
simultaneously furthering the interests of provision of care to alleviate, manage, or
mitigate the disease burden of the patient (research;esitcaion, and ddlvery of
informed and good carepgiventhatprincipak cannot oversee the actions of the agent
for reasons of knowledge and information asymmeitipcipak may employ methods

of agent restriction, such as: choosing to avoid agents (jack of all trekdesing to
engage with personal networks (colleagues, friends, family), drawing up fegally
binding contracts, requesting reports by agents, monitoring their activities, offering the
agent a stake in a successful outcome, or spreading risk and maintasuirance
coverage for agent deviation (Shapiro, 1987, 1990). However, there are limitations to
these methods of restricting agent discretion, since too many restrictions may impede
principal goal attainment by the agent. Additionally, since agents avenrptayers,

and if relationships are episodiprincipak vary while agents remain the same,
allowing agents to dictate many of the rules of engagement (Shapirq, d32@®).
Agents are also in physical possessioprafcipal property, and agency services are
often difficult to restore to their original state e.g. surgery (Shapiro,J98385). For

this research, it will be interesting to keep in mind that undue influence would suggest
that despite the agenhtsupposedpower to dictate the terms of agreement, the
profession of medicine, accordingttee literature previouslgiscussed, is unable to

do so. This begs the question: okhy? Shapiro argues thaprincipatagent
relationships areife with interest divergence, exptang that the service provision
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business of agents pits their survival on continpeacipal investment, and as such

they seek to attract continued investorsoveli seek interests of their own. While
principatimposed limitations may protect one interdstthering interests of other
principak simultaneously may lead to unavoidabiterest collision One cannot
outright state that the interests of pharmaceutical companies and the interests of
patients inherently diverge, but prior literature has shthahthe economic interests

of the industry, and the interests of patienggmilarly cannot be said to coincide
entirely. This is what Shapiro defines as an inherent conflict of intergatingipat

agent relationshipsand why the profession of medicishould act as mediator
between industry and patients.

An approach that favours embeddednes®pposed to the undenr oversocialized
explanation of action, declares the need to analyse conduct, behaviddecision

making as the produstof social interaction. Social interaction isduced by
knowledge and information asymmetries present inptirecipalagert relationship.

And anembeddedness approach vidwsst as both the base of propethical, as well
asimproper unethical or dewnt conductl have discussed how the medical profession

in this research is taken to be assessed from the position of agent, and have roughly
outlined what interest the profession of medicine must further, based on the fiduciary
obligations it has to pants and industry alike, as well as discussed how the
requirements of disclosure, disinterestedness, and role competence ensure that trust is
maintained the violation of which would constitute white collar crime. Shapiro lists
these crimes as lying antkaling, encompassing corruption as a form of stealing and
role conflict acting in opposition to on:

There is however an element of white collar crime research which appears in
Shapi r oo sndsplgpcommon n whita collar ahcorporate crime studies

which | propose unintentionally reroutes the argument of embeddedness, and

i r el aatpi pornoaal c bsiess 2014}n WviEte collar and corporate crime studies

back to the atomized interpretation of human action. This | firfmksd understood in
explanations as to why investigation and prosecution of fhese i mehse @fower f ul
(Barék, 2015) are so elusiv&@he most prominent of these explanations, one which is
probably the most difficult to overcome, is the characteristic of being hidden behind
closed doors (Croall, 2001; Nelken, 2012), describing white collar crime acts to be
encased in a quasi hidden budlihaccessible and evasiviehis bubble is indirectly
suggested to be impermeable, especially by theories that argue the existence of a
Acorporatrmacitt umevogeni c systemo that i
c 0 e r cNeedleman & Needlemai979, sealsoChapter 2 Being invisible and
inaccessible to outsiders, the corporate culture is described as promoting, expecting,

or facilitating legal transgression, deviance, and/or unethical conduct béwomes

ingrained in normal everyday funatimg of organizational member#t is assumed

thatif organizational membewdetect, anticipate or intend to engage in wrongdoing,
technigues of neutralization (Piquero et al., 2005) will be used to individually or
collectively mitigate the wrongfulness obehaviour. These techniques of
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neutralization are said to ®th provided by the organization or the organizational
culture, andemployedby the individuali rationalizations and explanations used to
downplay or excuse criminal, deviant, or unethical behavibhis view, however
requiresindividual and/or collective awareneess$ all consequences of aati§ and
especially deviant outcomes actions.

The viewcofnnddt ed& Kbuchald, 2015) Dlairhsythe opposite;
emphasizing the inability of organizational members to see their actions as part of, or
affecting the functionig of an organization as a whole. This o d u c e smerit c 0 mmi t
d r iirf ibdividualsi a deviation from organizainal mission statements short:
organizational member®se sight of the secalled goals of an organization, but
become preoccupied with the execution of their own daily work routines, unable to
place their actions in the context of larger organizational outcddme=onnected dots

are as much a characteristic of large corporations as they are of research into-industry
medicine relationships. By studying a singular event of undue influence, megtrict
analysis to a specific, isolated instance limits the understanding of influence as a
dynamic process, diminishes its continuity, and downplays its characteristic as a
continuous and constant phenomenon operating within a system that facilitates its
existence. In my view, although a study of corporate culture and impressions on the
behaviour of organizational members is important for circumventing simplistic
explanations of individual culpabilityheories oheutralization and ragnalization of
crimind conduct, facilitatedoy the corporate culture, still presupposeslividual
rationalization of action, oat the very leastsplit personality disorderthe good
everyday citizen, and the normalized, neutralized organizational actor.

This is slightly counterintuitive within an embeddedness approach to the explanation

of white collar crime. Additionally, these theories would further assume that there is

some indication as to whether crime or conduct is wromiglot (oversocialized view)

andbr that the individual(s) engaging in the act will adopt, or be provided with a
strategy of neutralization (undersocialized view)aVe reservations about whether it

is possible tachieve an embedded/relational approachdoyply combiningunder

and oersocialized theories of behaviour. Follogithis thought, Braithwaite (1984)

suggests focusing not on the perpetrator or individual motives bfgndmmission

of whitec ol | ar cr i me, but rather on the O6how
action. Ths perspective may yield more beneficial data for whitdar crime studies.

Nelken explains that criminal qualities are often attached to outcomes of certain
actions; they are fAsecondary or coll ater
ofeven s, of an wundertaking pursued fpor ot h
639). It is thus arguably more beneficial to study actions as a process that may lead to
criminality, as opposed to concentration on the motives behind a criminal action of a
singular individual, as many actions are criminal only when considered within the

chain of events that leads to harmful outcomes. Ruggiero (2007) highlights the

i mportance of a-ttéeegabncoaoti hediandimegaher e
may be givenin medias reposition, bordering on the definitions of legal and illegal
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actions. Albanese (1984) argues that, for example, the actions of a loan shark and a
banker are not i n fact different i f cons
(oftenar bi trary) demarcation of |l egi ti macy
criminal or noncriminal status of each (Albaned®84 p.17). | argudor a procedure,

or systems approach, whisbrutinizeghe sourceof principatagent interactios) their
manifestation in concrete action, theherentconflict of interestin principatagent
relationshipsand the structural determinants of role conflict which lead to fiduciary
obligation abandonment adopted in this research.

3.3.STRUCTURAL CONFLICOF INTEREST ANONSTITUTIONAL
CORRUPTION

Taking a turn again to the intrinsic ancillary characteristic of multiple interest
representation by an agent, an fdaxiomati
i ncompatibility of d¢Axerddslo6gp.87rawacordlictofmor e
interest. In medicine, and in relation to the medical profession, a conflict of interest is
described as a fAcondition in which prof
interest (é) i s undruy yi ntndrleusetn c(eéd) t,y tah e ¢
the profession of medicine bei mPp73).Ae nAhe:
secondary interest is not automatically one which is contradictory to therfifatt it

can be considered covetable, or iisie in achievement of the primary interest. The

key in this definition is in the termndue influencewhich can only really be assessed

in relation to the f#Arelative weighto of
(Thompson, 1993p. 573). There is nonecessarily a need to eradicate the existence

of a secondary interest, but rather to maintain primary interest domination. The
inability or unwillingness to do so iswherddemS hapi r oés definition
crime to manifesitself, since the pmary interest representation is the fiduciary
obligation, the basis of trust in the medical profession. Here | start answering the
guestion of which interest should be primary in industgdicine relationships. | have

argued an embeddedness approachtlEsdequires my analysis to dismiss the idea

that primary interest abandonment is a conscious, rational decision maale by
individual calculation of benefinaximization (undersocialized view), or that a

primary interest has been rephrased in orgawizatior institutional policy so as to

interpret secondary interest as a sanctioned norm (oversocialized explanation). The
theory of Al nstitutional Corruptiono (L
approach, of undue influence of a secondary goal oeefirdt without singling out

the individual or the professional organization explicitly as the unit of analysis wherein
primary interest diversion must be sought. Institutional corruption is defined in the
following;

Al nstitutional denrthera ip @ Systemic and strategin | f e s t
influence which is legal, or even currently ethical, that undermines the
institutiondéds effectiveness by divert.i
ability to achieve its purpose, including, to the extent relevanitst
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purpose, weakening either the publico
institutionds inherent,pbS8ustworthiness

There are many elements of this theory that need saleessedand which Lessing
himself doesattend to Firstand foremost a particular emphasis must be made as to
the use of the word corruption, and the difference between institutionalized corruption,
and institutional C O r r depmcoraption tofiejuate m e n f o
bribery (Heidenheimer, 2002. 141), the most commonly accepted definitibn
corruption as the abuse of public power for private gadlnQCR, 2006 Dawood,

2014) involving the exchange of money in return for an undue advantage. The
definition of corruption changebowever, if viewd as a legal definition, viewed as

the effect that corruption has on the public, or viewed as the pulsiginion about
corruption (Gardiner1993. Financial exchange or financial interestti®e most
commonly cited form of corruption (Heidenheimer, 2D08t becausthisis the only

mode ofits manifestation, but because it is easy to identify, measure, and subjugate to

regul ation (Thompson, 1993) . Corruption
the confinement of a legal conception, limitations he folitical (public versus

private) spher e, and financi abview¢hatchange
corruption is a derivative, not a genera

a conception of corruption depends on a theory of the institutiorv ol ved o ( Hel |
2013 p. 1421). In opposition to institutionalized corruption (Shapiro, 19&€lken,

2012) which presupposed a normalization of criminal action in concert with legitimate
action, institutional corruption theory claims a more nuanoggtpretation that sees
aninability to achieve the institutional purpose (primary interest) as corruption of the
institution, meaning that behaviour and action itself may be very much legitimate,

legal, and even ethical. This is imperative, and eloquédatipulates what Nelken

(2012) and Vaughan (1891997) have advocated previously, in that criminality is

hidden within a chain of actigneach of which independently viewed are not criminal,

but may produce criminal outcomes.

The element of systematinié strategic influence is also important yet not taken to
mean t hat intenti onal influence is evil
sinceprincipak are limited in their ability to monitor agents, tactics of agent control

are implemented bprincipak to ensureertainty ininterest delivery, selecting agents

via familiarity and referral, interest harmonization, imfgos of contractual
limitations, exercisef policing measures, offerg incentives, insung themselves, or
spreathg risk (Shajro, 199Q p. 348). These limitations protegtincipalk, and ensure

agent selinterest is abdicated. In the sense of institutional corruption, weakening,
rendering unable, or diversion of institutional imperatives (fiduciary obligations)
diminishes trusin that institution, and produs¢he sedefined phenomenon of white

collar criminality. Thus institutional corruption theory requires many of the
mainstream understandings of corruption, influence, and institutional purpose to be
assessed in a more neufr ' i ght . It S only in Hel |
institutional representation when one can begin to ask the question of whether or not
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this institutional corruption is wrong. In the following, | shall address the limitations
of institutional corruptin theory, as to its original intended application as a general
theory of organizational deviance, but maintain that it is applicable for the study of
undue pharmaceutical industry influence in the medical profession. | will also further
conceptualize thastitutional purpose of medicine from which it is diverted from by
pharmaceutical companies, and realize a theoretical framework within which this may
be studied.

3.4.FILLINGIN THE GAPS OF INSTUTIONAL CORRUTION
THEORY: CRITICISM, GMPLIMENT, AND CAIM

Lessing does not explicitly define what an institutionbat to analyse industry
medicine relationshipsequires definitionpecause this will be the focus of analysis
for theresearchThe pharmaceutical industry is generally understood as the catlecti

of |l egal entities (companies) which spect
consumptiono ,pEE) Sbbtdipiang0tBemi cal subst
t he medi cal di agnosi s, cur e, treat ment ,

2004/27EC Art. 1 In: EC Study, 2019. 40). Medicing however is more commonly
referred to as a profession than an or ¢
definition of an organization (footnot® would see the medical profession as an
organization, otharsee a stark difference between an organization and an insfitution
seeing the former as formally (regulated by laws) and the latter as informally (ideology

or belief based) defined establishmetdlil, 1 995) . Ghowetdegwosldd Vvi ew
seem to contrast the idea that rules are either doctrine (formal) or igdablog
(informalybut r at her that these rules spoken o
syst ems. Al treat structure, iringtasuch mos't
rules (and resources). It is misleading, however, to speak of 'rules of transformation’
because all rules are inherently transformational. Structure thus refers, in social
analysis, to the structuring properties allowing 'the 'binding' of-tipsee in social

systems, the properties which make it possible for discernibly similar social practices

to exist across varying spans of time and space and which lend them 'systendic' form
(Giddens, 1984p.1 7 ) . Thus Giddens sreeisplreud e swhaisc
functional for the Areproduction of soci e
as rigidity, but that soci al systems (re
existing as rigid structuse The reproduction of praces across time and space
considered to be the societal totalities
tmes pace extensionspl7/¢)o (Giddens, 19814

The profession of medicine and the reproduction of medical practice across space and
time 7 the Hippocratic ideals, formal codes of ethical medical conduct, and the
evolution of modern medical practi¢eare what constitute the reproduction of such
totalities and thus systems #A(é) g¢pan be
17). The tleory of structuration provides the analytical base for the view of the
profession of medicine as an institution in the transformative reproduction of medical
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practice. Although prescribing to Gidden:
use theerm institution and organization to define the medical profession. Institution

as the social system which reproduces behaviour my interpretationlinked very

much to the goal of a collective, while the term organizatidhasnodus operandi of

achieving a goal perhaps it iplausibleto see institution as motive and organization

as means. For dmoment and for the validity of institutional corruption theory, we

must first address criticisms which span both the cosceptinstitution and
organiation.

One criticism of institutional corruption theory is the undefined but underlying
assumption that an institution has an identifiable purpose (goal), enabling
measurement of deviation from that purpose manifest in the alignment or divergence

of institutional output from that baseline purpose. Public institutioissich as the
American congress for which the theory was first developed, by Thompson {1993)

have an obligatory purpose, which private sector institutionsdomd® e cause pr i v
organizat ons do not coerce us, they are not
publ ic pur pos e,p. 565N Acedidnglyghes critiqud challenges the
application of institutional corruption theory to rpablic institutional analysis. In her

andysis of the application of institutional corruption theory, Newhouse identifies 4
phenotypes of institutions labelled as institutionally corrupt by researchers:
Fiduciaries, Frauds, Fiends and Fools, and singling out Fiduciaries as retaining the
charactestics of institutional corruption as was defined by Thompson in an analysis

of |l egislative ethics; ila 9 suahae camfdaignaf f ai
contributions, endorsements, organizational support, or media expoameemade

availabe to lawmakers under conditions that, in general, tend to promote private

i nterests at the expense of the 1 egisla
Newhouse, 2014p. 557). Fiduciaries have obligations imposed on them by their
principak, and breaching the pursuance of fiduciary (obligatory) duties constitutes
institutional corruption.Frauds are institutions which have in place incentive
structures which push members to engage in fraudulent beha¥mnds are
institutions whose inceive structures recklessly endanger or damage the safety and
security of the general publi€ools employ faulty business strategies in putrsd

client interests, doomed to fail not for intent, but lack of competence. These latter 3
institutions accordigly break no public or fiduciary obligation. The reason this
critique is important to address, is that some forms of pharmaceutical industry
medicine relationshipsraseen by Newhouse to fall into the category of Frauds
research misconduct by scientister Foolsi condoningdoctor®acceptance dree

gifts fromindustry which decreases their ability to remain impairtahd thudalling

outside the scope of institutional corruption analysis (Newhouse,.2014)

The second criti gqumicatioredf estitstional acorrupgos i n g 6 s
explain the corrosive effect of campaign financing in the US. Lessing argues that
congress is institutionally corrupted (diverted from its mandate to serve the public) by

the improper financial dependency it fostansh private institutions for campaign
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success (Lessing, 2011). Similarly to what was said in the previous critique, and
Thompsonédés view that pol i tate mtarésts,hessingf i t s
describesimproper dependency as influence thatwdsa act or s away fr
i nfl uence i nt e ppd2640awopd, 20%4p.1 b ) . 2 D@04 od 6 s
criticism is whether improper dependence is colyetdemedo be corruption itself,

as Lessing would seem to purport that improper dependenaflict of interest) is
corruption already. Dawoodds question i ¢
reiteration that secondary interest existence cannot be defined as fulfilling the criteria

of wrongfulness automat i c a lemtys.probfematc, t hi s
since a conflict of interest preceding actioa &chrédinger's cat, simultaneously dead

and alive but not yet establishedt he f el i neds mort al state
only depend on the goal that one wishes to attain: goadufpy r e r oot i ng f or
bad i f youdre rooting for the cat.

These criticisms are worthy of further exploration, especially since the adaptability of
institutional corruption theory as applicable to any and all institutieassdimitations

withouttre consi deration of which will, in Ney
of 15 minutes of fame. Criticism here is particularly useful since we can assess the
difference between institution (motive) and organization (means), in that Newhouse
criiqueshe exi stence of motive as an inhereni
closer to the means i.e. the existence of a (financial) dependency. Contrary to
Newhouse (2014), | argue that industngdicine relationships will fall under the

category of fidut@ry relationships, one which she does not see, but perhaps because

her analysis would break down the medicines delivery chain into stages isolated from
each other (medical R&D as wunrelated to
hand, Dawood (204) does raise a particular point in that conflict of interest in itself

is not yet corruption (or white collar crime for that matter) since the opportunity to
break a fiduciary duty does not predetermine its brddotvevertDawood 6s cr i ti
could go unballenged if a conflict of interest (or improper dependency) was obvious,
singular, and identifiable as sudhowever,asstated previouslyupon a long line of

sequential events, omenditio sine qua nois rarely the cause of a criminal outcome.
Interadions between industry and medicine are made up of many dependent stages,

and one outcome may require multiple tasks to be executed, and a variety of
relationships to form. Thus for the study of the relationships between the
pharmaceutical industry and tpeofession of medicine, and subsequent institutional
corruption of the medical profession, an institutional purpose is seen as the obligation

of health provision, protected by national and international law, and mandatory with
regards the duties of the dieal profession. The argument of improper dependency

being institutional corruption itself may induce a deplavevever,| will argue a fuller

picture which does not stagnate argument at the precipice of conflict of inberest

which will engage in congrsation about the embeddstructuralreasons as to why
(motivation) and how (means) an interest is identified and pursued. The study of how
institutional corruption manifests in the medical profession is a complicated one, and

one must ask the questiowhat then, are the institutional norms that the medical
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profession is being diverted from i.e. the impediment of behaviour reproduction as to
the basal requirements of ethical medical practice (adding my own criticism of
Newhouseods cr i tsinecessga)yto sekloan bneegstanding af what the
components and norms of the medical profession are. The medical profession
distinguishes itself from other occupations and so these distinguishing elements need
to be identified and evaluated for this rasd to have an appropriate baseline of
institutional purpose. This baseline represents the basis of trust, since the fiduciary
obligations, and the ability to meet therender the profession of medicine trustworthy

for patients.

3.5. THE PROFESSION OF NIECINE: TRUSTAUTONOMY, AND
ETHICS

There are certain truisms we do not necessarily seek verification for. One of these is
that we trust our doctors. According to global market research data, doctors remain
and continue to be among theost trusted professions (GfK Verein, 2016). Trust,
earned as it may be through individual experience, is also a necessary component of
knowledge diversification in society, which produces a dependency on those who
possess the knowledge and/or capabilitvesdo not, to execute a task or achieve a
goal we desire, or provide a service we rely on (Shapiro, 1987). Trust is based on many
societal and interpersonal factonsweverwhen it comes to the extraordinary amount

of trust we place in doctors, it boidown to two main components which are
derivatives of each othér 1) the autonomy and authority of physicians based on
specialized knowledge, 2) which in turn is legitimized by mmmitmentto ethical and

moral standards of conduct and decision makirayghly understood as the
Hippocratic tradition. These two characteristics are separate in concept, but mutually
reinforce each other they are conditional determinants of the trust we place in
physicians. Let us then discuss what a profession is, howtde@my manifests, and
how ethicality serves as autonomybs det e
norms of the profession of medicine, because it is these that the profession of medicine
is being diverted from (its institutional purpose) due ystamatic and strategic
influence exerted by the pharmaceutical industry within industgicine
relationships.

3.5.1. MEDICINE AS A PROFES30N: THE COMPONENTSF
AUTONOMY AND AITHORITY

Autonomy is the freedom to acframawark, accor
independent from external constraints, the right togaliernment. With regards to

the medical profession, the qualities of stdtermination of professional work, the
possession and regulation of skill and knowledge, and timendionentto provide a

societal need or service in line with a professional ethical code are what define the
autonomous nature of the medical profession (Hoogl&ndochemsen, 2000
Warzynski & Noble 1976 Wilensky, 1964). In a study discussing medical autonomy
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in the WK, Harrison and Ahmad (2000) divide the components of autonomy within a
tri-level model, establishing that medical autonomy is demonstrated in micro, meso,
and macro levels of medical practice.

Micro levelautonomy manifests within the clinical autononfypbysicians. Clinical

autonomy is comprised of the professional control over 1) the diagnosis and treatment
decisions in patient care, 2) control over the evaluation of the care provided to patients,

3) command over the amount and nature of tasks exeartdd}) the maintenance of
contractual independence from employers. Expressed by Kendel (199045) this

pertains to the microscopic autonomy of medical professiormalsgh the possession

of a Auniqgue and compl ex b odesstoon, fexeuted wl e d
or appreciated by those who are outside of the profession. As such it is the autonomy
expressed in individual clinical practice.

Meso | ev el aut onomy describes t he Al nstit
professi on Idanridon & Aremad2008 p. €31). The meso sphere of
autonomy identifies the selégulatory nature of the profession as granted by the state

in selflicensure, as well as the recognition of medical organizations and associations
that mediate the interesté the medical profession. The recognition of licensure, as
well as professional registration databases, the coordination and accreditation of
medical education, as well as medical boards and ethics committees, development of
medical guidelines, the freeshao regulate professional members, to define acceptable
and ethical conduct, as well as the right to discipline, punish, or expel members
(Kendel, 1990Timmermanst Oh, 2010) all belong to the execution of the meso level

of autonomous practice of mediein

Lastly, being that the medical profession is claimant to a unique body of knowledge
(regarding the human anatomy and the pathologies it may suffer), as a profession it
possesses the singular competency of defining the scope of its field of work (what
bdongs to medicine and what does not) as well as the way in which it approaches
diagnosis, treatment, and management of disééseo level autonomy manifests in

the biomedical modédl an approach to the practice of medicine that emphasizes the
importanceof diagnosis of an ailment and definition of the ameliorative intervention.

This model defines what autonomy means practically and translates the abstract notion
of medical autonomy into OGautonomy in pr
importantfor this thesis in that we are able to study medical autonomy as- multi

° The biomedical model sees disease or illness as a biological deviation within the body from the

heal thy or O6normal 6 state. The biomedical model r
undet yi ng causeo, 2) fidisease (pathology) is al way
of the disease wild/l result in a return to healthd¢
model has been criticized in that it reduces the patiesnt wbject, or a series of quantifiable

symptoms that excludes soci al and economic, not t

of illness that also effect the overall state of health (Borret, 2013, p. 497). The WHO definition of
health challages this narrow definition, recognizing the complexity of illness; however, it is still a
determining view in medical science.
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componential, and procedural as we shall see in the analysis of institutional corruption
of medicine. Similarly the modellludesto the autonomous practice of medicine in
the clinic b be the end result of prior autonomous actions; an accomplishment
preceded by macro and mdswel autonomy. | shall elaborate in due course, however

it is importantto note that autonomy rests on an additional component of the medical
profession, withoutvhich such high degrees of sellétermination of work cannot be
carried out. Reverence for the medical professional stems not solely from the
possession of knowledge of the complicated structure and functioning of the human
body. Specialized skill aloneods not denote a professional status, since every type of
work has its own set of skills that those outside the occupation do not necessarily
understand or cannot, without a licence, rightfully practice. Although skill and
knowledge are components of autamus practice, what differentiates the
professions from other highly skilled occupations is the requirement to execute this
knowledge in the spirit of altruism and ethical conduct, which should trump self
interest (Freidson, 1970, 198&ullivan, 2000 Timmermans& Oh, 2010). The
professions emerge in response to a pressing social need. Looking at the medical
profession, it is the functional manifestation of providing, enabling, and prolonging
health, a basic human ne¥dhus there is another element obfessionalism, which
relates to its function a@seingbound to act in the interests of this social expectation

the element of subjugation of medical practice to the interests of society maintained
by a canmitmentto ethical conduct.

The legitimacy of he autonomous functioning of medical practice is rooted in an
ethical duty to remain relatively unrestricted by other interests (healthcare budget,
legal tradition, infrastructure etc. pose inherent limitations on medical practice). What
makes medicineultmat el y a profession is that i1t i
the members of t he prsodf etlsics amal ra prgfessiomal n e d
commitment to competence and morality, altruism, and the promotion of the public
good within theird o ma (Cruéss, et. al., 2004. 75) In other words, this provides

the social contract between the profession of medicine and society. It is the code of the
medical profession that both guides physicians in their practice, as well as legitimizes
therd aim to authority and autonomy. APr of e
the core of contemporary societyo [ €] A é
of occupational authority and independence to professionalized occupations such as
medicineand aw has been a soci al contract bet
(Sullivan, 2000p. 673). The notion of the social contract manifests in the relationship

10 The Human Right to Health is protected in:

Article 25 of theUniversal Declaration of Human Rights

Article 12 of thelnternational Covenant on Economic, Social and Cultural Rights

Article 24 of theConvention on the Rights of the Child

Article 5 of theConvention on the Elimination of All Forms of Racial Discrimination
Articles 12 & 14 of theConvention on the Eliminatioof All Forms of Discrimination Against
Women

Article XI (11) of theAmerican Declaration on Rights and Duties of Man

Article 25 of theConvention on the Rights of Persons with Disabilities
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between the professions and the public; society granting the professions dominance
and authory in specific fields, in return for the protection and promotion of health
and quality of life (Timmerman& Oh, 2010). In the case of the medical profession,
authority and dominance are granted by way of the specialized knowledge of human
biology held byphysicians, trust in the camitmentof the professional to the ideals

of medical practice grants the physician autonomy, the enablement of the right to
practice medicine according to the interests of the patient.

3.5.2. THE BASIS OF AUTONOM A CULTURE OETHICS

Traditionally the ethics of medicine are held to be described in the Hippocratic Oath
a document that originates from somewhere between'ttamd 4" century BC, the
Classical Era of Ancient Greece. Although it is agreed upon that it was rpmdgpes
himself who authored it, nor that it was considered of any particular importance other
thanasone of the many Oaths that surfaced at the time, it has become the defining
symbol of the fundamental ideals of (western) medicine today (Rocca, 2008).

The validity of the Hippocratic Oath in written form hlasenand continues to be

debated, and one can easily find version upon versibnmbdernized refurbishments

of the ancient text. Critics challenge the necessity or even the appropriateness of
swearing upon an oath in medical school claiming the Oath is something of a hollow

vow, more to please the young physician, and even more, the lay patient (Loewy, 2007)
Others see it as a reaffirmation of the duties of the physician, and that the cllture o
the Oath itself establishes physiciansé
(Srithararet al., 2001). The Hippocratic Oath, as an actual document comprising the

et hical requirements of the profession ufj
coe principles of the ethical .Howesetteem of t
Oat h, or the action of taking a vow, rei
an Aunbroken Hippocratic,pp.2526. of successi

The HippocratidOath, as it stood 2400 years ago, is, for modern medicinelabed.

A vow to the Gods, the prohibition of euthanasia, abortion, and surgery, are some of

the striking examples of ideals and prohibitions that do not hold fast for the practice

of medicinetoday. This, as well as the fact that the necessity of the Oath itself is
debated renders it more appropriate to speak of a HippoCraliiere, or rather the

Oath as a symbolic manifestation of the
a calling not a businesso (Quote byw6F)im Will.i
cultureof ethical and moral commitment. Swearing upon the Hippocratic Oath is most
commonly done by medical students upon entering university, or part of the
completion ceremongf their medical training, albeit not all medical schools require

this to be done. It is a way of reaffirming thgirit of Hippocratic Medicine, which

evokes the notion that the practice of medicine requires its practitioners to subordinate
their mental ad physical capacities to ethical and moral ideals, and to execute their
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professional practice with a high degrealdfuism; the only acceptable interest being
that of the promotion of health and wbking of the patient.

The universality of the Oatlsia more recent development than one would expect.
Again, despite being subject to some controversy as to its necasstyormal
document to be sworn upon, the culture of Hippocratic medicine has in Europe become
vital, especially after the horrors of aNd War Il. In 1948, the World Medical
Association (WMA) adopted the Declaration of Genasa response to the atrocious
acts committed by physicians in Nazi Germany, and reinstated, in light of these crimes,
the need to restablish the values of the pfhocratic culture of medicinesde
Hippocratic Oath in the Declaration of Geneva, 1948 as it stands todapex J).

The WMA boasts a total of 111 National Medical Associations globally, including the
Hungarian Medical ChambgMOK), and the Royal DutctMedical Association
(KMNG). United under theegis of the Oath, the medical profession is seen, probably
now more than ever before, as a profession bound by universally defined ethical
norms. The Oath, as important as it is, must however not be readsaloaat has
evolved to encompass Medical Codes of Conduct which translate the Hippocratic
culture of ethics into the everyday practice of medicine to suit professional practice in
alocal context. These Medical Codes of Conduct which, although foundedhgse
universal principles, retain features and aspects of medical practice that are defined by
national law. This will be important in the later sections of this thesis and | shall return
to what is addressed by these Codes of Conduct in the legahalytical chapters,

since they represent textual codes of baseline medical institutional purpose. However,
this section has aimed to describe the origins and qualities of the ethics of medicine,
and the ethical culture of the medical profession as thdgipdp the basis of trust

upon which autonomy and authority can be claimed. As mentioned before, the
possession of skill and medical expertise legitimizes authority, and necessitates
autonomous practice. The permission to do so is maintained by a prtonukee
societal (patient) interests above all else, and establishes the enormous amount of trust
we place in the medical profession.

The question of whether quality healthcare provision is a duty to be performed to the
public, is not always simple: fattset 31 of the Office of the United Nations High
Commissioner for Human Rights and the World He@ltganization explicitly state

t hat AThe right t o he alridghthto be fealtkgOT( Hwuman
Rights Fact Sheet 31. 2008 8). The huma rights approaclhssessethe duties of

the state in healthcare provisjdnut the state does nphysically attend to the patient;

the state provides the infrastructure for healthcare aste$sashealthcare budget,
insurance, or concrete infrastructyincluding providing licensure and protecting the
autonomy and authority of the medical profession to execute healthcare provision. The
obligation of the medical profession is to strive for the provision of the highest standard
of medical care to patienthat medical knowledge, science, and experience is able to
providei its fiduciary obligation in exchange for state protection of licensure and
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autonomy. A violation of fiduciary obligation constitutes criminality, as is the case
with medical malpracticd=or these reasons, | perceive the duty of healthcare provision
to the highest standaadthe basic professional institutional imperative of the medical
profession pragmaticallyexpressed in the control (autonomy and authority) over
medical knowledge.

In the next section | will describide theoreticaframeworkfor this researctwhich
assesseghe institutional corruption of the medical profession, understood as the
profession of medicine being diverted or weakened in its ability to pursue its
institutonal purpose by way of pharmaceutical industry influence within the 3 spheres
of medical autonomy and authority over medical knowlddggeictly within the scope

of medical knowledge regarding pharmaceutical products.

3.6. AUTONOMY OF MEDICAKNOWLEDGE AID THE
ANALYTICAL FRAMEWORK

AToo often scholars and policy analysis
aspects of a large and complex problem. The cumulative result is too often resembles
the portrayal of an elephant as a horse built by a caemait
(Reiss &Tonrey, 1993 p. 10).

| have discussed the components of medical autonomy and authority of the profession
of medicine, as well as its basis in an ethinakrmative and Hippocratic culture. To
enable the analysis of the institutional corruption of medicine, | shall turn to the
construction of an analytical framework. | have taken to rely on the insights of medical
sociology both in defining as well as sttwgng the institutional imperatives of
medical practice: provision of health through autonomous practice, guided by a
Hippocratic ideal that promotes altruism and suhing of selfinterests to the
interests of the patient. Drawing on this structure Jllamalyse what was identified as
industrymedicine relationships in the literature review and assess medicine as a
countervailing power (Light, 2010) to the influence of the pharmaceutical industry via
the autonomy of medical knowledge at the macro, masd,micro levels. For this
thesis medical autonomy is based primarily on monopoly over medical knowledge,
and is the basis for individual autonomous practicghall begin with macro level
autonomous practice, and illustrate how meso and subsequearityleviel autonomy

is built in sequence which follows from a deductive approach.

Macro level autonomy is established in the claim of the medical profession over the
production of medical knowledge v&vVis delineation of what constitutesedical

knowledge, and how this knowledge is applied. Science, or the production of
knowledge rests on autonomy and impartialify,t he di si nterested s
(Lewis et al, 2001, p. 783), the analysis and application of fact devoid of personal or
economic intersts. As with the definition of the biomedical model as an approach to
disease, the approach to medical treatment insofar as it is related to pharmaceutical
products, is the knowledge produced about a medicine (Busfield,. Z0@6pasis of
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drug productions drug research and development, which begins in the laboratories
and medical research centres. This thesis will address the role of the pharmaceutical
industry in the development and production of medical knowledge regarding
pharmaceutical products.

Medical knowledge must not only be produced, but it must be communicated
throughout the corpus of the professional medical organizati@misonandAhmad
(2000) seaneso levehutonomy as the control over the accreditation and licensure of
doctors, the right to selegulate, and to construct and control the content of medical
practice. Maintaining membership within the practice of medicine requires continued
sel-development @d educationi the interpretation and application of produced
medical science into practice. This is done through Continuing Medical Education
(CME), and the implementation of medical guidelines and protocols that translate
produced knowledge about a medeinto medical practice. In this thesis, mescel
autonomy in relation to the pharmaceutical industry will analyse the role of industry
in medical education and medical knowledge interpretation.

Micro level autonomy is a critical point, in that whiteacro and meso level autonomy
provide the basis for a collective body of scientificalerified medical knowledge, as

well as standardization in education, diagnosis, and treatment protocols, the autonomy
of individual practice is still recognized as acessity, due to the individuality of
illness and disease (calg-case treatment). The meso and macro provide a structured
guide for medical knowledge and its standard applicatiemvever the individual

doctor still maintains the right to practice indiual application of medical knowledge,

as is his/her duty to the patient. The role of the pharmaceutical industry as it pertains
to interactions with doctors in the clinical setting shall be the final level of analysis.

These levels of analysis are important for the analysis of empirical data, anoeshall
reflected in the structure of this thesis. Embeddedness provides the relational approach,
understanding that social and orgational networks are an imperative corttet
backdrop to the st ydngipakldentbektiorskipgassigmsgoalSh a p i
identification to act as orientation in explanations aprincipatagent roles, and in

this case, the profession of medicine is the target of study. Applying the noton of
fiduciary responsibilityfor providing healthcare with pharmaceutical products, | view

trust to be maintained by promotion of the highest standdrcknowledge,
disinterestedness, transparency, and role competence in all levels of medical
autonomy. A breach of these standards <co
white collar crime). The meso/macro/micro framework provides a structuretior b

inquiry (investigation in the field) as well as a division into analytical chapters, but

must still be seen as linked on a consequential string in practicalitercmdiciones

sine quibus norach level of interaction, and each component of mediganomy

built upon each other (structural conditional determinants), the destruction of one
rendering the othelspotent

55



#1004 %A C% - %4 (/ $/ ,5$) #! ,
421

fiFrom inside a tradition of objectivity and scientific detachment, the lines of kegalit
and illegality, of morality and immorality in research, may seem straight and clean.
But as many criminologists know, these lines quickly becomeeadragid uncertain
in the fieldo
(Ferrell & Hamm 1998 p. 26)

In this chapter, the methodologies used in researching ineastiicine relationships

will be introduced Descriptions tend to scan the methodology from #whrtical

plane, describing the toolkit of the researchidoweverin addition to the enumeration

of amethodological apparatus, this chapter will also include a theoretical reaasning

to the methods used and the nature of the data so gleaned, substantiating the need for
a reflexive analysis of the way in which this data was aedeswllected, and
compiled. Methodologies are generative of data in themselves, whetegti@ption

and a reflexive stance on the part of the researcher already place both the researcher
and the researched phenomenon into context. The generation of data starts already in
the preparation and execution stages of qualitative analysis of social pheraordena
continues throughout

The delineation of the boundaries of the field within which | aspired to conduct
research focused primarily onetimedical profession itself, regptents constructing
relationships with the pharaceutical industry, and providirgxplanations as to how

and why the industry influences the practice of medicine. While correlations drawn
between the number of industmyedicine interactions and changes in prescription
practices of doctors may provide evidence éxistence ofthe phenanenon of
influence it lacks explanations as to why such relationships are influersal
communicatedy those who are part of the industmgdicine relationshipMostly,

the common understanding is that the financial incentives of the pharmaceutical
industry make it a corporate goal to influensasceptiblephysiciars, changing
prescribing habits to boost sales. The statement would be appropriate if not for the fact
that doctors are highly autonomous, and express their own agency as well as their
abilities to selfregulateas a profession. Research has chosen not to engage in the
analysis of medical autonomy, or its corruption via the pharmaceutical industry
Speaking to doctorand actors within the pharmaceutical product delivery system
allows for theseexplanationgo emerge.

The question | soughto answerwas whether industrgnedicine relationships
institutionally corrupt the practice of medicine, not limiting analysis to individual
morality but seeing deviance as embedded and produced in the systetustry
medicine relationships in the pharmaceutical product delivery chifis. research
placed the profession of medicine at the centrma@diry; however it required that
modes of influence be placed in the context of industeglicine relationsips. Given
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that this is a dynamic process of int¢iae, the systemvhich promotescollaboration
between industry and medicine afg@sentingopportunities for undue influencthe

field of research had to be flexible, to incorporate those aatoganiations, and
institutions that respondentsdentified as important for answeringhe research
guestionsThusdata collectiorwasdriven not solely by my own understanding of the
published literature on the subject, but by the respondents them3digparticipants

that | included in this sample evolved to comprise doctors, pharmaceutical industry
respondents lawyers, economistspharmacists, journalists, regulatory authority
representativegndpharmaceutical industry associations.

To understand howadttorsi trusted and respected professioriatsontribute to the

harmful actions of pharmaceutical companies (Ggtzsche, 2013), it is important to
direct attention to the interpretations of industrgdicine relationships as to the roles

that industry playsn medicine along the knowledge production, interpretation, and
application activities of physicians. To presume industry influence over the medical
profession is to presume the existence of an organizational culture that trumps the
culture of medicine.tlpresumes that one cultureor set of norms and valuésis

corrupted (Lessing, 2013) to accommodate the expectations of another culture. Within

this process, looking at meaning and interpretation of actions is pivotal to
understanding the process oftdision of values, and how interpretation serves to

mask thedeviantnature ofbehaviour A Cr i me and deviance cor
simple enact ment o ferraletali 2008ip.8). Tihe idea that c u |l t u
crime is a dynamic interpretatiorf meaning attached to a specific relationship is
portrayed within this research, and the study of indusiegdicine relationships as the

driving force behind the institutional corruption of medicine necessitated an
interpretiveconstructionist stance to bepheld throughout the compilati and

analysis of data, as well as emphayan ethnographic sensibility.

The ability to study behaviour requires the ability to incorporate the study of the
meanings given by a subject to his/her own actions. Common to anthropology is the
ethnographic method of inquiry whigmcouragethe researcher to take a position of
obsevation within which the distance between the observer and the observed is
minimized. This requires the researcher to immerse him/herself within the
environment of the subject under scrutiny; requiring the researcher to be present within
the contextual arenof behaviour and action; to besitu (Noaks& Wincup, 2004).

Cul tur al criminologists promot e researc
experi encead,.tosemegxgentsthe immersion of oneself within the
domains of criminal conduct. One mubt present to be able to assess the
interpretations of a specific action at a specific time. Hence the idea that
Aunder st andli mgqguihreesvoregarding it oen its
p.175) presumes that the researcher must take a stéthaethe specific behavioural

arenas of the phenomenon that one wishes to investigate. It is through applying a
Acri mi nol og]theabilty weppeetiatehithe emotional, behavioural and
verbal context of those undstudy thatenables compramsion of action. In a sense,

cultural criminological research requires a certain degree of sympathetic participation,
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guided byanet hnographic sensibility wherein th
part, the situated melk&Hamng $998p.2d) of¢hesper i e n
investigated. This ideological stance | have come to understand as the manifestation

of Beckerds nAunder do;¢amsnerslay,200p.§3), whichiBe c k er
interpreted to mean that the task of the researchersiutly those social groups that

are marginalized, or in some way, oppressed by a powerful other. This idea may be
traced back to Beckerds | abelling theory
6criminal 6 are but | a beddindndigdualsdya powerfuc er t a i
entity (i.e. the state). The task of the social researcher is to scratch the surface of the
given label to expose the true dynamics underneath; to test the validity of centralized
definitions of criminality. As such, crimalogical inquiry is able to reinterpret
conventional ideas and explanations of criminality, going beyond the boundaries of
textual definitions and prdefined theories of criminality itself. It is here that the
importance of ethnographic study in relattorresearching the institutional corruption

of the medical professioshouldbe emphasizeds with underdog sociologyvhich

sees deviance to be a construct of powerful acteesito supress the powerless, the

principle holds important for investigatirggimes of powerful actors; going against

the grain and reflecting their own constructs of criminality back onto themo

specchio deformant&he abstract nature definitions ofwhite collar, corporate and

crimes of the powerful inotseenas a hindrace, but as an opportunity to explore the

source of ambiguity of normaindlegal behaviour that causes harm.

4.1. THENETHERLANDS AND HNGARY

This research was executedHongary and The Netherlandad choosing thedeo
countriesfor analysis was motivated ¥ fundanental considerations. Firstlyhe
corrosive effect of relationships between the pharmaceutical industry and the medical
professionenjoys a far more comprehensive study in American research than
European. Thersatendacy t o fAAmericanized the crir
industry, or see corporate crime in the pharmaceutical industry as an American
phenomenonsomething echoed among respondents in the fi¢ld intention of this
research was to direct focus to the Eu@an context, and more specifically, to execute
research within the European Union. This was dameconsiderationof the
harmonization ofmedicines regulatiorgs well agecent implementation of European
transparency requirementegardingpayments frompharmaceutical companies to
physicians and healthcare organizatiafisqussed in detail in Chaptex. & study of
industrymedicine interactions in Europe is also made interesting by the fact that
contrary to the United States and New Zealand, Directdns@mer Adertising
(DTA) of 60nhyRelicatiodPOM) s prohibited. In this sensetra@ugh

DTA of théQOuntedmedication (OTC) is allowed, the market uptake of POM

is highly dependent on advertisitand informing physicians directlffor industry,

the relationships they have with doctors in Eurapeessential.
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Secondly this research was an exploration into the question of whether institutional
corruption is a phenomenon that varies in manifestation on a local level, or whether it
is independent of country borders. This question was based on the knowledge that the
pharmaceutical industry is a global industry, and as such, it is questionable whether
industrymedicine relationships take on different forms in the two countmeker
analysis, and whether national borders shape indostdicine relationships or
perceptions as to emerging devian@dis consideration was based on corruption
perception reportsaand that corruptiomn generalas aproblem that disrupts normal
societal functioning is deemed more prevalent in Eastern and Southern EU member
states than in the countries in the 3#n and Northern EU regions (Transparency
International Corruption Perception IndeXhis assertiorwas further supported by

the European Commissi BJ Anti-Corruption Report (2014).

The following table is taken from the Transparency International website, where the
2016corruption perception index (CPI) rankings ainel scores for the preceding years
till 2012 are provided. The Likert Scaletypark i ng pl aces responde]

of corruption in their country on a numer
cleano.

2016 global | Country Score 2016 | Score 2015 | Score 2014 | Score 2013 | Score 2012

ranking

gt Netherlands | 83 87 83 83 84

57% Hungary 48 51 54 54 55

Data ®urce: Transparency International website
https://www.transparency.org/news/feature/corruption_perceptions_iaaa&
#table

This research thus took the Netherlands and Huragabeing on two opposing ends

of the corruption scaleproviding the opportunity to reflect on whether the CPI
rankings held constant in respondent accounts, and whether CPI rankings were
reflected within industrymedicine relationship

Finally, thedecision to choose Hungary arttetNetherlandspecifically was also
technical in nature to ensure points of access sueimg@eging in danguagewhich

both the respondent and | could use with proficieay the availability of personal
contacts within the field of medicine. Modes of access were fundamental in conducting
fieldwork, since many of the obstacles to access were attlyelack of medcal
education and medical titlethére aresome placethatonly qualified employees can
physicallyente), obstacles$o entryin bureaucratistructuresor accesgphysical and
verbal) limited by company trade secrets, as wellogsrcoming unwillingnesso
participate due to theensitivity of the research subjeand the ability to build rapport

via referrals from a friendly face or trusted colleague
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4.2. SAMPLING

4.2.1. DEFINING THE FELD THROUGH &MPLING

As | described in Chapter theprofession of medicine goes far beyond the boundaries

of clinical practice, and as such, the study of its institutional corruption by the
pharmaceutical industry requires that the field follow the manifestations of industry
medicine relationships as oppds® searching for the phenomenon within a set of
defined respondents. Basing fieldwork upon a standard set of qualities, such as all
respondents be doctors, or all respondents work at a particular institution or company,
would only reproduce general (oigksr) constructions of the professional medical

field 7 what activities doctors engage in, where industadicine relationships
manifest T or restrict the interviewqtheir contents and analysigp my own

i nterpretations. T hludagamdlyhwkich mstitutiords dwouldke s o f
end up contacting, and who would eventually become respondents in the saraple
continuously shaped by the respondents rafetralscorstituted data for this research

as much as the contents of each interviel. &%t consti tuted Ot he fi
on an interpretiveconstructionist approach, and sought to contribute to the production

of knowledge regarding the inexplicable wordhd complex system behind the
limiting vernacular of a singledustry-medidne relationship.

Snowball - also known as chaior respondendriven sampling invokes the use of

social networks. This methodological tactic of gaining access incorporates the basic
idea of a dynamic social word, already in the beginning stages orchse
Respondentriven sampling is based on two fundamental notions: firstly, that social
knowl edge should be viewed as f#AprmMboymarily
2008 p. 329 Nader 201}, and secondly, that social knowledge should also be
interpreted as the product of relations of power exercised between both researcher and
respondent, as well dsetween respondents themselesowledge is not simply
information that should be elicitedutit is the product of the very process by which

we come to interact with others. Thus it is a procedure that in itself generates
knowledge about he group. This idea is best expr
psychology, which invokes the ideologytha it he whol e i s greate
partso &Beffdrdon2@0@py306). Snowball or respondedtiven sampling,

and the knowledge gained by documentation of the mode of access aachiewed
researchihus invokes the Gestalt perspective iatthnalysis includes the study of the
dynamic of entry within a social group. In this sense, it is not just the individual that

is studied, but the societal context within which the individual is situated, again
reiterating that respondedtiven samplingests on the networks that form the basis

for social interaction.

| mmer sion within a certain soci al settin
in the right place at the right timebé. T
encounter: af groups of people are to be penetrated as in penetrating a sphere, and
once inside, the researcher may then sit and takes mabimst what ensues.
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Characteristics of the &édmedical cul tureo
which entry is acquiredsuch as the use of informal networks as expressed by
Danzinger, attesting to the rich data gained from documenting her efforts to access
doctors. She statdbat via an assessment of means of accessi | had al so
invaluable knowledge aboutthe struar e of medi c al care sett)]
p.517) For this researctheeclectic qualities of respondentghere they worked and

what organizations they belonged, tanformed my understandingof the
pharmaceuticgbroductdelivery system.

4.2.2. KNOWLEDGEDRIVEN RESPONDENTRIANGULATION

Snowball sampling was also necessitated by the qualities of the medical profession
itself i a r esul t of the division of l abour w
description of the division of knowledge ardbbur (Shapirp1978, 1990) is not only

important for the theories behind trust relationships in society, but it has a very real
manifestation within the field itself. Knowledge asymmetry was not only represented

in my position asan outsider, but was alsoconstant and omnipresent characteristic

of the respondents in the fielBeing that individuals are predominantly concerned

with information that directly affects them as individuals, similarly the respondents |
interviewed were also restricted in thewn knowledge, which was generally bound

to the borders of their own work. Thus it was not only that | saw my respondents as
the Aknowl edgudahblheatotrheesrpiondent s al so had
ot herso to whom | wa sersteppddehe boardiariesfof theiy q u e
own understanding. The respondé&mned outt o be not 6justd a r
potentialkeyto specificinformationabout their professional worlds by what they said,

and complemented by what thdid, or who theyknew. AAn i ndividual 6
intelligence is never fAsolod. |1t cannot
her reference books, notes, computer programs and data bases, or most important of

all, the network of friends, colleagues, or mentors ¢ow one leans for help and

advi ce gl1991pr3uThesyrespondents were not arbitrarily selected, but rather

they were accessed as a result of a process of building and constructing the
phenomenon of institutional corruptiohh e 6 b o r dfieldgsvére thuk subjdcth e

to a high degree of plasticity.

As a result of such a means of inquiry, | was able to constnilsteractional chain of
industrymedicine relationships from drug discovery and research, to clinical testing
and development, to meet authorization, to how knowledge of approved medication

is then transported to clinical doctors and implemented into practice, and then identify
how industry is present within the chain of pharmaceutical drug delivery from
conception to clinical applation. This will be revisited in the analytical chapter# as
forms part of the data collected, and will provide baeis fordescrbing industry
medicine relationships along the pharmaceutical product delivery cPRaior
literature did inform my ini&l search for respondents, seeking out thosenwho
interpreted to be present in the 3 platforms of industegicine interaction: clinical
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research, medical education, and advertisinghisiciangLexchin, 1993). However

what began as a puisof doctorsbecame a triangulation of a variety of respondents,
to account for professional information asymmetries and the verification of respondent
claims.

A variety of respondents made up the population sample, resulting in a t&al of
interviewsthatwereconductedvith 84 respondent®ne interview in the Netherlands
comprised of 2 respondents being presefyespondents working in Hungaand

41 respondents working in the Netherlapdsre interviewedbetween April 2015 and
April 2017. 2 respondesstin Hungary, and 2 in the Netherlandsere interviewed
twice, due to the interview being cut shodr due to responderdsparticular
willingness to discuss the subject furthemgd/orif they hadvery detailed and lengthy
experiences in multiple sectoirmpossible tocoverin one interview In Hungary,
interviews were conducted in Hungarian, which | translated into English. Interviews
in the Netherlands were conducted in English.

The categorization of respondentiso: i s do
Physicians, Pharmaceutical Industry Respondents, Regukatdr Associationsand

Other Respondents. These categories reflect the sector in which respondents were
employed, or were activi@, at the time of reseeh, mainly because the majority of
respondents were certified doctors yet they did not all work in medical practice.
Additionally many respondents employed in the pharmaceutical or regulatory sectors
had peviouslyworked as practicing physiciafisone respondent for example had
worked as a&linician, a sales representative, a hospital director, and a therapeutic area
specialist at a pharmaceutical company. This type of reettior experience was very
common among respondents, their prior experiences adding to the richness of
interviews. Thecategory of Physicians is also nuanced, as some doctors worked
directly with patients in the clinic, while others worked in a hospital environment but
were purely active in laboratory research, or some engaged in a combination of clinical
practice, hospél administration, and medical research.

Respondents under the categonytlad Pharmaceutical Sector worked at innovative
and generic pharmaceutical companies, but some were also activeein th
biopharmaceutical sector (mtaical research)or employed atclinical research
organizatios which sell clinical trial services to pharmaceutical compariibese
respondents held degrees in medicine, law, economics, pharmacy, or matkedierg.

the category of Regulatoend Associations placed national medicés regulatory
authorities, inspectors, and members of medical ethics committees, as well as medical
associations, and pharmaceutical industry associations. The reason for doing so again
pertained to the activities (sector) of these bodies: ensuring cowgliath legislation

and regulation, as well as providing sedfyulation, codes of ethics and medical
guidelines.

Finally, the last category of Other Respondents was a product of fieldwdHe
Netherlands The Dutch media is particularly critical oh@armaceutical companies,
and | was referred to journalists as being specialized in subjects of healthcare
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criminality, having investigated particular cases of industry crime in the Netherlands
Some respondentsad published books on industry criminality; were directly
involved in European studiestinhealthcare corruptioand were considered experts

in certain subjectsFinally, in the Netherlandsthere were Non-Governmental
Organizations, which are focused on specdansequences dhdustrymedicine
relationshig, aiming to achieve financial transparency, creating awareness as to
medicinedrisks among patients and doctors, and aiming to minimizeprescribing

of medications by physicians. The generategories of respondents gevided
belowas regards sectofhe details of respondents can be found in Arthex

Clirucal Doctors
Medicine Academic Medical Researchers

Administrators

Innovative Pharmaceutical Companies
Generic Pharmaceutical Companies
Industry

Clinical Research Organization

Biotechnology Companies

National Medicines Regulatory Authorities
National Medical Associations
Regulators/Associations Clinical Trial Ethics Committee
Pharmaceutical Industry Associations

Pharmaceutical Industry Self-regulatory Foundation/Committee

News Media

Medical Journal
Other
Healthcare Economy Expert

Healthcare Non-Governmental Organizations

In addition to the variety of respondents | came to interview, their accounts and
descriptionslso led me to a resposwt accoundriven search of legal, salégulatory,

and medical codes of conduatsessment. These formal doewms will be listed in
Chapter 5as they provide not only formal and informal codes of ethical behaviour for
both pharmaceutical companies and medicalgasibnals, but also aid in formal
documented verification and understanding of the wider system of pharmaceutical
product delivery. Interviewees sometimes mentioned areas of disease, medication, or
specific personal experiences regarding undue industaemge in medical practice.
Following up on these experiences led to specific case studies being uncovered during
this researcland these will be described in the analytical chapters. Doclanalyisis

and ensuingcase studiesvere not adopted as a formahethodin this research.
Document searches and following on what respondents said via desk research was
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initially used asa modeof respondent claim verificationvhile secondary case study
analysis was planned to serve as illustration of abstracttimsfocal scenarios
described by respondents. However, in combining the interview content, and the
documents used for verification, specific instances emerged that proved illustrative,
original case studies for this thesiheseare allproducts of the rgg@ndentdriven
sampling and the appreciation of method as data generative.

4.3. ACCESS

4.3.1. INVISIBILITY

The snowball samplingnethodwas originally devised as a mathematical model
(Goodman, 1961p. 148)aimed at increasing randomization in participant selection,
but its subsequent implementation in the social sciences waswitbrie particular
intention of achievingdentification and access hkiddenor hard to reacpopulations.
These populations edifficult to access in that they are not directly visible within the
general population and both th&cation as well as size of these groupsrniknown.

These populations choose to be hidden or are forced to hide themselves due to a variety
of reasonsi stigmatization, illegality, intolerance, fear of persecution etc.
(Heckathorn, 1997)naccessible due to their marginalization from the larger sqciety
these populations group together to form organizations of subterranean values,
creating whatsocial learning theorists andultural criminologists refer tas the
fiunderbellyof society (Henry & Einstadter, 2008 opalli, 2005 Ferrell et al. 2008)
Medical professionals, pharmaceutical industry employees, or members of formal and
selfregulatory authorities can hardly be considered hidden in the traditional sense of
hidden populations. The respondents in the sample are not stigmatized, illegal, or
deviant, in fact they are upstanding citizens, a part of the healthcare systdm,
advertisetheir presence and activities. The legitimate professions havitidredly

been associated with ease of accbss | found during research this isonly true

in theory

Being visible, does not directly translate ir#ocessiblefor the world of industry
medicine relationships is protected by bureaucratic mazes, corporate trade secrets, and
the functional status of respondemdthough respondents may notalys be hidden

from view, they are protected from being acce$sadible, but inaccessible (Thomas,

1993 Gilmore & Kenny,201% and -bycihdod e e 0 (p/83ly Poteltial 0 8
respondents were identified and contacted using several tactics which were determined
by the resources and accessibility opportunities available in fieldwork counads.

of contact, as well asccesstrategieshad to be constantly mfmulated in relation to

their eficacy in leading to respondentin both countries snowball sampling and
referrals from one respondent to the other was not only the fastest means of gaining
access to respondents, but also one that ensured the highesseesates to requsst

for interviews both regarding agreement to participate as well as declination. Looking
for doctors, members of medical associations, regulatory agency personnel, or
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pharmaceutical industry employees through a central institutien dtbanization
where the potential respondents work) proved to contain numerous barriers to
outsiders

4.3.2. CONTACTING ESPONDENTS

The power of referrals was integral to the success of access, since it built rapport, while
simultaneously reproducing altire of favours whereby some of these respondents
explicitly mentioned that they were only really willing to meet me because the referral
was given by a frienda superior or a specific colleagyeand as such gvsonal
networks were incredibly importaint the beginning stages of contacting respondents.
There is criticism with regards to using personal netwatksh as running the risk of
respondents referring the researcher to people who think (edikpondent biaspr

that personal ties with respomdg may cause tension when asking sensitive questions
especially posing questions about corruption, crime, unethicalityrafessional
integrity. However | experienced that these criticisms had little validity in the
sampling procedure. | used persogahtacts for initial access, however this was
combined with contacting respondents without referrals (cold calls), so as not to rely
completely on personal networklBe spondents someti mes woul
of féd6 and tell me nwhlestaobng ¢xplicitly that | skoald notaussen per
their names as a reference, meaning that opinions which opposed thatejétee

were not purposefully circumvented, but actually promoted by respondents
themselves invested in my exposure to opposingsddptions of a similar
phenomenon (also an intention of respondent triangulatf@gpondentalsohad a
tendency of preferring referrals to singular individuals rathertbf@nral tomore than

one personlf probed for further contacts, respondentsravpartial to suggesting
organizations to contgctn which case | was usually told to search for specific
departments via organization websites as opposed to specific individuals. Cold calls
were thus not simply a conscious decision to minimize respobaentbut were also

an unavoidable means of contact

4.3.3. DISCLOSURE ANBNONYMITY

All respondents were made aware that interviews wedertakerfor the purpose of

PhD research, and that this data would be used for data analysis and published in a
thesis. The respondents were informed of this in written (email), or verbal (telephone)
form, and were told of my intention to record interviews, eithethe email, and/or

once again before the interview startdétdwas important to be completely opdroat

my status as an academic researched thus the purpose of this data collection. In
emails or via telephone, respondents were asked to partigipatehD project that

aimed to study the role of industry in medicine, and indusiegicine relationships.
Respondents were generally open to being approached by a researcher, but the fact
that | was a criminologist specifically, wamittedafter the fist few contact attempts

and left to the end of the interviews referring to mys f as a Oslbeci al S
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reason for this wasecessarybecause the fact that | am a criminologist ended up
barring access to respondents. The following email excespides an illustration of

this, after | had forgotten to remove the automated email signature containing the name
of the Doctoral Program

AThank you for your mail and interest in
that your doctorate is on Cultural and Global Criminology. This gives me the
impression that you are looking for criminal activities of medical industry in relation
tomed c al profession. I f so, I don't feel
excerpt: October 9, 2016)

In a research project concerning interactions between doctors and patients during
childbirth, Danziger (1979) explains how the medical professiora (jaofessional
organization) is generally hostile towards outsiders who wish to gain entry, especially
if the purpose of entry is to scrutinize ithprofessional practice. This resistance is
describedast he fAmyth of ex perp @8)xvehizhcldimsrae i d s on
professionabelief that only the medically trained are capable of truly understanding,
and thus legitimately evaluating professional medical cond@mnducting
criminological researctisually had the effect of dissuading potentigbogslients from
participating entirely. The subject of the role of the phaceutical industry in
medicineis already a loaded subject in that respondents from all sectors are very much
aware of criticisms towards industnyedicine relationships. Cases ofpmaceutical
industry deviance, or doctors accused of being influenced or bribed by pharmaceutical
companieshas been picked up and debated in the media, as well as being the subject
of numerous book&see Chapter 2Respondents were willing to speakte knowing

that | was a social scientist, but if the subject is studied by a criminologist, then
participants would make the assumption that | am looking for criminal conaluct,
havean intention tocriminalize conduct. Participants did not take kindlyhtoving

legal conduct being labelled as criminal, which was not my intention, but taking into
consideration public and academic debate on the subject, theza wertaimumber

of obstacledn termsof preconceived assumpti®that had to be considerechen
approaching respondents. Thus | had to constantly negotiate with myself, regarding
how much information | should disclose about the criminological quality of this
research before interviews commenced, finding a balance between being as open as
possible as well as lowering the chances of respondents declining to meet me based
on their interpretations of my research intentions.

Thesensitive nature of the research subpeetated a cautigsair in respod e nitas 6
unwillingness to speak dmehalf of arentire professiorthe fear of anonymity being
comprised by the fact t hat Oeveryone ki
regarding what may be spoken about and what maftrade secrets and employment
contracts)as well as scrutiny towardse necesity or validity of this researciA hese

fears of participating were addressed with guarantees of anonymity, the option to
withdraw participatiorat any pointuntil the thesis submission, and if the respondent

wished, a copy of the iarview transcript upo requestOnce the interviews were
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concludedand if conversation alloweddivulgedthe field of this reseah. Not once
did | experience dismissal ooncernf | gave this information after the interview was
concluded.

Respondents were all guaranteed anonymity, which included the concealment of:
names, age, place of work, and any other information capable of identifying them
personallyl requested thdtbe allowed to reveal their professionedical speciality

or at least the sector within which they workedlll respondents are given codes to
signify country,sector of employment, andhamerical identifier.

Country The Netherlands (NL)
codes Hungary (HU)
Medical Physicians (DR)
Pharmaceutical Companies and Clinical Research
Industry o
Organizations (PH)
Government Regulator (REG)
Regulator/Association Medical Association (MA)
Sector
Pharmaceutical Industry Association (PA)
News Media (JO)
Medical Journal (MJ)
Other
Expert (EX)
Other Organization (O0)
Numerical
01,02, (... ete.
identifier

[COUNTRY] [SECTOR] [ID]: e.g. NLDRO1l: Dutch practicing physician
HUPAOL: Hungarian Pharmaceutical Indus&kgsociation.

The detailedcode keyfor each respondent, their medical specialization, sector, or
organization of employment, as well as interview datas be found in the AnneX

4.4. INTERVIEWS

4.4.1. SEMFSTRUCTURED NTERVIEWING

Institutional corruption of the medical profession theorizes (in short) that through
systematic and strategic influence, which is legal and ethical (even necessary), the
medical profession (or institution of medicine) is diverted, restricted (or made
incamble) of achieving its institutional imperatives. To assess the veracity of this
presupposition, the interview method was chosen. Although institutional imperatives
are to be seen as described in documents such as guidelines, codes of conduct, policies,
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ard legislation research aimetb investigate whether these codes of conduc{igre
expressed or represented in accowamdwhether a knowledge of, or commitment to
these institutional goals iexpressedhow organizational goals amescribed or
translaed into practice) (2) whether these are limitations to the ast@ment of
organizational goals and hawstitutional purposes are compromised in the practice,
(3) what explanations may account for compromise or devidtmm institutional
imperatives and (4) whether explanationgeflect individual coping strategies
(opinions)related to industrinfluence, or institutional normalization i.e. institutional
goal deviation?

Building on the idea that information is not just something telloed, but created

through mutualdialogue a constructivist approach was atkp in the interview

technique. Knowledge cannot be seen as an object to be excavated from the mind of

an individual, but rather as something that is constructed both within thesproice

access and the very moment of interac{idader, 1972 fiThe modernist bias in such

cases is hard to overcome, and is particularly acute with regard to sampling procedures,
which seem to be inextricably arsigbowi at ed
to interview, t oo, students typically &
Opersuade, 6 o6l ure, 6 O6o0bt ai n, Gromaeasearaht t he
subjects (Holstein & Gubrium, 2004pp. 144 145).

Eliciting answers t@re-defined questionsand confirming or disproving ideas based

on simply reading an abundance of theoretical and empirical stwdieseproduce

information that has already been constructemdering the interview as sueh
corroboration of literary eduction. Holloway and Jefferson (2000) describe the
deficiencies of controlled interviews (questianswer formats) illustrating how this

met hod i scéneskeabchwherein the researche
the research subject. The qles-answer typef interview imposes upon the content

of the interview (1) preselecting a subject of discussion; forcing the respondent into

a specific reality of the researcherods o
questions, requiring theespondent to manoeuvre within a reality that is not his/her
own, and (3) asking qQquestions that have

i nterpretations of the respondentds real
own vocabulary andnvested meaning .Achieving the most accurate account of
someone el sebds reality requires the abil
AStorytelling stays closer to act wal I i f
(Holloway & Jefferson 200Q p. 304). Achieving reliability and representativeness

through reproducibility of research diminishes agency, and reinstatés| oy that

behaviour is a predictable response to a certain stimulus. Analysis of narrative

i nterpretation o fwever noeidhes upmrw an intriesec | huntary ho
characteristic that cannot be reproduced
organize our experience and our memory of human happenings mainly in the form of
narrativei stories, excuses, myths, reasonsdooi ng and not doi ng,
(Bruner, 1991 p. 4).
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As with respondendiriven sampling requiring the researcher to immerse him/herself
within the reality ofrespondennetworks, analysis of narratives follows the same
approachimmersion within the erbalizations of the reality of anoth&¥ith the use

of in-depth interviews, Gauthier (2001) illustrated how techniqueseatralization

and rationalizationvereused by veterinary professionalben behaving in waythat

Avi ol at ed t h eeerspeotessiendl ard ccliedctordingoteGauthielin-

depth interviews allowed insight into the motivations and situational circumstances
behind these #andde$cebedsdbeanostdpprdoprale L egestigate

a phenomenon in which Aconf | Gauthier2dPl goal s
p. 469) could be analysedly method of questioning took to incorporating semi
structured interviews, and reactionary questioningialnquestions were needed to
begin an account, but as interviews ensued, thecqmstructed questions were
abandoned in favour of reactionary quesdjomsking respondents to elaborate on,
further discuss, explain, or give examples of their statem&h&swritten questions
were returnedo if the account strayed to irrelevant subjects (e.g. family, politics, pets
etc.)

4.4.2. COCONSTRUCTIONISMN RESEARCH

fBy offering therespondent an absolutely exceptional situation for communication,
freed from theusual constraints (particularly of time) that weigh on most everyday
interchanges, and opening up alternatives which prompt or authorize the articulation
of worries, needs or wishes discovered through this very articulation, the researcher
helps create theonditions for an extraordinary discourse, which might never have
been spoken, but which was already there, merely awaiting the conditions of its
actualizatioro
(Bourdieu et al., 199%.614)

A phenomenological approach to interviewing requires tratrésearcher take on a
neutral position as listener only, and uses probes to coax, or support the respondent to
go on with his/her descriptions or line of thought. The relationship between interviewer
and respondent is described as being similar to studes¢archer) and teacher
(respondent), where the student seeks to
g ue st ivamMaangnl99(Q cited InRoulston 201Q p. 17). This stance | take to

be presumptuousf the power of the researcher, especitdking into consideration

my position as a medic@harmaceutical Igyerson This research relied not solelg o
eliciting information, but learning from respondents the technicalities, jargon, and
complexities of the pharmaceutical product delivery sysfesuch, gestions had to

be posed, and ifact, discussion had to be initiated by me, answers relayed back to
respondents, clarification requested, and hypothetical scenarios given, to which further
answers wergrovided serving simultaneously as dats well as verification of
information collected from multiple sourcelm this sense, all interviews were a
constant deliberation and-examination of definitions of ethical/unethical conduct

and the interactions that may or may not be perceived asgpaghreat to medical
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autonomy and integrity in relation to industmedicine relationships. | did in fact take

on the position of student, but the student was not one that was passive and all
accepting, but one that wanted to understand a phenomenanjempdet it, as well

as challenge the explanations provided by the respondents.

The need to challenge respondéatsswers was necessary for two important reasons.
Firstly, although prior study of the literature mpsoduce theoretical and empirical
reproduction of preconstructed understanding, a way of testing this knowledge is to
actively seek the reaction of the respondent by bringing these ideas, theories, and
debates into the interview. Secondlpattenging respondents, or reflectitapether

on what had been given as a respongs necessitated in that professilsritend to

val ue 06pr of aMienitheraiad statsiscqumi wiélysaécepted truisre.g.
doctors save liveghey areresponsible, autonomous, important, higlstatus,and
trustworthy, the respondent will approatswerdrom that status qudzspecially for

these respondents, governed by ethical codes of conduct and business (iactice,
scripts of thabccupationtend toguide the respondent, and produce answers that are
in line with images of the profession projected to the pulio-constructionism
breaks professional scripturéheautomated responses that stem from a posifioa
constructionist approach to interviewing puts emphasis on the importance of both the
social interaction as the construction of data, as well as looking at the resources people
use to construct and describe their world to us.

The researcher as an active participadescribed through th&ocratichermeneutic
interpreviewo approachRinkins, 2005) in which the researcher and respondent enter

into a dialogue, whereby data is-constructed within the conversations between
them. The added value of such an approac
may protect the researcher fromrgejudged as asking leading questions, taking an

active (conversational, interactive) approach to interviews provides a means for

Ai mmedi ate reflection for either the res
emerge within the interview. Such immeiaieflection is more likely to occur when

the researcher creates a dialogue and is thus able to probe deeper and deeper into the
respondent s beliefs that shape her und e
(Dinkins, 2005 p. 2). Although contradictoryto expectations of valuiee research

(Weber, 1949), this technique not only acknowledges subjectivity, but aims to make

use of the strengths of subjeeiawarenes$ constant reflection upon our personal

values and biases must persistently be apphed;h allows for proper interpretation
(Gouldner, 1962)As such, this method of interviewing allows for reflection through
conversation and econstruction.

Researching undue influence, and the institutional corruption of the medical profession
through relationships with industry is a highly sensitive subject, and as such, the
conversational, caonstructivist approach serves not only to generate data in a fashion
that allows respondent accounts and academic definitions to be consolidated, but
alleviates e hostility that respondents feel when a researcher enters their world, raises
uncomfortable questions, and then leaves to interpret thlbgtsaid in his/heivory
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tower. Roulston (2001) describes the application of a Soekgitneneutic Interpre

view method as an interview scenario in which the researcher and the respamdent
constructdatageneratingi s i t u at e dRoustorg 20LQmpt 50) whereby the
researcher provides possible ways of discussing a subject, and together with the
respondent seeto understand a phenomenon. These unstructured interviews are
viewed as accounisia | i ngui stic device employed w
val uat i v&cotti& hygnann 1968p.46)1 rather than as explorations into the

ethical psyche of theespondent, or merely a collection of individual experiences,
which Brinkman calls fAQualitative Opinio
tries to break the boundaries of the interview method, using it as a tool to produce
knowledge and not simplyshing for facts.

4.5.DATA COLLECTIONRETENTION, ODIFICATION AND
ANALYSIS

As a curse of the working world, personal time (meaning before or after work, or the
weekends) was not easily sacrificed by respondents. As such, fieldwork required
flexibility to meet a respondent at the time and place that they allocated. Rescheduling
was many times not always an option anadlised, as rescheduling often resulted in
postponing interviews for weeks or even montaed evenloss of respondent
willingness to participate. In addition, interviewees were all accustomed to being given
an exact amount dime regarding interview length respondents were partial to
sacrificing roughly an hour of their tim&he time limitations a incredibly important

to beaware of because many respondents felt that by giving me an hour, they had done
enough, and usually would not reply to a request to conduct a second round of
interviews. The timeestrictionsrequired familiarizatin with the nedical jargon used

as nuch valuable time is lost if a respondent has teedmto anatomical definitions.
Additionally, respondents sometimes became slightly agitated if they had to explain
what to them wasonsideredasic knowledge.

Excluding 3 resporghts who did not allow for sound recordings to be matle,
interview transcriptions were done using Express Scribe Transcription Software.
Interviews were accompanied with field notes, used as reminders of interview
scenarios and reflexive data. Intemw analysis was executed in W 11 Qualitative

Data Analysidool.

Analysisof i nterviews was done using a coding
words, sentences, and paragraphs within interviews under sepayaterds. The

analysis revealed the nature of industmyedicine relationships as they formed and
progressed along the pharmaceutical product delivery chain. The interviews reflected

the conceptualization of medical autonodescribed in Chapter 2; industnyedicine
relationshipg as manifestingn micro, meso, and macro level medical autonoifiyus

coding was not only important for interview analysis, but also adopted in the structure

and chronological order of the analytical chapters.
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Coding of interviews formed the basis of interview analysis. As stated prior; semi
structured interview techniques were employed in a manner that initiated conversation
about specific subjects. Before interviews were conducted, a topic guide, consisting of
open questions was devisdaterviewsfollowed a standard schemaegiming with a

request towards the respondent to introduce themselves and describe their line of work
for reasons of (1) responateselfidentification as physician, academic, journalist
lawyer, sales representative etc. and (2) as an attempt to reaffirm the respondent that
it was their personal experiences and opinions that this research aimed to document.

The specific topical questionieok astheir basisthe literature on industrymedicine
relationships, condensed into 3 main discussianjects (1) relationships between
industry and medicine in medical research, (2) relationships between industry and
medicine in medical education, and (3) relationships between industry and medicine
in the clinical setting specifically with regards descriptions of relationships with
pharmaceutical representatives. The 3 categories, albeit generic guidesj help
oriertate discussions, butrespondents had particulartydepth insight or experience

in a certain discussion topic, the open questions would be set aside, and the interview
would take on a degree of spontaneous conversation in which the goal aliasvto
richness of descriptionand the excavation of potentially new, and important features
of industrymedicine relationships

Interviews concluded by asking respondents to reflect on indostdicine
relationships, i.e. what they thought about the role of industry in medicine. Closing
intevi ews in this way was done with the pi
evaluatespecificdescriptions from a birds eye view and allowdiageneral evaluation

of industy-medicine relationshipss well as ensuring a smooth end to the interview

Once interviews were recorded, all were transcribed word for word, from opening
introduction, to the final goodbye and impattento docx files, and subsequign
imported upon completion into Nvivo. The Nvivo tool shows each igenas a
document, which if ggerately opened can be coded. Coding is highlighting words or
sections of the interview which are then filed under a rjooge/tag/keyword)Nodes
wereassigned to sectioracording to a core subjeat what was being described by
the respondentnitial coding resulted irtirca 90 nodes, which were then grouped

togetherunder more encompassing nodes; g . nodes such as A
Areason for choosing prmfoes siiponod,yr ffRxpEeacal
grouped together underalargedne named di ntroductiono. F

grouping nodes, larger subject areas were identifistied bebw is an overview of
grouped nodsunder largenodesfor the reader to get a sense of grouping and sub
grouping of nodes hierarchically.

1. Introduction
2. Role of industry in medicine
a. Industry in Medical Research
i. Preclinical research
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1. Industry in academia, technology transfer, smim,
biotech
ii. Clinical research
1. Industry funding of clinical trials, Clinical Research
Organizations
lii. Post Marketig Trials
1. Seeding trials
2. Medicines approval process, regulators
b. Industry in Medical Education
I. Evidence Based Medicine
1. Medical Guidelines
2. Key Opinion Leaders
3. Continuing Medical Education
c. Industry in Qinical Practice
i. Continuing Medical Education sponsorship
ii. Sales representatives
lii. Transparency and disclosure of direct payments
3. Closing (general remarks)

The above is birds eye view of the largeggrouping of nodes, which shows hoe
content of interviews followed the pharmaceutical product life cycle from
pharmaceutical product research to clinical use of a medikitegview analgis in

this way was not only revealing as to the rich descriptions, but revealed the procedural,
and consequentialnature of industimedicine relationshipsand how influence
manifestswithin micro, meso, ah macro level medical autonomy, showing industry
influencenotas isolated eventsutas a process.

The coding hierarchy is the skeletal structure of the fortigranalytical chapters,
within which interview descriptions and accompanying documents research and
assessment (triangulation of sources) will ensure.

4.6. CONCLUSION

Researchinghecrimes of respectable people and professions is not only difficult due
to the absencef criminal definition, but it is made more so because it requires
studying institutions that we are usually ambivalent about. We do not always entertain
much curiosity about the structures, organizations, or bureaucracies that govern our
daily lives, unlesshose structures negatively affect us directly. The banality of
everyday life and its acceptanéei t 6 s | ust t hel prommgtest hi ng
unawareness, limiting societal engagement in the systems that control their lives. This
in turn perpetuates contralver definitions of right and wrong, legal and illegal
behaviour within this less visible arena, to the organizational actors thenm($&des,

1972 Gusterson, 1997 Healthcare and the monopoly of the medical profession over
provision of health is, téhe citizen, a faceless mechanissng that does not open
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itself up to questions and explanations beyond that of the actual situation wherein a
patient is treated by the doct@eldomdo we spend time thinking about the entire
mechanism, the institutiored healthcare, the complex public and private machinery

and the constant battle of competing interests that precede the actions of a physician
filling out our prescriptions for a particular drug the confines of the clinic. A
qualitativeapproach to tlsifield of study evokes a curiosity and a mode of inquiry that
stivesb connect and und eerfermancedhativéineag rteveb a ¢ k st
see or realize.

The methodological chapter has thus aimed to introduce nottetyodus operandi

of gathering data, but also an overview of the constructionist approach necessitated by
the complexity of the research subject, the qualities of the field, and the intention to
use method as data generative. This resadetttifiesthe subject of the institutiah
corruption of the medid¢aprofession as a phenomenon to ineestigatd and
describé, but also takes the opportunity to use less traditional interviewing techniques
which have been chosen with an awareness of respondent and researcher qualities, as
well as the desire to add stories to the faceless system of pharmaceutical product
delivery.
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APhar maceutical companies are increasi
solution; tobecome a total partner rather than just supplier.
i Dr Uloff Muinster, Managing Directasf Merck
(Netherlands Pharma Repd2011, S11)

The medical profession is only but one actor within the wider healthcare system.
Krause (1999In: Light, 2010 places the professions on one corner diypothetical

triangle, the two opposite corners being the state and capitalisentriangle is

illustrative of the general frame of healthcare itself being an arena of competing
institutional interests, with the profession of medicine as one countervailing power
confronting theprofit-driven pharmaceutical industry and the state. A eystis
Aunderstood as an arrangement of parts a
for a purposeo. The Health d®Segperposensthes t he
concern for the heditof people (World Bank, 2007: AnneX.LThe World Health
Organizationdenotes @ Heal t h Systemd as the coll ecti
i ndividuals and activities Awhoseaimpri mar
h e a MiTHe thealthcare systedis a concept that incorporates any and all aspects

that influence the health of a societcluding socieeconomic factors such as poverty,
education, healthcare infrastructure, as well as the extended patiticabnment

(World Bank, 2007)and are complex structures determined by the boundaries of the
naion-st at e: the Apoliticaecohomitoricaditrcat
country they function in (European Parliament Working Paper, ,1998). In this

chapter | will discuss the regulatory framework; international harmonization of
pharmaeutical Research and Development&R) regulation, nationamedicines

lawsof Hungary and the Netherlangsharmaceutical industry sekgulation, and the

codes of conduct of t he me thiangleflight[2010)f e s si ¢
in the regulatory playing field.

The profession of medicine claims an expansive arena of responsibility, and manifests
its professional control outside of the boundaries of clinical practice, as in line with
Fr ei d$9@0nhexmanation of professionalominance extending to all stages of
healthcare provisiothroughout the healtlsystem Looking at the framework of
medical professionalism and autonomy, medical practice does not begin, but rather
ends with individual (micro level) clinical decisianaking. The role of the profession

in the health system is apparent in the stages of medical knowledge production and
development, which then defines the activibésther healthcare actors (edisease
identification, most pertinent healthcare policy initias, disease burden, diagnosis,

1 http://www.wpro.who.int/health_services/health_systems_franiganf
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healthcarelelivery, and so forth). Pharmaceutical products make up one of the vital
components in healthcare actor decisions (which diseases should be researched, what
treatment can be developed, how much treatment cegt$, Busfield (2006)
describes 2 stages of the making of scientific facts of a pharmaceutica(Drtrge
pre-approval stage all knowledgethatis produced prior to market authorization of a
pharmaceutical product, aiidl) the postapproval stagé knowledge produced after
authorization The role of the medical professi@not restricted to clinical practice

but extendsto these factakingstagesit is this that | shall describe in this section.
Curious as to the accots of doctors specificallyregarding how they viewed
pharmaceutical industry collaboration, | asksatctors what they saw the role of
industry in medicine to be. The generality of this question was what made it so
important, because it required thag tlsspondent, as well as mysdfiscuss a rolé

i.e. a function that the pharmaceutical industry performs in medicine, and then assess
how a role or function might manifest as a relationship between medicine and industry,
and what form that relationship magke. The following quote froma practicing
physician in Hungary sums up the role of industry in medicine

fi(The role of the pharmaceutical industry) is very important of colinsessence, the
pharmaceutical industry is the Maecenas, aneérding the different (medical)
specializations it is the main driving force, (with respect topatwtype of new
medicines gefimplemented)nto practice, to what extent are there new, innovative
products, because these (products) stir up (vitalize) the professiofudt from the

point of view of medical practice, but also indirectly, creating the possibility of
organizing congresses, attending congresses abroad etc. So a person is able to take
part in the international circulation (of informatiox@[HUDRO1]

With the description of the role of industry in medicine (a diversification of industry
functions) comes a system of professional organization very much in line with the
macro, meso, and micro levels of autonomy. Investigaiiotosthis role lead to the
identification of the structure of the medical organization along the chain of
pharmaceutical product delivery. This structure is supported by explanations from
respondents in the field, as well as an analysis of the dynamics of the respondent
driven samplg technique. This thesis has thus adopted an analysis of irdustry
medicine relationships along the pharmaceutical prddacyclei the stages of drug
research, development, authorizatimencing, and distribution of information to
physicians (adveding) | shall discuss theegulatory and technicacientific
requirementsand the harmonization processes that characterize the technical aspects
of pharmaceutical R&D. | will then illustrate how stringency in drug research and
development has redefinetl h e meani ng of fevidenceo
phenomenon of evidend®msed medicinggndhow medical science is translated into
clinical practice. Contingently, an enumeration of the regulatory framework in
Hungary and the Netherlands shall be giveroasghat legislative, selfegulatory, and
professional codes define and regulathustrymedicine relationships.
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An overview of the regulation alongside the pharmaceutical prddecycle is
important for this research, since what is seen as ethicgrapdr scientific conduct

Is a product of historical development linked to both the fortification of medical
professionalism, authority and autonomy, as well as the increasing role of industry as
medicalMaecenas. Medical research and development, evideasm medicine, and
informed clinical practice evolve from continued development of the roles, and ethical
and financial responsibilities of industry and medicine. Additionally, the regulatory
overview will show a bi nar6ydvidionwoficreatann al o |
of scientific fact about a pharmaceutical produeta regulatory framework for pre
approval stages of drug development (medical research, clinical trials, and marketing
authorization procedures), and another for qmoatket authozation (marketing to
physicians).This regulatorydivision weighs heavily onvhetherindustrymedicine
interactions are considered bepr oper or @i mpr oplmpraper( EC S
industrymedicinerelation$ips which are considered to endanger theegrity of
physiciansi and which enjoy the most amount of regulation from an ethical
perspectivé are mainly considered emergent in the gaygtroval stage of industry
medicine interactions, undue advertising, and individual financial perks andggits g

to individual doctors. This type of regulatory focus promotes individual culpability,
reinforces the understanding of corruptlonited to bribery, enables respondents to
categorize many unethical actions as proper conduct provided it happapgpral,

and dismisses noffinancial industry influenceDualistic regulation also creates
difficulty in understanding preand postapproval stages as different phases of the
same system, especially from an ethical perspective.

I shall return to this ass@t in the analytical chapters, evaluating respondent accounts
of ethical and unethical practices alongside the contents of ethical and technical
regulatory documents. To be able to do this, and see medical knowledge production,
interpretation, and applitan embedded in parocess within a regulatory contettie
technical stages of the pharmaceutical protifetycle and accompanying regulatory
frameworks and standard requirements must be introduced in this separate chapter.

5.1. THE PHARMACEUTICAL RODUCTLIFECYCLE

nYes, this is a large area. Large. It is not so transparent, especially seeing it from the
outside, but even for those people who are on the infid&dREGO0]

Pharmaceuticals today are required to undergo lengthyxgah&ive clinical testing,
which are all aimed at producing enough scientific evidence that allows for an
evaluation of whether the drug in question is deemed both safe and effiectve
allowed onto the markefprescribed by doctors and used to trediepés. The
requirement to clinically appraise medicines was not always the norm, or at least not
regulated to the extent that it is today. It was in facttdube horrible consequences

of Thalidomidein the 1960s in Europe which led to regulatory inégtion in clinical
research andhe development of medicines for human use. Thalidomide was
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discovered in the 1950s kiye German pharmaceutical company Chemie Griinenthal,

(also the first company to introduce antibiotics to the German market aft@et¢bad
Worl d War). Just as antibiotics were cal
the ideal medication: complete efficacy, and no-gfiects), so too Thalidomide was

a drug that was advertised as being without risk. Such was the belief afete
Thalidomidei sold as a sleeping pill or mild tranquilizethat the drug was marketed

as being able to relieve morning sickness and so prescribed to pregnant women. At the
time, there were no universally accepted standards for what constihdadheor

reliable tests to determine safety and Chemie Grinenthal relied on the clinical
experience and AiI mpressi 094 p.67) afdocte@ss t i mo n
andshort clinical trials with small numbers of patients. It was indeed the absénc
stringent evidentiary requirements in Europe that made chief of the Division of New
Drugs, and director of the Divisions of Scientific Investigations at the US Fuibd a

Drug Administration (FDA) DiFrances Oldham Kelsey, sceptical about the safety of
Thalidomide(McFadden, 2015Hamburg, 2012)Her suspiciongproved right when

the horrifying sideeffects of the drug came to light. Thalidomide was found to cross

the placenta, and affect the unborn child still in the wonftese babies/ereborn

wthaondition called Phocomel i a, or mal f o
thalidomide children have no arms, just flippers from the shoulders; others are without
legsaswell | i mbl ess trunks, just a ,pé&®.d and a

In responséo the Thalidomide disaster that swept across Europe, the United States
Congress enacted the Kefawairris Amendments to the Food, Drug, and Cosmetic
Act in 1962 (Greené& Podolsky, 2012), tightening the standards of clinical testing by
requiring provisbn of evidence of both safety and efficacy of pharmaceuticals before
their approval onto the market. Europe (EEC) and Japan were soon to follow this
example, which has led to the global harmonization and standardization of clinical trial
processes. Withinthe European Community, the first directive providing the
regulation of medicinal products was enacted in 18€ghuficilDirective 65/65/EEC),

but it was not until 1975 that common standards for toxicology and pharmacological
testing were devise@hbrahamé& Davis, 2013 Bothwell eta., 2016) Today, safety

and efficacy standards for market approval of pharmaceutical products in the European
Union are established by the European Medicines Agency (EMA), the central EU
authority for medicines regulation aadthorization. Requirements for the conduct of
clinical trials are laid down in Directive 2001/20/EC (Clinical Trials Directive). As of
May 2016, the Clinical Trial Regulation EU No. 536/2014 regulates the requirements
for medicines approval in the Europedinion member state3he transition period
since its implementatiois still underwaybut the directive sets forward the intention

to continue harmonization of clinical trials and pharmaceutical authorization
procedures in EU member states, which hbhee bwn medicines approval authorities,

as well as market authorization review procesSesincil Directive 2005/28/EC (The
GCP Directive) establishes the criteria for Good Clinical Practice (GCP) in line with
the International Conference for the Harmai@n of Technical Requirements for
Registration of Pharmaceuticals for Human Use (I&EP). Currently adopted in the
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EU, USA, and Japan, ICH GCP standardizes clinical trial requirements both regarding
ethical and scientific minimums. THEH GCP guideline have their origins in the
Declaration of Helsinkii an ethical document produced by the World Medical
Association for the medical community, which lays down the core ethical principles
of conducting experiments on human subjd&bl GCP guidelines maiain the weH

being of patients that are enrolled in clinical trials, and serve as an assurance
mechanism for the general public, that the rights and safety of trial participants will be
respected at all times. It also serves to guarantee that the datddeom clinical

trials are credible (ICH GCP, 1996 1). Harmonization is an international endeavour,
and the processes from drugaasch to subsequent developmand finally market
authorization go through the standard 4 phase model, known &deityele of a
pharmaceutical product, or prodliéécycle process?illustrated in the image below.

THE BIOPHARMACEUTICAL RESEARCH AND DEVELOPMENT PROCESS
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Key: IND: Investigational New Drug Application, NDA: New Drug Application, BLA: Biologics License Application

Image source: Pharmaceutical Research and Manufacturers of America (PhARMA, 2015)
AiBi ophar maceutical Research antMebDeevéehepment. The

5.1.1. BASIC RESEARH,DRUG DISCOVERWYND PRECLINICAL
RESEARCH

Drug discovery is the stage in which innovation bedmshe case of pharmaceutical
products, the discovery stage is where molecular compounds ardnestaboratory

to see wkther a compound might hold any beneficial effects against a disease.
Enormous amounts of compounds are testélderesearch setting, only few of which

end up showing signs of efficacy, or potential use in the medical setting. This stage is

12 https://lwww.fda.gov/ForPatients/Approvals/Drugs/default.htm
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alsoknownasi n vi tr o0 dstdybfiacogpound toestricted to petri

di shes and test tubes. Re s e aricamolaculée e mpt s
that has a desirable effect on the disease target, and which may potentially become a
pharmaceutial product (PhARMA, 20150nce a lead compound has been identified

by scientists, the preclinical phase of research begthen thelead compound is
tested for the first time in |living orga
in animals aimsa study the basic chemistry of a potential drug, focusing mainly on
pharmacological and toxicological datavhether the compound is effectjandsafe

enough to be tested humans. The majority of pcknical research is done in rodents,

small mammalsand norhuman primates (Novo NordisR015.

5.1.2. CLINICAL RESEARCH

If preclinical testing has provided enough evidence to convince scientists that a
compound holds potential as a marketable drugvwamdd be safe to use in humans,

the compound moves to the clinical research phase where it is tested for the first time
in human subjects. Testing in humans is again divided into 3 clinical trial pAases.

the image above shows, the 3 phases of clinical triglzase |, Phase I, afthase I

i in human subjectarealso a further vetting process of the tested drug, showing that
in reality, although many compounds are identified, ordynall percentagever end

up becoming medicines.

Phase I clinical trials usually comprise of hegNblunteers, areanducted in a sample

size of 20100 participants whom are administered the drug over the course of several
months. The main purpose of Phase | clinical trials are to test the safety of the drug, as
well as the right dosage to admimistAccording to FDA data, about 70% of Phase |
clinical trials make it to Phase Ih contrast with Phase | trials, Phase Il trials test the
drug in volunteers that have thergeteddisease or condition. The length of Phase II
trials are longer, taking amfnere from a few months to about 2 years, and includes a
larger population size between 1{BDO0 research participants. Phasestidies drug
efficacy, and monitorssideeffects, or adverse drug reactions (ADRs). The FDA
estimates that 33% of Phase iligsmove on to the next stejm final Phase Il] trials

are the lagest in participant size (300 800 patients), as well as longest in duration
(from 1 to 4 years). Phase Il trials telstig efficacyand ADRs. The success rate of
drugs moving to market authorization is estimated to be arou30%b

Although varying in trial duration based on medicine and disefise general
consensus is that it takes about 6 to 12 years for a drug to go from compound to
clinically tested and approved medication. (www.fda.gov, PhARMA, 2015,
www.efpia.eu}’. Lengthy trials are also expensive, and any entity that indulges in
funding trials withsuchhigh risks is rewarded for doing so by the medicines patent
system, which #&ws for the funding entitand product licence holdey be awarded
patents to manufacture and distribute the medicine for up to 20 yedusling the

13 http://www.efpia.eu/aboutedicines/developmertf-medicines/clinicatrials/
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years spent on clinical trials (Lehman, 2008)e entire innovative pharmaceutical
industry makes itprofits from the competitive patent system.

5.1.3. MEDICINES REGULATORXUTHORITY REVIEW AND
AUTHORIZATION

When all phases have been completed, the data derived is submitted (called a new drug
application: NDA) to theelevantmedicines regulatory authbtyiwhich decides, based

on the data, whether the drug is safe and effective enough to be given a market
authorization. It is only once the complete cycle of clinical testing has been done, and
only after review by the competeatithority thata decision igshen made whether a

drug should be granted approval and can be sold to consumers.

5.1.4. POSTMARKETING SAFETY MONORING, PHASE IV TRALS

Finally, there are Phase IV clinical trials, or posrketing research, which is
conducted once a drug has beeh@uthe market. The purpose of Phase IV research
is to monitor the product as is used in ##al clinical practicei its rationale being

that preauthorization trials cannot provide data that is 100% conclusive since these
trials are run in controlledestings, where research participants are chosen according
to stringent inclusion and exclusion criterend cannot account for patients with
comorbid ilinesses, taking more than one type of medication, taking medication over
much longer periods of time, or lifestyle choices that may interplay with the
medication. Phase IV trials are continued pharmacovigilsiuckes noting ADR$ut

are not as highly regulated as+angéthorization processes, since the medicine is already
approved and trials comprise of using the medication in line with the approved use and
indication

These stages will be very important to gée mind as we proceed to the analysis,
because the relationship between industryraedicine is at its most potentrimedical
knowledge productionToo often these scientific stages are considered simply
technical contexts, which are in danger of beiligmissed as irrelevant feocial
scientific research. As | have said previoyshowever, the study of institutional
corruption requires the understanding of these seemingly unexciting scientific
processes, because as | shall assess, these technickxtiesphide and confound
unethical behaviour.

5.2. GOOD SIENCE AND GOOD MEDICHE ADOP'ING EBM IN
MEDICAL PRACTICE

How has harmonization in clinical trial regulation taken effect in the medical
profession? In addition to the stringeaquirements aoflinical trials, another outcome

of the Thalidomide scandal was the deliberation of what qualified as adequate evidence
upon which decisions to approve drugs could be based. Alongside clinical trial quality
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controls, the Kefauverarris Amendments (1962)ddressed the need for clinical
trials of pharmaceuticals to provids ubst ant i al e vieddente e 0 de
consisting of adequate and webntrolled investigations, including clinical
investigations, by experts qualified by scientific training axpleeience to evaluate

the effectiveness of the drug involved, on the basis of which it could fairly and
responsibly be concluded by such experts that the drug will have the effect it purports
or is represented to have under the conditions of use prescrdmetinmended, or
suggested in the labelling or proposed labelling théref€efauverHarris
Amendmentssection 102, subsection e.). Subsequently adopted as the baseline for
good evidence on the European continent, the amendment interpreted substantial
evidence to be produced by way of using Randomized Controlled Trials (RCTs) in
clinical research. RCTs were already used in medical research during the'late 19
century and increasingly so during the #fq
of medicineadopted a scientific foundation upon which clinical practice was based.
fiBy t h ecentny,lingovafofs had introduced many clinical trial techniques to
eliminate bias, including blinding, alternate assignment to trial groups, and statistical
analy$ s 0 ( Bot h wepl. 2175) Rromdhle 1970s R@T4 WBere regarded as the
gold standard in the production of medical knowledge. RCTspartormedby
randomly assigning research participants into two or more groups where one group
receives the treatmethat is being tested, while the other receives a comparator drug
or a placebo. Doublblind randomized control trials are conducted when neither the
investigating physicians administering the medication, nor the participating patients
are aware of whit group they are assigned tmt knowingif they ae receiving the
innovative drug,comparatoror placebo Doubleblinding is a technique used to
minimize the effects of bias in clinical trials, and is considered the most scientifically
sound means of tBsg pharmaceutical drugs. Douliind randomized control trials

are the norm foclinical trials within the EUDirective 2001/83/EGection 5.2.51

The quality and veracity of evidence in medicine is paramount, and so it has led
medi cine to devel op a Ahi enotaomlyscientistobit e vi d ¢
also clinicians as to the dependability of facts regarding pharmaceutical @ihays.

rea®n this is discussed in thehapteris intentional for understanding that clinical

R&D technicalities not onlgdeterminghe practice of medicine, but further strengthen

the symbiosis between the pharmaceutical industry and the medical profession not
only in medical knowledge production, but knowledge interpretation and application
Clinical trial stringency produeea hierarchy of research designs and datt are

considered more powerful than others. This hieracflgvidence is presented below.
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Case reports

Opinion

Image source: Akobeng, A. K. (2005) Understanding Randomized Control TAialsives of Disease
in Childhood 90(8), p. 841

Systematic reviews and medaalyses are generally considered the crown of all
evidence: systematic reviews being the collection chwedlilable evidence aimed at
answering one particular research question, while a-arebysis is the use of
statistical methods to summarize the results of multiple clinical trial studies. The
placement of systematic reviews and rratalyses at the tof the hierarchy has been
scrutinized by some authors claiming that the heterogeneity of clinical triaistates

a limitation in conducting metanalysis, while systematic reviews may produce
uncertainty as to the interpretation of results due to vamstof analytical
methodologies (Murad et al., 2016). Nevertheless the consensus remains tsat RCT
provide the strongest evidentiary poweth regards to pharmaceutical products. As a
respondenimedical journal editorespondenttated fiWe give information about
randomized, doubtelind trials on drugs. We hardly ever write about-himded
randomized trials, because they are flawed because the doctors and the patients know
what they receivg. € Thehighest level is randomized controiatis, and thelowest

level of @idence is the expert opinian[NLMJO01].

The story we began with, the marriage between science and madi&@hapter 1

has had enormous consequendas the standards of knowledge production of
pharmaceutical productslifical trials), as well as devising a hierarchical model for
what counts as the strongest evidence on the efficacy and safety of a medical
intervention (hierarchy of evidence). Adiscussed previouslypedicine solidified its
autonomy in the age of antibiotics and rode the wave of success with the further burst
of new medications that arrived in the 1950s. In additi@poke of the ris@f the
managerial elite within medicinemitigating high degreesof variation among
practitioners Managerial oversight and governmental contrat&l regulation in
clinical trials led tothe adoption of RCTs as the gold standard for medicavliadge
production in the 1970s. This directly resultedhie development advidencebased
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medicine (EBM) in the 1980s (Timmermans, 2015). EENéo known agvidence

based healthcare (Pearson et al, 2005) is a scientifically supported approach to
healthcare provision where medical diagnosis and application of treatment i®based
systematically and scientifically tested, verified, and revieexedence (Sackett et al.,

1996 Sackett, 1991 .ambert, 2006Timmermans2 0 1 5) . The Ohi er ar ch
triangleisii n addition to a firestratification
on strength of evidence in the medical research setting (Timmermansp2815)i

alsoused as guide for physicians in individal decisioamaking processes revolving

around diagnosis and treatment in the clinical context. EBM is the translation of
medical clinical research and scientific development into the medical guidelines and
protocolswhich determine the work giracticing fysicians providing the scientific

basis behind the art of medicin&rials, of which the majorityare funded by
pharmaceutial companiesprovide the strongest scientific evidence, which in turn
determines the knowledge base for the medical professiah,isamnother vital
consideration for the analysis of institutional corruption of medical knowledge
interpretation.

5.3. REGULATION IN HUNGAR AND THE NETHERLANDB

Having discussed the role of industry in clinical trials, andlitsctimplications for

the medical profession in the adoption of EBMe come to the third point of the
triangle in enumeration of nationahedicines law.The legislative plaa will be
complemented by industry sekgulatory documestand descriptiors of medical
professional code®f conduct. Citing a respondent from the Dutch innovative
pharmaceutical industry association, laws provide an abstract framework of what areas
are regulated, while industry and professional sa@etify forthe generality of law
[NLPAO2].

In both Hungaryand the Netherlands, European Union Directises ICH GCP
guidelineshave been implemented into national ladict No 235/2009 (of 20
October 2009df the Hungarian governmesgts outhe rules governing authadtion
procedures of biomedical researdiinical trials with investigational medicinal
products for human usas well as with medical dews intended for clinical trials,
andimplements ICH GCPwhile the Dutch equivalent is tHE998Law on Medical
Research Involving Human Subjectds regard the national medicines laws
pertaining to drug quality, distribution, and advertising, as well as the national
medicines authorities responsible for legislative oversight and medicines
authorization, differences arise in Hungary and the Netherlands

5.3.1. HUNGARY

In Hungary, the National Institute of Pharmacy and Nutrif@G YEI) established on
the P! of March 2015, and appointed WBdict 25/2005. (11.25.) is the licencing
authority for pharmaceuticals (www.ogyei.gov.hu). The establishment of the OGYEI
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was a result of merging the National Institute of Pharmacy (OGY]I), andétienal
Institute for Quality and Organizational Development in Health Care agdidihe
(GYEMSZI). In addition to the merging of these two regulatory bodies, the OGYEI
has also been delegated some of the tasks of the National Public Health and Medical
Officer Service (ANTSZ), as well as incorporated the National Institute of Nutrition
and Dietetics (OETI), originally an independent research institute, which now
functions as a separate department within the OG¥&¥w.ogyei.gov.hu) The
OGYEI fulfils a dual task of being the drug controlling agency, as well as the
methodological and rearch institute of Hungary. In sum the OGYEI is responsible
for:

- examining quality of medicinal products and monitoring of adverse drug
reactions

- the authorization of medicinal products as well as market withdrawal of
defectve or dangerous medications

- authorization of the manufacture and distribution of medicinal products and
parallel imports

- controlling good manufacturing, distribudin, clinical and laboratory practices
regarding the development of medicinal products

- pharmacovigilance

- authorization of ¢hical trials

- monitoring offlabel indications

- monitoring individual demand and dispensing of medicinal products

- since January %12017, the OGYEI has also been assigned the task of
authorizing clinical trials for medical devices

- Enforcing the standardsertaining to advertisement of medicinal products as
well as other informational activities

In Hungary the two maitaws that govern medical product authorization, licencing,
distribution, marketing, provision, labellingnd pharmacovigilance are thet XCV

of 2005 o0on Medicinal Products for Human Use and on the Amendment of Other
Regulations Related to Medicinal Produ@®y/TV) and Act XCVIII of 2006 on the
General Provisions Relating to the Reliable and Economically Feasible Supply of
Medicinal Products&ind Medical Aids and on the Distribution of Medicinal Products
(GYFTV)

5.3.2. THE NETHERLANDS

Contrary to the example of Hungary, where one central agency is responsible for
almost all aspects of monitoring of pharmaceutical products from research and
dewelopment all the way to market authorization and pharmaceutical advertising, these
tasks are divided among separate authorities in the Netherlands. For the purpose of this
research, two authorities are of particular importance, these being the Dutch
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Healtlcare Inspectorate (IGZ) and the Medicines Evaluation Board (MEBE8). Both
agencies belong to the Dutch Mimsbf Health, Welfare and Sport.

In the Netherlands the national law for medicines remguidais the 2007 Dutch
Medicines Act GnW), which definesthe responsibilities of the Dutch Medicines
Evaluation Board NIEB-CBG websitg. The Dutch MEB is responsible for decision
making, evaluation, and providing market authorization for medicines intended for
human use. In addition the MEB monitors safety,caffy, and the risks associated
with authorized medicinal products. It maintains a database that contains information
on all medicines authorized in the Netherlands, and also provides scientific advice to
pharmaceutical companies related to NDA submissiongalures.

The IGZ* is responsible for monitoring the quality and standards of healthcare
delivery: safety and fiquality of IGedical
websitg. As part of its activities, the IGZ is increasingly lookingmabnitoring

phar maceuti cal company advertising fAto g
influence Het doel is ongewenste beinvlioeding voorkom&¥ websit¢.The IGZ

accepts complaiategarding healthcare service and delivery, providers, or coegani

and launches investigations, the legal basis for which is Article 36 of the Health Act
(1956). Regarding pharmaceutical products, the IGZ monitors compliance with the

2007 Dutch Medicines Act (GnW).

5.4.POSTAUTHORIZATION AND MARKETINGLEGISLATION

Due to the Eur omwaadshartdanizatom acsossalf aspeatstofsthe
regulationof medicinal products (Lewi& Abraham, 1998), harmonization covers

both the medicines authorization procedures (from regulation of clinical trial
procedures taarket authorization) as well as the provisions for providing information

on pharmaceutical products to botretgeneral publi@s well as those healthcare
professionals who are fiqgu'aHdrefwieeothetothe pr e s
regulation ofknowledge produced about a pharmaceutical product after it has been

given market authorizationThese regulations are laidown in the Directive
2001/83/EC.The Directive 2001/83/EC focuses on the information provided to
prescribers and categorizes them #bee being informative or advertising. As a

definition of advertising, the Directive 2001/83/EC defines advertising of medicinal
products as i ncl ud #ordgor ififqrngadion, @amwassingoactivity o f  d ¢
or inducement designed to promote thespription, supply, sale or consumption of

medi cinal products. o (Title VIII Advert.i

14 At the time of fieldwork, the Dutch Healthcare inspectorate was known as the IGZ. As of October
152017, it incorporated the Inspectorate of Youth Care, and is now known as the IGJ. (www.igj.nl)
15 Notice that it is persons qualified to prescribe and supply, and not solely doctors or physicians.
Prescribers and suppliers may be pharmacists, prescribisgs, or any other healthcare

professionals that are allowed to prescribe medication. The right to prescribe is detailed in national
laws. For the purpose of this thesis, prescribers shall mean physicians and doctors who have a
university degree in medite.
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2001/83/ECdeemsadvertising to happen on 2 platform(&) direct to consumer
advertising, and2) advertising to persons quaditl to prescribe or supply medicinal
products. Advertising to prescribers manifests via the practice of

1) pharmaceutical companies employing sales representative to visit physicians,

2) supplying medical samples to physicians,

3) providing gifts, offers, promises, benefits or bonuses either financial in nature
or in kind,

4) and financially sponsoring physicians
medical congressés.

The Directive 2001/83/Ethowever notes that advertising does in fact contribute to

the entire body of information supplied to prescribersa@mowledgmentthat the

line between information and advertising is a thin one, and thus while advertising is
inarguably done tanfluenceprescibers, the necessity of providing information to
prescrbers still warrants advertisin@@irective 2001/83/EC (47)). The solution to
minimizing industry influence over prescribing is achieved by subjecting advertising
practices to fsftercitcitv ec oomodniittioornisn gaon d( De fr e c
the mode of which is not explicitly stated in the Directive itself, but is subject to
national regulation, stipulated @ouncil Directive 84/450/EEC of 10 September 1984

relating to the approximation of thews, regulations and administrative provisions of

the Member States concerning misleading advertising (Directive 84/450/EEC). As per
advertising, member states are responsi bl
exist for the control of misleadirmyd v e r t’ (Disectime @4/450/EEC, Article 4 (1)).

However, the Directive 2001/83/EC is important in thadéntifies what kind of

advertising practices are allowed, as well as roughly asserting the frame in which
advertising may still be consideredoper. This is important in that the Directive
2001/83/EC forms the basis of what is implemented in national law, as well as what is
incorporated into the pharmaceutical seljulatory framework which | shall discuss

in a moment. As regarding the abovenddes of common practice of pharmaceutical
company advertising to physicians, Diiee 2001/83/EC stipulates that:

1. Pharmaceuticalsales representativeShave an important role in the
promotion of medi ci nal product so, a
o bl i g arhda poovisson of medicine samples to prescribers is deemed

16 Not considered advertising is the information found on medicinal product labels, and accompanying
package inserts (information on use of medication, dosage, warnings, aeffeids, correspondence

that is accompanied by information of a pEr@MAdional nature such as a need to answer a specific
guestion in relation to the medicinal product, ar
material o that related to changes in the package
medicines pce lists, provided that they do not contain any product claims) (See Directive

2001/83/EC, Title VIII, Article 86/2).

7"6mi sl eading advertisingd means any advertising v
deceives or is likely to deceive the persdo whom it is addressed or whom it reaches and which, by

reason of its deceptive nature, is likely to affect their economic behaviour or which, for those reasons,

injures or is likely to injure a competitor (Directive 84/450/EC, Article 2(2))
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necessary, fAso that they can familia
acquire experienc Birective 2€DE/EBIEC (b19). wi t h t
2. Where medicinal products are beingmioted to persons qualified to
prescribe or supply them, no gifts, pecuniary advantages or benefits in kind
may be supplied, offered or promised to such persons unless they are
inexpensive and relevant to the practice of medicine or pharmacy.
3. Hospitality at sales promotion events shall always be strictly limited to
their main purpose and must not be extended to persons other than health
care professionals

Accordingly, all advertising to physicians in the European Union will be deemed
acceptable should ¢y meet the above criteria which requires that physicians be able

to make decisions fAobjectively, without
i ndu c e (Drectives 2001/83/EQ50)) and should have acc
objective source ohformationabout products on the market
(52). It is here that national legislation, pharmaceutical industryreglilation, as

well as the profession of medicine is given freedom of interpretation as to where the
boundaries of acp¢able and unacceptable, objective and biased information are to be
found.

Legislation in both Hungary and the Netherlands implement Directive 2001/83/EC as
regards to what is considered advertising, what is permissible, what restrictions should
be enforcd, and what general standards should be maintained to ensure that the
advertising activities remain within the realms of acceptable influenttee GyTV,

GyFTV and the GnW respectively. In Europe, Direct to Consumer Advertising
(DTCA) is only permissibléor medication that does not require a prescription (over
the counter medication: OTC). As suchdvertisements of Prescripti@nly
Medication (POM) arallowed only to healthcare professioswho are authorised to
prescribe and dispense medication. énbsrs in Hungary are physicians, dentists,
and pharmacists, while in the Netherlands these are physicians, dentists, midwives and
prescribing nurses. Due to implementation of EU law, the following general
stipulations are found in the National laws lwith Hungary and the Netherlands
regarding promotion of medicines:

It is prohibited to advertise a pharmaceutical product for which a market authorization
has not been given (GnW Art. 84LyFTV Chapter Il 8 11/A)The advertisement

must provide, and muselimited to its promotion for the indication for which it had

been approved (prohibition of effibel advertising). Information should be balanced

and objective, and may not besleading. (GnW Art 48£2, GYWTV Chapter 11 § 11B

(2)-(2)). Free samples giroducts may be given to prescribers, provided that the label
indicates that it is a free sample and may not be sold, and must be the smallest package
available on the market. Only two samples are allowed to bedebper year. (GnW

Art. 92, GWTV Chaper Il 8§ 15, further regulated byinistry of Health Degree 3/2009
(11.25)). Doctors are not allowed to ask for, or accept inducements, gifts, financial or
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