
LASKAI ANNA ESZTER 

 

Dr Jekyll and Mr Hyde? 

Undue Pharmaceutical Industry Influence and the Institutional Corruption of 

the Medical Profession ï A Qualitative Analysis of Industry-Medicine 

Relationships in Hungary and the Netherlands 

 

 

 

Doktori Értekezés 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Budapest, 2018 

  



1Declaration form 

for disclosure of a doctoral thesis 

I. The data of the doctoral thesis:  

Name of the author: Anna Eszter Laskai  

MTMT-identifier: 10061544 

Title and subtitle of the doctoral thesis: 

Dr Jekyll and Mr Hyde? Undue Pharmaceutical Industry Influence and the Institutional Corruption of the 

Medical Profession ï A Qualitative Analysis of Industry-Medicine Relationships in Hungary and the 

Netherlands 

DOI-identifier2: DOI: 10.15476/ELTE.2018.094  

Name of the doctoral school: ELTE Állam és Jogtudományi Doktori Iskola  

Name of the doctoral programme: Doctorate in Cultural and Global Criminology  

Name and scientific degree of the supervisor:  

Dr Fleck Zoltán Egyetemi Tanár 

Prof. Dr. Dina Siegel, Professor 

Workplace of the supervisor:  

Dr Fleck Zoltán: Budepest, ELTE ÁJK Jog- és Társadalomelméleti Tanszék 

Prof. Dr. Dina Siegel: Utrecht, Utrecht University School of Law - Willem Pompe Institute for Criminal 

Law and Criminology  

 

II. Declarations 

1. As the author of the doctoral thesis,3  

a) I agree to public disclosure of my doctoral thesis after obtaining a doctoral degree in the storage of ELTE 

Digital Institutional Repository. I authorize Bencze Andrea, the administrator of the Doctoral School of Law 

to upload the thesis and the abstract to ELTE Digital Institutional Repository, and I authorize the 

administrator to fill all the declarations that are required in this procedure.  

b) I request to defer public disclosure to the University Library and the ELTE Digital Institutional Repository 

until the date of announcement of the patent or protection. For details, see the attached application form;4 

c) I request in case the doctoral thesis contains qualified data pertaining to national security, to disclose the 

doctoral thesis publicly to the University Library and the ELTE Digital Institutional Repository ensuing the 

lapse of the period of the qualification process.;5 

d) I request to defer public disclosure to the University Library and the ELTE Digital Institutional 

Repository, in case there is a publishing contract concluded during the doctoral procedure or up until the 

award of the degree. However, the bibliographical data of the work shall be accessible to the public. If the 

publication of the doctoral thesis will not be carried out within a year from the award of the degree subject to 

the publishing contract, I agree to the public disclosure of the doctoral thesis and abstract to the University 

Library and the ELTE Digital Institutional Repository.6 

2. As the author of the doctoral thesis, I declare that 

a) the doctoral thesis and abstract uploaded to the ELTE Digital Institutional Repository are entirely the result 

of my own intellectual work and as far as I know, I did not infringe anyoneôs intellectual property rights.;  

b) the printed version of the doctoral thesis and the abstract are identical with the doctoral thesis files (texts 

and diagrams) submitted on electronic device. 

3. As the author of the doctoral thesis, I agree to the inspection of the thesis and the abstract by uploading 

them to a plagiarism checker software.  

                                                           
1 Endorsed by Senate Rule CXXXIX/2014. (VI. 30.) on the amendment of the Doctoral Regulations of ELTE. Effective 

date: 01 July 2014. 
2 Filled by the administrator of the faculty offices. 
3 The relevant part shall be underlined. 
4 Submitting the doctoral thesis to the Disciplinary Doctoral Council, the patent or protection application form and the 

request for deferment of public disclosure shall also be attached. 
5 Submitting the doctoral thesis, the notarial deed pertaining to the qualified data shall also be attached. 
6 Submitting the doctoral thesis, the publishing contract shall also be attached. 



      

Budapest, 2018ééééééééééééé   .éééééééééééééééééé 

Signature of thesis author 

  



$Ò *ÅËÙÌÌ ÁÎÄ -Ò (ÙÄÅȩ 

5ÎÄÕÅ 0ÈÁÒÍÁÃÅÕÔÉÃÁÌ )ÎÄÕÓÔÒÙ )ÎÆÌÕÅÎÃÅ 

ÁÎÄ ÔÈÅ )ÎÓÔÉÔÕÔÉÏÎÁÌ #ÏÒÒÕÐÔÉÏÎ ÏÆ ÔÈÅ 

-ÅÄÉÃÁÌ 0ÒÏÆÅÓÓÉÏÎ ɀ ! 1ÕÁÌÉÔÁÔÉÖÅ !ÎÁÌÙÓÉÓ ÏÆ 

)ÎÄÕÓÔÒÙȤ-ÅÄÉÃÉÎÅ 2ÅÌÁÔÉÏÎÓÈÉÐÓ ÉÎ (ÕÎÇÁÒÙ 

ÁÎÄ ÔÈÅ .ÅÔÈÅÒÌÁÎÄÓ 
 

Anna Eszter Laskai  

 

 

 

 

 

 

 

Thesis submitted to the Universitet Utrecht and the Eötvös Loránd Tudományegyetem in 

partial fulfilment for requirements for the degree of Doctor of Philosophy after following the 

Erasmus Mundus Doctoral Programme in Cultural and Global Criminology 

Date of submission: 31st December 2017 

Submitted to:  

Universiteit Utrecht, Willem Pompe Instituut voor Strafrechtswetenschappen, Faculteit 

Recht, Economie, Bestuur en Organisatie 

Eötvös Loránd Tudományegyetem, Állam- és Jogtudományi Kar, Kriminológiai Tanszék 

 

 

  



Supervisors:  

Prof. Dr. Dina Siegel, Universiteit Utrecht 

Prof. Dr. Zoltán Fleck, Eötvös Loránd Tudományegyetem 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  



 

This thesis was accomplished with financial support from the European Union Education, 

Audiovisual and Cultural Executive Agency, Erasmus Mundus Scheme  

  



 

Declaration 

I declare that the research embodied in thesis is my own work and that the material contained 

herein has not been previously submitted at any other university.  

I declare that I have not used commercial doctoral advisory services or any other sources of 

aid other than those listed in this thesis. 

   



Contents 

Abstract ............................................................................................................................................... i 

Acknowledgements .............................................................................................................................ii 

 

Chapter 1: Introduction ...................................................................................................................... 1 

1.1. Bad Pharma, Good Doctor? ......................................................................................................... 3 

1.2. Research Question ...................................................................................................................... 4 

1.3. Academic Relevance .................................................................................................................... 5 

1.3.1. A European Context ................................................................................................................. 5 

1.4. Structure ...................................................................................................................................... 8 

 

Chapter: 2 Literature Review ........................................................................................................... 14 

2.1. Corruption in the Healthcare Sector ......................................................................................... 14 

2.2. Corporate Crime in the Pharmaceutical Industry ..................................................................... 19 

2.3. Undue Industry Influence in the Medical Discourse ................................................................. 22 

2.4. Reflections on the Medical Sociological LitŜǊŀǘǳǊŜ ƻƴ ǘƘŜ ά/ƘŀƴƎƛƴƎ bŀǘǳǊŜ ƻŦ tǊƻŦŜǎǎƛƻƴŀƭ 

/ƻƴǘǊƻƭέ ............................................................................................................................................ 25 

2.5. Edging Towards a Theory of Organizational Crime ................................................................... 31 

 

Chapter 3: Theoretical Elaboration and Conceptualization ............................................................. 35 

3.1. Sacrificing Homo-Rationale for Embeddedness ........................................................................ 35 

3.2. Principal-Agent Relationships Between Industry and Medicine ............................................... 38 

3.3. Structural Conflict Of Interest and Institutional Corruption ..................................................... 44 

3.4. Filling In the Gaps of Institutional Corrution Theory: Criticism, Compliment, and Claim ......... 46 

3.5. The Profession of Medicine: Trust, Autonomy, and Ethics ....................................................... 49 

3.5.1. Medicine as a Profession: The Components of Autonomy and Authority ............................. 49 

3.5.2. The Basis of Autonomy: A Culture of Ethics ........................................................................... 52 

3.6. Autonomy of Medical Knowledge and the Analytical Framework ........................................... 54 

 

Chapter 4: The Methodological Audit Trail ...................................................................................... 56 

4.1. The Netherlands and Hungary .................................................................................................. 58 

4.2. Sampling .................................................................................................................................... 60 

4.2.1. Defining the Field Through Sampling ..................................................................................... 60 

4.2.2. Knowledge-Driven Respondent Triangulation ....................................................................... 61 

4.3. Access ........................................................................................................................................ 64 

4.3.1. Invisibility ............................................................................................................................... 64 



4.3.2. Contacting Respondents ........................................................................................................ 65 

4.3.3. Disclosure and Anonymity...................................................................................................... 65 

4.4. Interviews .................................................................................................................................. 67 

4.4.1. Semi-Structured Interviewing ................................................................................................ 67 

4.4.2. Co-Constructionism in Research ............................................................................................ 69 

4.5. Data Collection, Retention, Codification, and Analysis ............................................................. 71 

4.6. Conclusion ................................................................................................................................. 73 

 

Chapter 5: More Than a Manufacturer: The Role of Industry in Medicine ..................................... 75 

5.1. The Pharmaceutical Product Lifecycle ...................................................................................... 77 

5.1.1. Basic Research, Drug Discovery, and Preclinical Research .................................................... 79 

5.1.2. Clinical Research ..................................................................................................................... 80 

5.1.3. Medicines Regulatory Authority Review and Authorization .................................................. 81 

5.1.4. Post-Marketing Safety Monitoring, Phase IV Trials ............................................................... 81 

5.2. Good Science and Good Medicine: Adopting EBM in Medical Practice ................................... 81 

5.3. Regulation in Hungary and the Netherlands ............................................................................. 84 

5.3.1. Hungary .................................................................................................................................. 84 

5.3.2. The Netherlands ..................................................................................................................... 85 

5.4. Post-Authorization and Marketing Legislation.......................................................................... 86 

5.5. Industry Self-Regulation and Codes of Ethical Pharmaceutical Marketing ............................... 89 

5.5.1. Hungary .................................................................................................................................. 90 

5.5.2. The Netherlands ..................................................................................................................... 91 

5.6. Transparency and Disclosure Codes .......................................................................................... 91 

5.7. Medical Association Codes of Ethics on Industry-Medicine Relationships ............................... 92 

5.7.1. Hungary .................................................................................................................................. 92 

5.7.2. The Netherlands ..................................................................................................................... 93 

5.8. Conclusion ................................................................................................................................. 93 

 

Chapter 6: Industry Corruption of Medical Knowledge Production ................................................ 95 

6.1. The Pharmaceutical Innovation Crisis and its Consequences ................................................... 97 

6.2. Technology Transfer: The Birth of the Enterprising University ............................................... 100 

сΦнΦмΦ ! ά{Ǉƛƴέ ƻƴ ǘƘŜ /ƻƳƳƛǘƳŜƴǘǎ ƻŦ aŜŘƛŎŀƭ {ŎƛŜƴŎŜ .............................................................. 103 

6.3. How Much of Medical Research is Funded by Industry? ........................................................ 108 

6.4. Consequences of Industry-Funded Clinical Trials .................................................................... 115 

6.4.1. Problematizing Fraud and Bias in Clinical Trial Data ............................................................ 115 

6.5. Following the Scent of Bias: The Economic Pressures in Clinical Trials .................................. 119 



6.5.1. CROs in R&D ......................................................................................................................... 120 

6.6. Conclusion ............................................................................................................................... 123 

 

Chapter 7: Between Knowledge Production and Knowledge Interpretation ................................ 125 

7.1. Science or Seeding? ................................................................................................................. 125 

7.2. Awareness, Attitude, and Action ............................................................................................ 127 

7.2.1. Netherlands: Cardiologist Case Analysis [NLDR06] .............................................................. 132 

7.2.3. Hungary: General Practitioner Case Analysis [HUDR25] ...................................................... 134 

7.3. Has Marketing Infected Preclinical Trials? .............................................................................. 136 

7.3.1. Seeding Trials and the Erosion of Professional Trust ........................................................... 138 

тΦпΦ !ǘǘƛǘǳŘŜǎ ƻŦ wŜƎǳƭŀǘƻǊǎ ŀƴŘ ά¢ƻƴŜ ŀǘ ǘƘŜ ¢ƻǇέ ...................................................................... 139 

7.5. Conclusion ............................................................................................................................... 144 

 

Chapter 8: Interpreting Science into Practice: Institutional Corruption of Medical Knowledge 

Interpretation ................................................................................................................................. 146 

8.1. Evidence-Based Medicine ....................................................................................................... 146 

8.2. Evaluating EBM in the Field ..................................................................................................... 150 

8.3. Industry Influence in Medical Guidelines ................................................................................ 153 

8.3.1. A Dutch Case Study of Industry Influence in Medical Guidelines ........................................ 159 

8.4. Key Opinion Leaders ................................................................................................................ 165 

8.4.1. KOL Status in Industry Endorsement.................................................................................... 166 

8.4.2. Influence by Proxy ................................................................................................................ 168 

8.5. Educating the Medical Profession ........................................................................................... 172 

8.5.1. KOLs in CME ......................................................................................................................... 174 

8.5.2. Paying the Piper ................................................................................................................... 176 

8.6. Conclusion ............................................................................................................................... 188 

 

Chapter 9: Institutional Corruption of Medical Knowledge Application ........................................ 191 

9.1. Too Much Information: Quantity Over Quality ....................................................................... 194 

9.2. The Stringency Smokescreen and Financial Dependency on CME Sponsorship ..................... 197 

9.2.1. Hungarian Industry Self-Regulation versus Disclosure ........................................................ 199 

9.2.2. Dutch Industry Self-Regulation versus Disclosure................................................................ 200 

9.3. Regulatory Deficiency as Producing Individual Ambivalence and Quantity Over Quality 

Emphasis ........................................................................................................................................ 201 

9.3.1. Credits Give Credence: Exoneration by Necessity ............................................................... 202 

9.3.2. Education Costs Money: Exoneration by Expenditure ......................................................... 203 



фΦоΦоΦ CƛƭƭƛƴƎ Lƴ ǘƘŜ άIƻƭŜǎέΥ 9ȄƻƴŜǊŀǘƛƻƴ ōȅ !ōŀƴŘƻƴƳŜƴǘ .......................................................... 205 

9.4. Counting Dependency ............................................................................................................. 210 

9.5. The Strategy Behind Specialist Preference in CME Funding ................................................... 212 

9.6. Doctors and Sales Representatives ......................................................................................... 216 

9.6.1. Techniques of Seduction ...................................................................................................... 218 

9.6.2. Information Satisficing and the Door to CME Funding ........................................................ 221 

9.7. Hiding the bodies in Regulatory Loopholes ............................................................................ 224 

9.7.1. Hiding Payments................................................................................................................... 225 

9.7.2. Confounding Payments ........................................................................................................ 229 

9.8. Effects on Prescription Practices: Explanations from the Field ............................................... 233 

9.9. Conclusion ............................................................................................................................... 236 

 

Chapter 10: Conclusion .................................................................................................................. 238 

10.1. Institutional Corruption in the Work Breakdown Structure ................................................. 242 

10.2. Institutional Corruption in Goal Motivation.......................................................................... 243 

10.3. Institutional Corruption in Formalization and Communication ............................................ 244 

 

Epilogue .......................................................................................................................................... 246 

Bibliography ................................................................................................................................... 247 

Publications .................................................................................................................................... 247 

Regulation ...................................................................................................................................... 274 

Links ................................................................................................................................................ 277 

Annex ............................................................................................................................................. 280 

Tésisek ............................................................................................................................................ 300 

Summary ........................................................................................................................................ 303 

Samenvatting ................................................................................................................................. 306 

  



It was on the moral side, and in my own person, that I learned to recognise the thorough and 

primitive duality of man; I saw that, of the two natures that contended in the field of my 

consciousness, even if I could rightly be said to be either, it was only because I 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, I had learned to dwell with pleasure, 

as a beloved daydream, on the thought of the separation of these elements.  

ˈ Robert Louis Stevenson: The Strange Case of Dr Jekyll and Mr. Hyde 
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ABSTRACT 

Pharmaceutical companies and the industry as a whole are gargantuan in size, multi-national 

in activity, successful in business, and vital to 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 value ï medication. Being small in size and 

big in demand make pharmaceuticals, and thus the pharmaceutical sector, ripe for deviance 

to emerge, and óBig Pharmaô as a criminogenic enterprise has become less conspiracy and 

more axiom. Much attention has been paid to crimes of pharmaceutical companies, but some 

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 promote patient 

interests in the face of industry financial gain, thereby 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, tending to suggest that the abandonment of patient 

interests is an individual departure from codes of proper medical conduct ï singling out a Dr 

Jekyll and proposing that he is converted to Mr Hyde. This thesis examines the proposition 

of physician culpability in industry criminality, 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 industry malfeasance. By following the 

lifecycle of a pharmaceutical 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 development), knowledge interpretation (evidence-based medicine), 

and knowledge application (informed clinical practice). It is in this system that industry-

medicine relationships are formed, but also within which the interests of industry and 

medicine conflict. It will be argued that industry influence, and the inability of the medical 

profession to rein-in the interests of pharmaceutical companies, diverts and renders doctors 

incapable of achieving the institutional purpose of medicine. Employing qualitative research 

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 explanation of the realities of 

industry-medicine relationships, allowing for further exploration of literature, law, 

guidelines, and data used to support, verify, and illustrate the phenomena relayed by 

respondents. Favouring the view of embeddedness as an explanation of behaviour, this 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 masters student in Budapest, the case of Thalidomide 

emerged in the classroom. Despite being advertised in the 1960s as so safe that it could 

be taken by expectant mothers to relieve morning sickness, Thalidomide proved to 

have adverse effects on the unborn child. These children were born without 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 tract. It is estimated that 24,000 babies were born with this condition world-

wide, many dying as a result of their defects. In 2011, less than 3000 Thalidomide 

children were still alive (Dove, 2011). The company which placed Thalidomide (brand 

name Contergan) on the market, despite evidence of the drug causing Phocomelia 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 outrage and almost shouted the question: ñHow could this have 

been allowed to happen, and why was the company not held accountable?!ò The 

professor answered: ñWell, itôs time you were told that the Easter Bunny does not 

existò. I was among those that laughed at this reply, but over time I am embarrassed to 

have done so. All too frequently, cases of incredible injustice are diffused with 

comments regarding oneôs level of naivety as to understanding that this is just the way 

the world works.  

The completion of a masters course in the Netherlands, my thesis comprised a 

criminological investigation into the case of Dr Nancy Olivieri, The Hospital for Sick 

Children, and the drug manufacturer Apotex Inc. In the late 1990s haematologist Dr 

Olivieri was involved in researching Deferiprone, a drug intended to increase the 

quality of life for patients suffering from Thalassemia. The drug company Apotex 

became the sponsor of the clinical trials needed for the drugôs market authorization. 

High expectations of trial success were shattered when Dr Olivieri found evidence 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 request to incorporate the new found risk 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 questioned, she was removed from heading the clinical trials, 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 between Olivieri and Apotex had gained notoriety, 

especially after it was found that the President of the University of Toronto, Dr 

Olivieriôs employer, lobbied the Canadian Prime Minister not to enact specific 

medicines patent legislation, which would have potentially affected Apotexôs business 

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 
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implemented (Thompson, et al., 2001). Packing too much heat from the scandal, 

regulatory approval 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 

arguments ñunconvincingò (T-326/99 2003:351, section 142) 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.  

ñUnlike Apotex, the applicant for marketing authorisation (é) Dr Olivieri cannot 

claim entitlement 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 and relevant 

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 health, to take 

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 applicant for 

marketing authorisation, who participates in the administrative procedure by virtue of 

a right which those rules have conferred on it.ò  

Were it not for the fact that Apotex stopped Deferiprone trials abruptly, or that no 

opportunity was afforded to scientifically validate or disprove Dr Olivieriôs findings 

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 authorization.  

Baylis (2003) and Schafer (2004) touch upon a problem 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 

expertise 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 masters thesis, I was exposed to numerous other cases 

where pharmaceutical companies had been implicated in unethical and criminal 

practices: conducting unsafe clinical trials, bribing medical professionals, misleading 

patients with fraudulent advertising, drug price-fixing, substandard manufacturing 

practices, concealing or manipulating research data, and state blackmail. From 

academic analysis to the investigative work of ñcrusading journalistsò (Nelken, 2012, 

p. 624) and accounts from pharmaceutical industry insiders, the evils of ñBig Pharmaò 

(Law, 2006) have been documented at length, earning the industry the title of ñBad 

Pharmaò (Goldacre, 2012). For all of these cases, however, this thesis is not about 

pharmaceutical industry criminality.  
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1.1. BAD PHARMA, GOOD DOCTOR? 

In 2013 Peter Gøtzsche published a book 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 subtitle ñindustry hall of shameò, one sentence 

is poignant: ñIt is also important to note that many of the crimes would have been 

impossible to carry out, if doctors had not been willing to participate in themò 

(Gøtzsche, 2013, p. 37).  

Physicians have not been immune to criticism in relation to crimes of the industry, the 

image of doctors receiving all-expenses-paid trips to conferences in exotic locations 

and being 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 influence medical professionals to promote industry interests, 

however, is seen predominantly as additional proof of pharmaceutical industry evil, 

while the doctors they manipulate are labelled as rogue, morally 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, educate their peers on advancements in 

medical science, deliberate over the use of medicines in treatment, and prescribe 

medicines to patients.  

The Olivieri case depicts an image of absent professional autonomy and authority, and 

Schaferôs (2004) assessment asks why medical scientists remained silent in the face of 

Apotexôs restrictions on academic freedom and suppression of medical duties towards 

patients. Why had those involved, but also the general medical community, remained 

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

of pharmaceutical industry interests? However, it is not an intrinsic individual 

inclination towards wrongdoing but also situational factors which may induce good 

people to do bad things (Braithwaite, 1948). Explanations 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 has organized 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, harmful, and 

even deadly medications made it to market, I question the unavoidable risks associated 

with pharmacological experimentation as a conclusive and persistent explanation. I 

consider the profit incentives of the pharmaceutical industry as not only influencing 

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

the medical profession over the determination of its practice, as well as itôs 

commitment to patients. In looking to the profession of medicine this thesis 

investigates the relationship between the medical profession and the pharmaceutical 



4 

industry, taking as its base the pharmaceutical product lifecycle ï the stages of 

pharmaceutical drug production, evaluation, and distribution ï a technical process 

defined by international regulation. In this lifecycle I will examine the activities of the 

pharmaceutical industry and those of the medical profession with regards to their roles 

in the knowledge produced about a pharmaceutical product (Busfield, 2006), and 

where the overarching goal (Oliveira, 2014) of promoting patient health requires 

relationships between industry and medicine to manifest along the pharmaceutical 

product lifecycle stages. I will argue that despite industry-medicine relationships 

manifesting as a functional prerequisite 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, incapacitating the pursuit of medicineôs professional interests of promoting 

and protecting patient well-being.  

1.2. RESEARCH QUESTION 

Influence, or the ability to corrupt the moral and ethical standing of medical 

professionals, is commonly attributed to the role of the pharmaceutical industry as 

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 

educational (CME) events, finance physiciansô attendance at these events, and 

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 profession would, however, be an erroneous oversimplification which stems 

from the use of traditional criminal-legal definition of crimes of corruption i.e. bribery, 

which predetermines a guilty mind. This approach fails to consider that there is an 

entire process of pharmaceutical product evidence production and interpretation, 

which precedes prescription practice influence, and it is within this process where 

industry-medicine relationships are established, and where undue industry influence 

manifests. This thesis will investigate not whether and by what means a doctor would 

be manipulated to engage in harmful prescribing practices, but seeks to investigate 

how the process of pharmaceutical product delivery fails to minimize the chances of 

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

Assuming a research approach that sees behaviour as embedded in the networks of 

social interaction (Granovetter, 1985), I argue that it is industry-medicine relationships 

themselves that are 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 existing in the relational networks (Jancsics, 2014) 

between the pharmaceutical industry and the medical profession, and not 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). 
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This thesis will examine how industry-medicine relationships induce the institutional 

corruption of the medical profession, by analysing the following sub-questions. 

- What are industry-medicine relationships, and where do they manifest along 

the pharmaceutical product lifecycle?  

- What modes of influence manifest within industry-medicine relationships? 

- How do industry-medicine relationships render the profession of medicine 

incapable of achieving its 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 industry funding 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 as a result, is unable to fully 

accomplish its professional mandate of patient health promotion. 

1.3. ACADEMIC RELEVANCE 

1.3.1. A EUROPEAN CONTEXT 

Industry influence in medicine, studied either under the guise of bribery of doctors, or 

the examination of corporate wrongdoing, is dominated by American scholarly 

inquiry, and many case studies involve analysis of companies based or operating in 

the United States. The Americanization of pharmaceutical crime I assume to be 

multifactorial: spawning from the image of Corporate America, Wall Street as the 

manifestation of greed, and the remnants of the American Dream which sanctifies the 

individual pursuit of material gain. Another factor may be that a combination of 

increased journalistic preoccupation with corporate criminality, as well as an 

ñAmerican injury cultureò epitomized in US tort law and the active civil participation 

in claiming redress for consumer injury in civil, or class action lawsuits (Jain, 2006) 

making visible the crimes of companies and perhaps inducing the normalization of 

citizens actively challenging powerful conglomerates. However, pharmaceutical 

industry criminality is not solely an American problem.  

Roughly half of the global top 20 pharmaceutical companies are American (Angell, 

2004), the rest being European, Japanese, or Israeli. However, these companies can 

hardly be considered as belonging to one country, given that their economic activity 

spans across borders and continents. They are multinational conglomerates with 

headquarters in many countries, 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 production, evaluation (ICH CGP, 1996) and distribution 
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(EFPIA, 2017); regulatory harmonization enabling international regulatory approval, 

market access, and use in medical care. Regulatory harmonization simultaneously 

conforms the relationships between industry and medicine along the pharmaceutical 

product delivery chain: preclinical and clinical testing, regulatory drug approval, and 

the adoption of evidence-based medicine as the cornerstone of Western medical 

practice. Adding to academic inquiry, this research is an analysis of industry influence, 

and the institutional corruption of the medical profession in the European context, 

more specifically in the European Union member states of Hungary and the 

Netherlands.  

Analytical motivation for country selection is largely due to these EU member states 

being both geographically, but also socioeconomically, at the ends of the healthcare 

service delivery system spectrum. The Dutch healthcare system is ranked as being 

among the best in Europe, ranking 8th, while the Hungarian Healthcare 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, F11-071 EN 2011), while corruption in healthcare is 

perceived to be significantly low in the Netherlands, and high in Hungary (TI GCR, 

2006). These healthcare system characteristics allow for assessments to be made as to 

variances in industry-medicine relationships and the institutional corruption 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 are treated as 

two case studies, and comparisons are made where relevant with regards to the 

evaluation of industry-medicine relationships along the pharmaceutical product 

delivery chain.  

1.3.2. A QUALITATIVE APPROACH 

To examine institutional corruption is to attempt to study 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 

medical profession achieves the purpose of promotion and protection of patient health, 

which is a particularly abstract concept. Institutional purpose achievement is visible in 

specific work (action) which has an identifiable goal, the achievement of which can be 

analysed as being in line with the institutional purpose. As such, the study of 

institutional purpose attainment must take a ñground upò approach which assesses 

work goal achievement and purpose compatibility. This research ñis a process of 

synthesis, of combining the multiple specific goals to evaluate if the purpose that this 

combination implies is the same as the institutional purposeò (Oliveira, 2014, p. 14). 

Qualitative research methods presented a mode of inquiry whereby professionals 

described both the formal technical and regulatory structure of medicines 

development, evaluation, and distribution, but also provided ñinsider accountsò (Gray, 

2013a) of the informal pressures, expectations, and tasks required in specific goal 
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attainment. Accounts were descriptions of goals, and analysis aimed to evaluate their 

institutional purpose compatibility. Using respondent-driven sampling and cold-call 

techniques, this thesis is based on 83 interviews with 84 respondents, 43 interviews 

from Hungary and 41 from 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 pharmaceutical self-regulatory bodies. Each 

interview was conducted with the employment of the Socratic-hermeneutic interpre-

view method and co-constructionist interview techniques (Dinkins, 2005) which 

allowed consolidation of information sourced from academic literature, formal 

regulatory documents, and other interviews. Substantiation of interview claims, cases, 

and examples were followed up on, which led to identification of smaller illustrative 

case studies within this research. Using qualitative methodology provided an effective 

means of access to respondents, but also a means of understanding the social networks 

between healthcare system actors captured in descriptions of the division of labour and 

knowledge along the pharmaceutical product lifecycle.  

1.3.3. AN INTERDISCIPLINARY STUDY 

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 

science, regulatory science, and ethics, given that the subject of this thesis necessitated 

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 unpunished 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 crime. Corporate crime in the 

pharmaceutical industry has received criminological attention (Braithwaite, 1984; 

Dukes et al., 2014), but research concerning the medical profession has generated less 

intrigue, limited to the arena of white collar crime and medical malpractice (Jesilow et 

al., 1985; Hoffman, 2009; Miller, 2013). The role of the medical profession in 

pharmaceutical industry criminality has not yet been comprehensively investigated. 

Medical sociology on the other hand analyses medical professionalism, examining the 

qualities of the profession within the relational context, as regards its professional 

obligations to society, and the balance between state regulation and medical autonomy. 

However, medical sociological research is preoccupied with the relationships between 

the medical profession and the state, or the doctor and the patient, negating the 

relationship that medicine has with private pharmaceutical companies (Busfield, 2006; 

Light, 2010).Interestingly enough, the majority of literature on the corrosive effect of 

industry-medicine relationships with regards to the autonomy of medicine has been 

written by medical professionals, for medical professionals, in medical journals. 

Revealing and incredibly vital as these articles were for this research, a purely medical 
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analysis is built on the perception that only doctors know enough about medicine to 

assess the danger posed by industry influence to its profession, which is ña myth of 

medical experienceò (Freidson, 1983, p. 213). 

Institutional corruption theory was originally developed to assess the corrosive effect 

of American Congressô financial dependency on private company financing 

(Thompson, 1995), and was adapted by Lessing (2013) into a theory which could be 

applied to other private and public entities. Although often challenged for definitional 

ambiguity and lack of applicability outside of its original context (Dawood, 2014; 

Newhouse, 2014), institutional corruption theory addresses the abscess on the 

criminological palate which it keeps tonguing: the bad apple or bad barrel argument. 

Not giving primacy to either the individual or the collective, institutional corruption 

recognizes that action is embedded in social relations, but more importantly the theory 

examines questions of ethicality, addressing the ethics of right and wrong beyond that 

which is captured by legal doctrine.  

This thesis will address the gaps in research and theory about industry-medicine 

relationships and the institutional corruption of medicine. The organizational approach 

of white collar and corporate criminality motivate the embeddedness view 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, I have relied on studies of medical professionalism, and authority and 

autonomy in medical practice. Medical scientific literature, insights from marketing 

studies, and formal regulatory documents shape analysis along the pharmaceutical 

product lifecycle. The identification of the subject of analysis, the conceptualization 

of the goals and purpose of the medical profession, and analysis of the context of a 

regulated pharmaceutical product delivery system are executed within the application 

of the theory of institutional corruption. 

1.4. STRUCTURE 

The structure of this thesis, in the chronology of its chapters and argumentation, 

follows the theoretical framework adopted in the research. Chapters 2, 3, 4 and 5, 

present the literature review, theoretical and conceptual framework, the description of 

methodology, as well as the contextual, regulatory, and technical framework of this 

research. The ensuing chapters 6, 7, 8 and 9 present the analysis 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 conclusion of this thesis. 

Chapter 2: Literature Review  

The chapter begins with an overview of research conducted by the World Health 

Organization, the European Commission and Transparency International, addressing 

the definitions of a healthcare system, its actors, and the general phenomenon of 

corruption in the healthcare sector identified in the medicines delivery chain, and the 
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interactions between various actors within a healthcare system. Subsequently, research 

on corporate crime in the pharmaceutical industry, undue industry influence in medical 

discourse, and the evaluation of medical professionalism will be introduced, 

concluding with an overview of an organizational criminological approach.  

Chapter 3: Theoretical Elaboration and Conceptualization 

Merging the various insights from research from the fields of criminology, sociology, 

and medicine, Chapter 3 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 

principal-agent relationships for goal attainment. The concept of trust and fiduciary 

obligations as enabling principal-agent relationships is addressed, explaining how trust 

simultaneously serves to hide agent deviance, thereby presenting white collar crime as 

an abuse of trust. Principal-agent relationships will be applied to descriptions of 

interactions between healthcare actors, and how abuse of trust arises within the conflict 

of interest inherent to principal-agent relationships. Conflict of interest as a structural 

characteristic of social 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 

concepts of medical autonomy and authority, and 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 knowledge production and interpretation, which manifests in 

medical work along the pharmaceutical product lifecycle and yields the relationships 

between industry and medicine. 

Chapter 4: The Methodological Audit Trail 

Detailed in this chapter are the theoretical and technical aspects of the research 

methodology. I will discuss the motivations behind choosing the countries studied, and 

the reasoning behind the use of qualitative research methods. The sampling procedure, 

respondent triangulation, access to respondents, and building of rapport will be 

discussed, as well as the use of method as data. The tactics of the Socratic-hermeneutic 

interpre-view techniques, and the importance of co-constructionism in the interview, 

scenario will be described. The mode of data collection, retention and analysis 

conclude this chapter. 

Chapter 5: More Than a Manufacturer: The Role of Industry in Medicine 

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

to interactions between the medical professionôs activities of medical knowledge 

production, interpretation, and application, and the pharmaceutical product lifecycle 

stages of pharmaceutical product development, regulatory approval, and distribution. 

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

given, describing the development of medicines regulation and technical 

standardization of the pharmaceutical product development process. Similarly, it 

offers an overview of how standardization and regulation of the clinical trials process 
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provided the basis for adoption of evidence-based medical practice, and for the 

solidification of the role of industry in medical knowledge production interpretation, 

and application to clinical practice. A detailed enumeration of laws and regulations 

which govern the pharmaceutical product development process on the international 

and national level, as well as pharmaceutical industry self-regulation and codes of 

conduct regarding medicines advertising, present the legal framework within which 

industry-medicine relationships are governed, while medical codes of ethics present 

the textual base for medicines self-governance in practice. Additionally, the recent 

implementation of transparency codes requiring the disclosure of industry payments 

to healthcare providers and healthcare organizations is introduced. The technical and 

regulatory process behind medicines development, authorization, and distribution 

presents the structural basis 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 development process in industry-medicine relationships. 

Chapter 6: Industry Corruption of Medical Knowledge Production 

This chapter is the first of 4 analytical chapters in this thesis. Chapter 6 will 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 institutions. The 

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 means by which 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 physiciansô attention to questions of ethicality in clinical trials. 

Following the pharmaceutical innovation crisis, industry strategies of limiting 

expenditure, and the trends of outsourcing clinical trials pursues the investigation of 

Clinical Research Organizations (CROs) in clinical trials execution. These CROs, 

working for industry, exert pressures for performance on medical professionals, 

lessening the control of researchers over the execution of a clinical trial.  

Chapter 7: Between Knowledge Production and Knowledge Interpretation 

This chapter explores a less researched 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 analysis of post-authorization Phase IV clinical 

trials, this chapter discusses the function of Phase IV studies for increasing the external 

validity of preclinical trials conducted in a controlled setting. This vital function of 

post-approval research is said to 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 real-life medication use, and has earned these trials the 

pejorative label of óseeding trialsô. Physicians are unaware of, ill-equipped, or 
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unwilling to identify the marketing incentive behind seeding trials, given that the 

instrumentalist view of medical research, and the desire to contribute to medical 

research, substitute for 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 pre-authorization clinical trials, and provides another 

case to describe how seeding 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 interpretation 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 Practice: Institutional 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 standardization of evidence-

based medical 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 the practice of EBM; the use of medical 

guidelines, the importance of medical expert evaluation, and the obligation to 

participate in accredited continuing medical educational (CME) events. Each vehicle 

of knowledge interpretation was assessed in relation to the new-found role of the 

pharmaceutical industry in medical 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. By way of respondent triangulation, a Dutch case study 

was undertaken, which reveals the financial and professional relationships between 

medical guideline authors and pharmaceutical companies. The second vehicle of 

medical knowledge interpretation manifests in a professional trust in the opinions of 

medical experts ï 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 companies. The 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 over the content of 

CMEs, by way of financial dependency on the pharmaceutical industry. Presented in 

secondary data analysis from the Netherlands, and data not yet presented or analysed 

in this manner from Hungary will be offered as regards Medical Associationsô 

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 

adopted by the financially dependent Medical Associations. 
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Chapter 9: Institutional Corruption of Medical Knowledge Application 

The final stage of pharmaceutical product distribution will be examined with regard to 

its institutional corruption of medical knowledge application. Gleaned from fieldwork, 

this chapter introduces coping strategies of medical professional regarding the 

immense amount of scientific medical information that must be evaluated by 

individual physicians. I will argue that too much information creates a propensity to 

devise modes of access to information which place emphasis on quantity over quality 

of information. Two important information sources were identified by respondents; 

continuing medical 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 means of accessing CMEs, paid to doctors in the form of hospitality costs. 

An examination of pharmaceutical industry codes of ethics reveals that formal doctrine 

establishes some form of definition as to what would constitute a rational amount for 

hospitality contributions, as well as formally designating a preference for funding to 

go towards physiciansô participation in events of a scientific quality and an 

independent nature. Research data, however, shows that such formal textual 

designation of CMEs has little validity in the real-life 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 

quantity - the attainment of credits required for medical licensure. Pharmaceutical sales 

representatives present a visible form of industry-medicine relationships, and although 

touching upon their use of seductive marketing tactics in direct-to-physician 

advertising, this chapter evaluates the sales representative as an informational coping 

strategy for professionals, and an important gateway to the industry coverage of CME 

attendance previously described. The sales representative is also the most criticized 

form of industry influence, and this chapter will conclude that scrutiny of doctors for 

fostering relationships with detailers, and for receiving financial support for CME 

sponsorship, prompts doctors to devise methods of concealing and confounding the 

financial trail of industry hospitality 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 how industry-medicine relationships induce the institutional 

corruption of the medical profession. In the evaluation of all the data presented in the 

analysis, I present a challenge to myself and the validity of the claim of institutional 

corruption, posing an argumentative question; patients still trust the profession of 

medicine, and medical professionals still succeed in maintaining patient well-being. 

How then can one conclude that medicine is not achieving its institutional purpose, 

and that industry-medicine relationships have institutionally corrupted the medical 

profession? In a final evaluation of the entirety of the analysed data in its procedural 

context, I present the arguments for institutional corruption by institutional design, and 

inadequate means-ends pairing in the work breakdown structure, the goal motivation, 
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and formalization and communication features of industry-medicine relationships. 

Revisiting the primary theoretical claim, that institutional corruption is manifest in the 

relationships between industry and medicine, and not within the outcome of the 

relationship itself, inadequate means-ends pairing sanctifies any means in pursuance 

of a working goal. While the purpose of the institution is served, the constriction of 

means by which to achieve a goal may increase the risk of the distortion of means 

ethicality, thereby sanctifying institutional purpose achievement by the use of harmful 

means, which inevitably spills over into institutional purpose distortion. The analysis 

is re-examined in this light, concluding with the argument that industry-medicine 

relationships result in the institutional corruption of the medical profession. 
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2.1. CORRUPTION IN THE HEALTHCARE SECTOR 

The World Health Organization (WHO) provides 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 itself: ñHealth 

is a state of complete physical, mental and social well-being and not merely the 

absence of disease or infirmityò (Preamble to the Constitution of the World Health 

Organization, 1948). A globally applicable definition concedes a broad interpretation 

of a health system ï but as allocated by the WHO, requires ña robust financing 

mechanism; a well-trained and adequately paid workforce; reliable information on 

which to base decisions and policies, well maintained facilities and logistics to deliver 

quality medicines and technologiesò (WHO 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 healthcare delivery, and the healthcare 

sector are different terms, while the systems (modes of finance, workforce, salaries, 

policies, facilities, and logistics) may differ, healthcare as a sector is defined as ñan 

economic and social sector concerned with the provision, distribution, and 

consumption of healthcare services and related productsò (EC Study, 2013, p. 15). 

Good healthcare delivery systems and efficiency of the healthcare sector (local and 

global) is continuously assessed by international organizations both regarding progress 

in healthcare delivery as well as its shortcomings ï such 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 prices of vital medication, healthcare 

insurance coverage, and national healthcare expenditure.  

In 2010 under the WHO ñGood Governance for Medicines Programmeò, Baghdadi-

Sebeti and Serhan (2010) addressed the issue of ñcorruption in the pharmaceutical 

sectorò in a public report, assessing the entire pharmaceutical product delivery chain 

and the identification of ñunethical and corrupt practicesò which impair medicines 

access and drive up healthcare expenditure. The delineation of the term ñcorruptionò 

in the WHO GGM programme adopts that of the 2006 Transparency International 

Global Corruption Report (TI GCR), which focused specifically on healthcare 

corruption, and used the following definition: 

ñTransparency International defines corruption as óthe abuse of entrusted power for 

private gainô. In the health sphere corruption encompasses bribery of regulators and 

medical professionals, manipulation of information on drug trials, the diversion of 

medicines 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 

administrators, 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 improve healthò 

(TI 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 chain. The image below illustrates the stages in the medicines chain 

and the practices which impede proper medicines delivery processes (Baghdadi-Sebeti 

& Serhan 2010, p. 2). 

 

Image source: Baghdadi-Sebeti & Serhan (2010) WHO Good Governance for Medicines Programme: 

an innovative approach to prevent corruption in the pharmaceutical sector. World Health Report 

Background paper 25.  

That corruption is more than just abuse of public power for private gain in healthcare 

will be discussed in the theoretical chapter because the issue of the conceptôs definition 

and applicability 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 chain ï pharmaceutical advertising 

and drug promotion, considered to be the dominant arena of industry influence, is but 

only the tip of the influence iceberg. The role of the pharmaceutical industry in the 

healthcare system is significant, 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 profitable industries 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 delivery, influence 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 (Silverstein & Taylor, 2004), 

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

In 2013, the European Commission (EC) published its report on ñCorruption in the 

Healthcare Sectorò and took an approach that sourced corruption types based on 

healthcare actor relationships. Thus instead of allocating specific stages (activities) in 

the medicines delivery chain, healthcare actor identification and actor relationships 

were used as the corruption typology baseline, identifying the risk of corruption 

manifesting itself within the diverging interests of each actor. Note that this study 

defines the ñindustryò to include pharmaceutical companies as well as medical device 

companies and intermediary companies. The traditional corruption definition ï abuse 

of public power for private gain ï is once again stretched to ñencompass óaspects that 

go beyond the criminal law aspects, thus including situations such as conflict of 

interest, favouritism, etc.ô Most definitions of corruption stress the involvement of two 

wil ling actors ï the corrupter and the corrupted. This differentiates corruption from 

fraud, which can be committed by one single actorò (EC Study 2013, p. 17). 

 

 
Source: EC study (2013) Corruption in the Healthcare Sector, p.51 

What is particularly interesting is that the EC study did not intend to include so-called 

ñimproper marketing relationsò between industry actors and healthcare providers 

within its study, despite undue pharmaceutical influence being most obviously 

manifest in direct-to-physician advertising (Norris et al, 2005; Mintzes, 2005, 2012; 



17 

Spurling, et al., 2010; WHO/HAI Collaborative Project, 2010). It was only during 

interviews conducted for the study in 28 EU member states that researchers 

acknowledged improper marketing relations described by respondents as too prevalent 

to be disregarded. This is slightly ironic since improper marketing relations, or industry 

influence via promotion to doctors as problematic for medical practice, was already 

addressed by a study conducted by the World Health Organization (WHO), and the 

NGO Health Action International (HAI) 9 years earlier. The WHO-HAI publication 

(Norris et al., 2005) presented its findings on drug promotion, a study born of an 

attempt to build and publicly make accessible a database containing ñbooks, journal 

articles, magazine and newspaper stories, articles from drug bulletins/newsletters, 

video, radio and television transcripts, and guidelines from organizational and 

professional bodiesò (Norris et al., 2005, p. 3) in an endeavour to create the first 

database to make accessible all that is known about drug promotion and its influence 

over clinician decisions.  

The publicly accessible database which was up and running in mid-2002 is no longer 

available, however the study itself offers an 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) what impact 

promotion has on behaviour, and 4) what promotion-counteracting 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 been executed. 

The WHO-HAI meta-analysis is inconclusive, calling for much-needed further studies. 

Although no determinate conclusions could be drawn, the issue of influence via 

promotion was indeed introduced as an opportunity by which industry could not only 

exert influence, but also 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 medical service 

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 industry-provider, and industry-regulator relationships. Further 

assessment led to the study identifying subtypes of improper marketing relations, as 

well as its features ï the direct influence of prescribing behaviour through either quid-

pro-quo deals or indirect influence through creation of loyalty to a company product, 

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 hospitality costs 

(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, 2013, p. 74) 

The EC study is a good starting point for further research but it is the only European 

Union study of its kind. Being part of the EU Anti-Corruption Package adopted in 

2011, it highlighted corruption in the healthcare sector as an area that should be 

monitored within EU Member States and complemented the EU Commission Anti-

Corruption Report published in 2014. However, the Anti-Corruption Report, which 

was scheduled to be published every 2 years, was dropped by the EU Commission 

(Nielsen, 2017). In a letter to the chair of the EU Parliament'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 the first study was deemed 

immensely successful in initiating a process of change. ñWhile the first report was 

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 

would be the best way to proceedò7 (25 January 2017). Transparency International (TI) 

was not as convinced of the decision (Nielsen, 2017) and has not let the matter rest. In 

June 2016 TI published its own research on ñCorruption in the Pharmaceutical Sectorò 

under the TI Pharmaceuticals & Healthcare Program. Similarly to the WHO-HAI study 

(Norris et al., 2005), TI examined corruption along the medicines chain (TI Study 

2016a), interviewing 37 key informants and supplemented the analysis with case 

studies. The TI study is slightly more descriptive regarding industry influence in the 

medical profession, broadening the concept of marketing influence to include 

manifestations in medical research (post-marketing studies) and industry sponsorship 

of CMEs, in addition to traditional advertising practices (sales representatives). Thus 

marketing takes on a malleable understanding, extending to influence outside of 

defined advertising practices.  

TI published another, more categorical study ñDiagnosing Corruption in Healthcareò 

(TI Study, 2016b), building on its prior publication and which included media report 

analysis, a literature review, an online anonymous survey, and interviews with industry 

compliance officers, healthcare fraud and corruption investigators, and specialist 

physicians. It identified 37 types of corruption in the healthcare sector ñclustered into 

8 categoriesò: health system governance, health system regulation, research and 

development, marketing, procurement, product distribution and storage, financial and 

workforce management, and delivery of health services. A focus on pharmaceutical 

industry criminality spurs further anti-corruption initiatives and studies, especially 

healthcare actor and medical service delivery chain orientated inquiry, and these are 

profoundly important in that such studies place pharmaceutical industry criminality in 

the larger context of the healthcare system. These studies and reports address industry 

criminality not purely as a corporate attribute, but one which sees corruption as an 

opportunity that arises within a complex system: corruption as opportunity and not an 

inherent corporate evil. Additionally, the role of healthcare professionals in healthcare 

                                                           
7 http://transparency.eu/wp-content/uploads/2017/02/20170130-Letter-FVP-LIBE-Chair.pdf  
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corruption, and in particular physician conduct, is receiving critical attention. The TI 

studies (2016a, 2016b) see medical research and development, consultancy contracts 

between industry and physicians, sponsorship of medical educational events and 

physician attendance, and advertising to physicians, as instances where undue 

influence, conflict of interest, and corruption may occur.  

Establishing that corruption is rife in the healthcare sector, the problem identification 

comes with an initiative to conjure a solution, or reduce opportunity for corruption. 

More often than not, and especially in cases where research and analysis is taken up 

by international bodies such as the WHO, HAI, the EC, and TI, solutions seek to 

expand upon already existing definitions (i.e. corruption), or development of 

additional regulation, guidelines, or policies that sanction, control, or minimize 

corruption. Although revealing as these studies are, a regulated systems perspective 

runs the risk of viewing healthcare 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 the basis of an institutional goal towards which institutional 

members work. Informed by the aforementioned studies, this thesis moves to focus in-

depth on the relationships between the pharmaceutical industry and the medical 

profession. 

2.2. CORPORATE CRIME IN THE PHARMACEUTICAL INDUSTRY 

Pharmaceutical companies and the pharmaceutical industry as a collective is defined 

as those companies ñinvolved in production, distribution and consumptionò (EC 

Study, 2013, p. 15) of ñany chemical substance intended for medical diagnosis, cure, 

treatment or prevention of diseaseò Directive 2004/27/EC In: EC Study 2013, p. 40). 

The criminogenicity of the industry is well documented; Braithwaiteôs (1984) study 

on corporate crime in the pharmaceutical industry is the first and most comprehensive 

empirical criminological analysis of industry evils and concludes that ñthe 

pharmaceutical industry has a worse record of international bribery and corruption 

than any other industry (é), a history of fraud in the safety testing of drugs (é), and 

a disturbing record of criminal negligence in the unsafe manufacture of drugs (é) 

(Braithwaite, 1984, p. 5). The pharmaceutical industry has become a classroom poster 

child for corporate and white collar crime students, given that its actions epitomize 

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

The victims and harms generated by these crimes are identifiable ï patients suffering 

health deterioration and sometimes even death. For pharmaceutical companies the 

responsibility for aligning business decisions with societal interests comes with the 

ñparticular monopolyò they possess over medicinal products. Monopolies over 

ñ(utilities in particular), have historically been recognized as different and are subject 

to more stringent requirementsò (Silverstein & Taylor, 2004, p. 260).  

The subject of pharmaceutical industry deviance has not been limited to the outsider 

criminological or academic study; insiders have published their own accounts of just 
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how bad the 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 damning exposé of drug industry business practices: inflating 

drug research and development costs in order to 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 (Angell, 2004). Drawing on 21 years of experience at the NEJM and 

being a qualified medical doctor, Angellôs book shatters the image of a socially 

responsible industry. Ben Goldacre, epidemiologist and advocate for clinical trial data 

transparency and condemner of ñBad Scienceò (2008) and quackery, assessed in a 

similar vein the deceptions of ñBad Pharmaò (2012) with emphasis on the industryôs 

manipulation of medical research and clinical trial technical design. Goldacre 

advances criticism with suggestions as to what can be done by doctors and patients 

alike, and goes further than pure industry condemnation, implicating a failed 

commitment to accessibility, transparency and independence of scientific data by 

academic medicine, professional medical organizations, medical 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 

(Knightley et al., 1979) or Vioxx (Nesi, 2008), exposing multiple crimes in a collection 

of industry cases (Law, 2006; Gøtzsche, 2013) or executing research into a specific 

medical profession ï psychiatry being one of the common targets (Healy, 1997, 2004; 

Whitaker 2001, 2010; Whitaker & Cosgrove, 2015) ï or exposed by whistle-blowers 

documenting personal experience of criminality at specific pharmaceutical companies, 

such as Pfizer (Rost, 2006) or Hoffman La Roche (Adams, 1984). Dukes et al. (2014) 

revisit all the crimes of pharmaceutical companies, from fraudulent and biased 

research, unsafe drug manufacturing, unethical and illegal marketing practices, 

manipulation, corruption, counterfeiting, fraud, antitrust, racketeering, price fixing and 

cartelization, and conclude with 10 lessons to learn. Pharmaceutical (corporate) crime 

ñkills and defraudsò and these practices are ñgetting worseò. While there are 

employees who remain committed to ethical conduct, lack of protection for whistle-

blowers dissuades them from ñspeak(ing) outò. Companies will often turn to 

ñscapegoatingò when accused of criminality and the ñcomplexity of transnational 

pharmaceutical productionò allows evading accountability and obstructs general 

understanding and awareness. Regulators must adopt a multi-stakeholder approach in 

the issuance of regulatory controls, because legal loopholes provide opportunities to 

ñgame the lawò. Corporate Social Responsibility of pharmaceutical companies should 

be an obligatory requirement. The reduction in truly innovative drugs coming to 

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

the industryôs basal argument of maintaining high drug prices to ensure R&D 

investment returns. (Dukes et al., 2014, pp. 275-278).  

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, albeit creative forms 

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 et al., 2014). One of the most drastic 

measures is a call for the reformation of the drug patent system, eliminating much of 

the deviance which comes from patent exclusivity competition, or ñsequestrationò 

(Schafer, 2004) which advocates that financial relationships between industry and 

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

by the indignation with the industry playing a much more prominent role in medicine 

than some see as proper. Silverstein and Taylor (2004, p. 255) call it an ñinfluence 

industryò which manipulates with money. The financial power of industry is often seen 

as the source of all evil deeds; the industryôs thirst for riches motivates transgressions 

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

Peter Gøtzsche, 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 healthcare, these devastating crimes 

of industry are rarely possible without active contribution by physicians (Gøtzsche, 

2013). His book, which alleges an already ñcorrupted healthcareò in the subtitle, is an 

unapologetic criticism describing how pharmaceutical companies disregard patient 

interests and buy-off individuals, professionals, institutions, organizations, and 

regulators who should constrict the abandonment of patient interests for the industryôs 

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

of industry, the ñsystem failureò of healthcare actors is described as a phenomenon 

where ñThe control of medical practice by market economics does not serve the needs 

of patients very well, and is not compatible with an ethnically based professionò 

(Gøtzsche, 2013, p. 264). Reform, in Gßtzscheôs view, is possible only by ensuring the 

independence of academic medicine and clinical trials from pharmaceutical industry 

funding, revaluation of clinical trial design, public funding of drug regulatory agencies, 

increased evidentiary requirements in drug approval decisions, transparency of clinical 

trial data, introduction of financial conflict of interest transparency and enforcement 

of incompatibility clauses, and the eradication of industry control which is exerted 

predominantly through monetary influence. These studies, memoirs, journalistic 

investigations, case studies, and professional accounts challenge company slogans of 

pursuing patient well-being above all else. That corporations care only about the 

bottom line, is not a revelation since media, and popular culture has made sure that the 

ówall street wolvesô and corporate criminals are exposed. Less easily accepted is that 

medical professionals are unable to ensure that our medicines are really helpful, and 

that their inability is rendered by industry influence which permeates medical practice. 

Industry influence as having infiltrated medicine to the point of coercion is a 

discussion which is condensed within academic medical literature, largely comprising 

doctors, writing about doctors, for doctors. 
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2.3. UNDUE INDUSTRY INFLUENCE IN THE MEDICAL DISCOURSE 

Although criminogenic itself and prone to exploiting its monopoly over medicines, 

industry criminogenicity is also described in terms of its ability to unduly influence 

other actors in the healthcare sector ï exercising influence predominantly with 

financial seduction. Undue influence over the activities of the medical profession has 

generated a large body of literature, which describes this phenomenon, most of which 

can be found in medical journals, medical ethics journals, and business management 

publications. Often focusing on the fiscal power of industry, medical professionals 

recognize that ñThis excessive financial capacity and the associated political and 

lobbying power allow the industry to dictate the rules of the healthcare game to serve 

its interests at several levels. The industryôs interests are often at stark contrast to those 

of the patients and the societyò (Stamatakis et al., 2013, pp. 1-2). Industry funding of 

medical activities is prolific, and Lexchinôs (1993) assessment of the medical literature 

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.  

Pharmaceutical companies fund the majority of clinical trials across the globe (Atal et 

al., 2015), and they are estimated to finance 70-75% of clinical trials in the United 

States (Bodenheimer, 2000; Chopra, 2003; Sismondo, 2007, 2008). In the EEA and 

the European Union, about 61-79% 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 

answering questions which benefit sponsors rather than addressing societal needs 

(Angell, 2000, 2004; Lewis et al., 2001; Gøtzsche, 2013) funnelling money into 

research which has a higher probability of producing a marketable drug than 

developing new knowledge. Apart 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 by other non-industry sources (Davidson, 

1986; Ridker & Torres, 2006; Lexchin et al., 2003, 2012; Sismondo, 2007, 2008; 

Stamatakis et al., 2013; Lundh et al., 2012; Lundh et al., 2017). Clinical trial design 

may predetermine the production of positive data (Dukes et al., 2014; Lexchin, 2012; 

Goldacre, 2012; Brown, 2013). Seife (2015) assessed clinical trials that had received 

a classification of Official Action Indicated (OAI) by the US Food and Drug 

Administration ï an AOI is the most severe classification given if inspection of a 

clinical trial is found to have ñobjectionable conditions or practices significant enough 

to warrant regulatory actionsò (Seife, 2015, p. E2). Trials that were found to have cases 

of falsification of information and adverse drug reaction reporting, clinical trial 

protocol violations, bad record keeping, and problems with maintaining patient safety 

and informed consent, were given OAI classification. The study outcome was not 

purely violation identification in trials, but under-reporting of these violations in the 

peer-review study publications. Although industry funds the majority of clinical trials, 

this study did not assess any correlation with clinical trial sponsors, and there is no 
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evidence to suggest that the quality of industry-funded clinical trials is better or worse 

than independent studies (Lexchin, 2012). Errors in a clinical trial may manifest in 

both industry and non-industry sponsored studies, however Davidsonôs (1986) 

analysis did reveal that promoting positive results of clinical trials was a common 

tendency in industry-funded research. His suggestions see physiciansô unwillingness 

to raise issue with funding preference, or the design of trials so as to generate 

favourable outcomes, as something induced by a fear of investment termination if 

results fail to impress the sponsor. The literature on industry influence in psychiatry is 

particularly condemning, claiming that data establishing the ironic link between the 

use of anti-depressants and increased suicidal tendencies has been purposefully 

covered up by pharmaceutical companies (Healy, 1997, 2004; Whitaker 2001, 2010; 

Whitaker & Cosgrove, 2015). Uncertain or problematic data from clinical trials has 

also been identified in other areas of medicine; cardiology (Simvastatin: Greenland & 

Lloyd-Jones, 2008a, 2008b), reproductive medicine (Hormone Replacement Therapy: 

Fishman, 2004), endocrinology (Diabetes, Rosiglitazone: Cohen, 2010; Drazen at al., 

2007), and analgesic medication (Vioxx: Hill et al., 2008) 

There are also other means of trial result distortion which does not require deliberate 

data manipulation. Melander 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 results, or publishing single articles on an unsuccessful trial while publishing 

multiple articles on a successful trial. Bias in peer-review literature has raised the issue 

of conflict of interest between pharmaceutical companies and study authors. Ross et 

al., (2008) document how drug company Merck paid prominent doctors to write 

favourably about the companyôs drug Vioxx for example, or companies may simply 

pay doctors for their names ï listing them among the publicationôs authors, despite not 

actually contribution to the research. The latter is known as ghost-writing, wherein 

pharmaceutical company employees write an article, and doctors are paid to add their 

names as authors, providing the article with an academic validity. Ghost-writing, 

however, is very difficult to prove, and is often limited to case studies such as Vioxx 

(Ross et al., 2008), Prempo (Fugh-Berman, 2010), Zoloft, Paxil, Seroxat, and 

Neurontin (McHenry, 2010), although the phenomenon is considered a general 

problem (The PLoS Medicine Editors, 2009; Gøtzsche et al, 2007).  

Ghost-writing is linked to the well-documented phenomenon of conflict of interest in 

financial relationships in the form of consultancy agreements between reputable names 

in the medical profession and pharmaceutical companies, studied under the aegis of 

the Key Opinion Leader (KOL) phenomenon (Moynihan, 2008; Moynihan et al., 2002; 

Dukes et al., 2014; Sah & Fugh-Berman, 2013; Sismondo, 2013). This particularly 

deceptive form of influence relies on the status and professional recognition of experts 

in the field, who are sought-out and paid by companies to promote their products in 

medical journals, conferences, and medical educational events (Liberati & Magrini, 

2003). Not only are KOLs described as industry spokespersons 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 medical conduct and clinical treatment guidelines are also heavily financed 

by pharmaceutical companies for the organization and realization of Continuing 

Medical Education (CME) which doctors are mandated to attend (Rothman et al., 

2009; Stamatakis et al., 2013; Rodwin, 2012, 2013; Field & Lo, 2009; Brennan et al., 

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. Doctors are many times the beneficiaries of 

free merchandize and other perks offered by companies, the most visible being the 

small gifts and company brand-name embellished paraphernalia; pens, notepads, stress 

balls, calendars etc. which adorn the offices of physicians, usually left there as a token 

after a visit by a pharmaceutical sales representative. Numerous researchers have 

drawn correlations between the number of sales representative visits and changes in 

prescribing habits (Wazana, 2000; Oldani, 2004; Chimonas et al., 2007; Watkins et al., 

2003; Fischer et al., 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 feelings of sympathy, reciprocity, and loyalty 

towards a company (McFadden et al., 2007; Sah & Fugh-Berman, 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 

them without gifts by employing conversational tactics such as reminding doctors of 

their personal sacrifices ï lengthy education or serving the public (Sah & Loewenstein, 

2010) and thus dignify feelings of deserving of perks offered. Detailers are also trained 

in various conversational methods, the likes of which Edwards (2011, p. 31) calls 

ñanecdote circlesò which involves drawing out ñstoriesò to initiate friendly 

conversations while evading subjects that may cause confrontation, building trust and 

sympathy from the doctor.  

These studies are as important 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 comprises far more than the sales representative and 

influential advertising. Influence extends to the manipulation of medical science and 

research, as well as medical guidelines, medical literature, and CMEs. Industry 

influence is generally described as an external pressure from the outside, its ability to 

influence medicine 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 money as 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 influence 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. Additionally, 

influence as explained by individual susceptibility to the economic power of the 

pharmaceutical industry strips physicians of their agency, seeing medical professionals 

as puppets who are unaware and helpless in the face of influence. Inquiring into the 

validity of medical professional weakness brings to the fore a discussion on medical 

control over its profession, as well as its demise, which is studied in most detail within 

the medical sociological literature.  

2.4. REFLECTIONS ON THE MEDICAL SOCIOLOGICAL 

LITERATURE ON THE Ȱ#(!.').' .!452% /& PROFESSIONAL 

#/.42/,ȱ 

Scholarly literature has brought the legitimacy of medical autonomy and dominance 

under question, discussed as the phenomena of (de)professionalization, 

proletarianization, bureaucratization, industrialization, and corporatization of medical 

practice (Cheraghi-Sohi & Calnan, 2013; Calnan & Spyridonidis, 2011; Calnan, 2015; 

Sullivan, 2000; Lee & Tham, 2014; Rastegar, 2004; Rees, 2008; Sah & Fugh-Berman, 

2013). Criticism towards the legitimacy of medical autonomy proposes that ñthe 

organization of clinical care is more a matter of politics than medical expertiseò (Rees 

2008, p. 390), and that the growing complexity of bureaucracy and healthcare 

management has changed the role of the physician. As such, the physician has become 

a ñstrangerò who provides service on behalf of a corporate manager (Lee & Tham, 

2000); industrialization, standardization and corporatization have reduced the medical 

profession to an externally-controlled executive entity acting upon cost-benefit and 

efficiency incentives rather than traditional Hippocratic ideals (Sullivan 2000; 

Rastegar, 2004). Integrity requires that ñoneôs actions should be consistent with oneôs 

beliefs, values and commitmentsò (Marks, 2013, p. 10), and restrictions in autonomous 

practice may disrupt medical integrity. Relman (1980) analysed the rise of healthcare 

as a for-profit service, and named this as the emergence of a ñnew industry-medicine 

complexò which he defined as the ñlarge and growing network of private corporations 

engaged in the business of supplying healthcare services to patients for profitò (1980, 

p. 963). The medicine-industry complex or the industrialization of medicine, argues 

that a decline of medical professionalism, autonomy, authority, and professional 

dominance has occured. The loss of autonomy and the rise of business in medicine are 

reflected in the evolution of medicine as a self-controlling profession, and 

ñBureaucratic organization is assumed to be antithetical to the freedom of activity 

traditionally imputed to the professionalò (Freidson, 1984, p. 10).  

Modern medicine as we know it today, its organization, as well as its professional 

dominance, traces its history to the development of Western Medicine in the late 

1800s. Until the end of the 19th century it was solely doctors that concerned themselves 

with the organisation of clinical practices, of treating patients, and making 

advancements in medical technology, but the practice of medicine was still 
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characterised by enormous 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, 2016). It was during the 19th and 20th centuries 

when the profession of medicine 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 self-regulate, medical practice (Freidson, 1970). The medical profession 

aimed to achieve 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 professional 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 doctor-patient relationship. 

Until this point, the professional nature of medicine, although based to some extent 

upon generally accepted medical knowledge, was still fighting for legitimacy over 

monopoly of practice. The eventual consolidation of professional power came after 

World War II (Timmermans & Oh, 2010), an era known as the ñgolden age of 

doctoringò (McKinlay & Marceau, 2002; Calnan, 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 of the origins 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 scientific-technological 

basis for the solidification of professional dominance. Doctors achieved complete 

autonomy over their practice by both institutionalization of the profession under the 

aegis of Hippocratic norms, as well as grounding itself on a body of scientifically-

founded knowledge. 

The golden age of doctoring, the achievement of professional dominance, power, and 

control over the field, and 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 resulted from the medical profession being allowed to create 

demand, through its ability to control the subject of its practices. ñMedicine advanced 

rapidly and a growing number of social problems, such as unruly children, alcoholics, 

political dissidents, and others, became medicalized and treated with drugs, surgery, 

or other techniques.ò (Light, 2001, p. 1157) While hailed for its contributions to 

societal health, the medical profession was seen as creating its own demand, and thus 

contributing to the rise of healthcare costs; the monopoly over healthcare provision 

allowed physicians to abuse their position for profit (Timmermans & Oh, 2010; Light, 

2001). Autonomy sought by the medical profession ended up becoming its enemy, 

with fee-for-service driving up healthcare 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 

qualities of the medical profession. To 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 fee-for-service model by cracking open the protected 

professional market through private insurance schemes. (Timmermans & Oh, 2010; 

Light, 2001). This process, beginning in the 1970s, led to what medical sociologists 

call the end of the ñgolden age of doctoringò, 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 knowledge, however, is 

also characterized by ambiguity and uncertainty (Karreman et al., 2002; Abraham, 

1997); treatment and care are infused with many risks to patients that, despite best 

intentions, may be unforeseen by the medical professional. Bureaucratization in this 

sense can be considered an answer; an operative intention to stabilize uncertainties 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 autonomy, namely the great variations in medical care provided by 

physicians of the same specialization (Rees, 2008; Rastegar, 2004). An example of 

this debate is the study by Cheraghi-Sohi and Calnan (2013) examining whether the 

implementation of a Quality and Outcomes Framework (QOF) in the practice 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 treatment. However, other GPs were concerned 

that ñ[QOF] changes the concept of consultationò, patients then complaining of the 

impersonal nature of GP visits, while healthcare management creates pressure that 

ultimately directs focus away from the patient to constantly thinking about the 

bureaucratic óto doô list (Cheraghi-Sohi & Calnan 2013, p. 55). The debate regarding 

the degree of management and quality control in medical practice is still on-going; 

however bureaucratic management is not the only challenge to medical autonomy. The 

erosion of the professional autonomy of medicine is also expressed in the arguments 

about deprofessionalization and proletarianization. These two concepts describe the 

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 thesis, developed by American sociologist Marie Haug (In: 

Calnan, 2015; Light & Levine, 1988; Freidson, 1984) asserts that the trust in, and 

prestige of, physicians is eroded as a consequence of losing the monopoly of medical 

knowledge. Due to modern forms of storing 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 

doctorsô orders simply due to the fact that they don a white coat. Deprofessionalization 

is also documented in the study of the ñexpert patientò or the ñinformed patientò 

(Abraham, 2010) as well as the rise in patient activism through forms of patient 

organizations which describe the role of the patient as an active client in the healthcare 

system (Patient empowerment: See case study on the medicalization of Morgellons 

Disease, Fair, 2010). The proletarianization argument on the other hand focuses on the 

relationship between professional control over medical practice, and state control with 
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regards to standardization of healthcare service delivery ï emphasis being placed upon 

the loss of medical autonomy due to the changing qualities of professional work within 

large organizations. The proletarianization of medicine asserts that the autonomous 

qualities of the medical profession ï determining the content of medical practice, the 

manner in which it is carried out, and what the goals of professional work should be ï 

are diminished (Freidson, 1984). Proletarianization 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 profession 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 further undermining medical autonomy regarding 

both self-regulation and individual clinical decision-making (Calnan & Spyridonidis, 

2011; Kennedy, 2015). This process is also known as bureaucratization ï ñhealthcare 

systems are policed as bureaucratically managed social needs hemmed in, distorted 

and constrained by state administration, fiat pricing and budget constraints, 

underpinned by the ideological architecture of ócost-benefit óanalysis: in short, by the 

politics of moneyò (Kennedy, 2015, p. 214), or corporatization ï described 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 (Light, 2010; Light & Levine, 

1988). Corporatization is seen as the result of the decline in fee-for-service models of 

healthcare service delivery, and a move towards a trend of doctors becoming salaried 

employees (McKinley & Marceau, 2002).  

In a provocative article, 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 this knowledge was not constantly evolving. Freidson claims 

that the constant development of novel medical technologies means that the medical 

profession will ñthus continue to possess a monopoly over at least some important 

segment of formal knowledge that does not shrink over time, even though both 

competitors and rising levels of lay knowledge may nibble away at its edgesò 

(Freidson, 1984, p. 8). Turning to the critique of the proletarianization thesis, Freidson 

first claims that although the tendency of moving from self-employment 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 professions (medicine, law, the military, the 

clergy, and teaching), for which self-employment was never a defining characteristic. 

Addressing the rise of the supervisory managerial elite Freidson does not claim the 

opposite, but as to hijacking medical self-regulation and self-supervision, criticism 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 medicine. The positions that execute control over the work 
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processes of physicians are still filled by members of the profession namely; other 

physicians. As a result, the bureaucratization of medicine as understood to be external 

administrative control over the profession of medicine, is actually the formalization of 

professional controls which strengthens professional domination over medical 

practice, as opposed to the claims of its demise. ñWhile the nature of professional 

control has changed, it remains largely dominated 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 individual clients.ò (Freidson, 1984, p. 13)  

The arguments surrounding the loss of professional control over the content and 

execution of professional work are far from conclusive, however Freidsonôs assertions 

are echoed within sociological inquiry which states that although 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 

organized profession of medicine has since the 2000s, ñmounted campaigns to restore 

their professionalism and lost trustò (Light, 2010, p. 270) basing this on the 

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 government restrictions, bureaucratization 

and the emergence of the more autonomous patient, medicine remains steadfast but is 

seemingly so easily influenced by the economic incentives of the pharmaceutical 

industry? The discussion above has illustrated that despite the restrictions and 

reinterpretations of medical autonomy within modern healthcare systems, the medical 

profession still shows incredible resilience to external controls. However, the 

sociology of medicine has left the relationship between the profession and the 

pharmaceutical industry, and the effects of this relationship on medical autonomy, on 

the sidelines of inquiry. Relmanôs (1980) framework of the ñmedical-industrial 

complexò chose to eliminate the study of the effects of private companies on the 

practice of medicine. This was perhaps due to industry being taken to fall outside of 

the sphere of the evolution of organized medicine, since pharmaceutical companies are 

market-driven entities which, at first glance, have nothing to do with the professional 

status of the physician organization. ñThey [pharmaceutical companies] have been 

around for a long time, and no one has challenged their social usefulnessò (1980, p. 

963).  

The elimination of the effects of the pharmaceutical industry on the profession of 

medicine is quite a curious stance, especially due to the incredibly vital role that the 

industry played in the eventual solidification of professional autonomy in the ñgolden 

age of doctoringò. 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 the unity between industry and medicine, as well as the importance of 
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industry in medicine, and initiated the age of ñmiracle drugsò in the 1940s, with a 

ñmarriage between science and marketingò (Timmermans & Oh, 2010, p. S100). 

Among the first companies to research, develop, and mass produce antibiotics were 

Abbott Laboratories, Lederle Laboratories (Pfizer), Merck & Co., E.R. Squibb & Sons 

(Bristol-Meyers Squibb), and Glaxo (GlaxoSmithKline), and were the companies that 

contributed to the research and development of what would be known as the greatest 

breakthrough in modern medicine (Quinn, 2013; Aldridge et al., 1999). The potential 

of the pharmaceutical sector regarding its large-scale role in medical service delivery 

became solidified when physicians increasingly turned to clinical research for 

scientifically-established medical practice (Light, 2010; Bothwell et. al., 2016). ñFrom 

the development of insulin in the 1920s, through the ñwonder drugò revolutions of 

sulpha drugs, steroids, antibiotics, tranquilizers, 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 consumerismò (Greene & Podolsky, 2012, p. 

1481). 

It has, however, occurred that the role of the industry within medicine remains 

confined 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 care (Kitsis, 2011). This designation 

of roles of industry and medicine in healthcare service delivery is 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 between the industry and the public, the medical profession should 

maintain the interests of the public in the face of a market-orientated industry. In its 

very basic form, the pharmaceutical industry pursues the goal of profit accumulation 

by way of developing, manufacturing, 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 profit-driven healthcare market. Light (2010) describes this 

role whereby the profession of medicine, through professional power, monopoly, 

autonomy, and ethical conviction, should be the stopper on capitalistic endeavours of 

the pharmaceutical industry. The analysis of the ñprofession-and-marketsò in relation 

to medical autonomy, authority and ethical conduct has remained neglected compared 

with research on ñrisk, illness, and treatmentò (Light, 2010, p. 270) and seen as a result 

of the sociological tendency to focus on the ñpowerless rather the powerfulò (Busfield, 

2006, p. 299). Additionally, one of Freidsonôs 3 myths of medicine (I argue) also 

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 healthcare 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 on industry 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 I also found difficult to do, however I shall elaborate on this in 

the methodological chapter.  

2.5. EDGING TOWARDS A THEORY OF ORGANIZATIONAL CRIME 

ñIn the medical profession, which here is used as an example because it is probably 

less criminalistic that 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 of competition, and fee-splittingò. (Sutherland, 1940, p. 3) 

Sutherland (1940) revolutionized the study of criminology by stating that researchers 

should include in their repertoire of inquiry the study of white collar criminals ï 

respected and high-status individuals whose crimes are conducted with the use of, 

and/or during the course of, their legitimate occupations (Sutherland, 1940, 1945, 

1983). Sutherland challenged class-based explanations of criminality (Shapiro, 1987; 

Braithwaite, 1984) and the association of misbehaviour with low income and little 

social status. Seeking to develop a general theory of criminality, Sutherland claimed 

that behaviour, even that which is criminal, is learned through social interaction, 

thereby infusing deviance with favourable connotations (Brooks, 2016). Sutherlandôs 

argument was challenged as an abuse of the position of criminologist and as entailing 

the arbitrary demarcation of anti-social conduct as criminal (Tappan, 1947), spurring 

further questions of whether white collar crime should be considered as set-apart at all, 

its qualities bearing much resemblance to organized crime (Croall, 2001). Nelken 

highlights the ñseven ambiguitiesò surrounding the subject of white collar crime 

research ï focusing on 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 

response, whether 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 I accept the criminal label for white collar criminality 

(despite lack of criminal law enforcement or consideration of outcomes as such) is due 

to Nelkenôs (2012) assertion that these white collar crimes are not new crimes 

produced by capitalism, but that the capitalist system produces new ways of 

committing old crimes. 

Despite the daunting task of researching a phenomenon so fragile in its conceptual, 

definitional, and theoretical basis, criticism and scepticism did not stifle the attention 

to, or necessity of, studying crimes committed by powerful, privileged, elite or 

professional actors (Liazos, 1972), even if additional fine-tuning of Sutherlandôs 

original definition was needed (Clinard & Yeager, 1980; Braithwaite, 1985; Shapiro, 

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

crime, despite its disputed state, is used today as an umbrella term for crimes 
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committed by legitimate organizations, their occupational professional members, 

governments, and powerful individuals; ñat a minimumò white collar crime includes 

the study of corporate crime (crimes committed by an individual to benefit the 

corporation, their person, and crimes of the corporation itself), occupational crime 

(crimes committed ñwithin the context of a legitimate, respectable occupationò), 

governmental crime (crimes committed by government officials, agencies, and the 

government itself), state-corporate crime (a white collar ñhybridò crime involving the 

actions of government, corporate, and occupational crime), and residual white collar 

criminality (enterprise, contrepreneurial, techno- and avocational crime) (Friedrichs, 

2010, 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 Sutherland, namely the question of whether the unit of analysis ought to be either 

the organization as an actor or the behaviour of people within it. Sutherland spoke of 

white collar crimes, but then took to analysing corporations, and described companies 

as criminal recidivists (Sutherland, 1983). The study of corporate crime, however, 

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 Bernie Madoff as examples of individual white collar criminality (Nelken, 

2012), while the sinking of the Herald of Free Enterprise (Goulielmos & Goulielmos, 

2005) and the Challenger spaceship disaster (Vaughan, 1996, 1997) reveal the inability 

to single out one culpable individual. ñCorporations donôt commit crimes, people doò 

(Martin, 1985 cited In: Cressey, 1986, p. 43). Some authors consider it a weakness of 

corporate crime research that without a conscious mind there can be no intent to 

commit crime, without 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 rea and actus reus as a basis for culpability. Colvin (1995) categorises 2 

approaches, the nominalist ï which sees the corporation8 as a collection of individuals 

who are criminal and corporate blameworthiness as a myth, while on the other end of 

the spectrum the realist approach argues that corporations can be found guilty in ways 

that are very different than that of individual guilt (see also: Stewart, 2012; Gómez-

Jara Diez, 2011; Gobert & Punch, 2003). Coleman (1982), however, argues an 

important point for corporate crime, in that individual culpability would hold true were 

it not for the ñirrelevance of personsò in large organizations. It is not people but 

positions, and the ability to fulfil the requirements of an occupation that are necessary, 

making individual personality the lesser requirement (Coleman, 1982, pp. 103-104).  

                                                           
8 Corporation is a term used to denote companies, multi-nationals predominantly in the US. However, 

here corporation should also be taken to mean organization as Hall (1999, p. 30) describes it to be ña 

collectivity with a relatively identifiable boundary, a normative order (rules), ranks of authority 

(hierarchy), communications system, 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 organizational members, the 

organization itself, and for societyò. 
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Individual-orientated approaches produce other limitations in the study of white collar 

and corporate crime; the neglect of studies evaluating organizations as victims, 

research concerned only with the large, for-profit entities, a failure 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 transgressions as criminal law infractions (Reiss & Tonry, 1993). With 

regards to medical malfeasance, crimes within the medical profession are described as 

criminal actions perpetrated by the medical professional within the confines of his/her 

capacity as a physician (Jesilow et al., 1985). These acts of criminality include conduct 

such as; prescription violations (prescribing unnecessary drugs or treatment so as to 

reap additional financial benefits), conducting illegal abortions, fee-splitting (referral 

to medical 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 fraud) (Sutherland, 1940; Jesilow et al., 1985; 

Hoffman, 2009; 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 

autonomy possessed by a physician, or the lived experience of medical practice being 

limited to the doctor-patient 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 physiciansô crimes 

in the context of the healthcare system may provide more insight into motives other 

than individual malice.  

It is this train of thought that scholars have followed to divert focus away from 

individual versus organization conundrums in an approach that examines criminality 

as a product of the environment within which individual action is conducted and 

reproduced. Organizational criminology takes such a stance. Already touched upon in 

Colemanôs (1982) explanation of the unimportance of individuals in large 

organizations, organizational criminology focuses on organizational qualities that 

potentially 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 

instigators. The complexity (organizational size), culture (individual identity, 

depersonalization, coveting of risk-taking, recklessness, leadership and offensiveness), 

and emphasis upon the attainment of organizational goals (pressure to perform, 

neutralization, rationalization, and promotion of amorality) are some of the 

organizational traits that provide the means-motive-opportunity triangle for criminal 

conduct (Punch, 2000, pp. 254-275). Organizations may also be viewed as 

ñmetaphorsò; tools to produce a certain outcome (machine metaphor), the organization 

as an organism (the fight for survival), as a cultural system, a psychic prison, or a 
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continuously changing entity (Robbins, 1990, pp. 6-9) which will implicate the 

behaviour, duties, and expectations of their members.  

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 organizational context (Benson, 1985; Nelken, 2012). The 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. Needleman and 

Needleman (1979), however, propose that while criminal conduct may be an expected 

mode of organizational goal attainment, normalization of otherwise criminal conduct 

is not a necessity. The authors describe ñtwo models of criminogenicityò in which legal 

transgressions are recognized as criminal (eliminating neutralization, rationalization, 

or denial of wrongfulness) but are either desired (crime-coercive organizations) or 

tolerated (crime-facilitative organizations) forms of behaviour. Analysis of 

organizational policies, practices, and hierarchical as well as collegial relationships 

between members sheds light onto organizational norms and behavioural expectations 

impressed upon its members, and reveals how the supra-individual organizational 

culture may determine behaviour. In some cases it is the permitting of creative means 

for realising rigid 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 post-bureaucratic age, wherein informal rules and 

decentralization allows for more dynamic and creative thought. As such, 

organizational moralities become loosely defined ï ñwhich are exploited according to 

the context of specific tactical performancesò (Lippens, 2001, p. 326). 

Organizational expectations and behavioural norms of goal attainment outlive the 

individuals themselves, and organizational criminology challenges the focus upon 

individual responsibility, especially in cases where the criminal outcome is the product 

of multiple actions of distant individuals separated in space and time, and allows for 

further developments of organizational culpability. The dangers, however, are 

imposition of complete culpability to the organization solely. For this research white 

collar crime and corporate criminality inform an approach that 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 supra-legal assessment of crime without blaming solely the individual 

actor. However, in this thesis there is additional twist: the study of influence in the 

profession of medicine, within the structure of industry-medicine relationships along 

the medicines delivery chain. The medical profession is the focus of this research but 

it must be assessed as to its relationship (context) with industry, and how professional 

goals are impeded from realization. As I discussed earlier, the delivery of healthcare, 

of medicine to the public, begets stages of interaction between industry and medicine. 

Thus these collisions between industry and medicine, and how the practice of medicine 

is thus shaped as regards its societal duty, are central to this thesis. 
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 ñAfter many years of spirited disagreement, sociologists now agree to disagree 

about the appropriate definition of white-collar crime.ò(Shapiro, 2005, p. 279). 

The definition of white collar crime has outgrown Sutherlandôs initial 

conceptualization; however, 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 ñcrimes of the powerfulò (Barak, 2015) white-collar, occupational, corporate, state-

corporate, technocrime etc. (Friedrichs, 2010), the vehement focus on the qualities of 

the potential perpetrators (Shapiro, 1990) reproduces the same problems of 

Sutherlandôs original white collar crime definition ï ñThe requirement that a crime 

cannot be a white collar crime unless perpetrated by a person of ñhigh social statusò is 

an unfortunate mixing of definition and explanation, especially when Sutherland used 

the widespread nature of white collar crime to refute class-based theories of 

criminalityò (Braithwaite, 1985, p. 3). This type of offender-centric definition leads us 

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

and stereotypical associations ï such as the link between poverty and crime ï among 

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

criminals, all politicians are crooked, etc.  

The offender-based allocation of criminality typology is not unfruitful, but does prove 

hazardous, especially 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 characterization which 

reduces crimes and points fingers of blame to individuals and their actions and 

motives. Since this research focuses on the weakness of the medical profession in 

maintaining its professional interests in pharmaceutical-industry relationships, it is 

important to emphasize an embedded approach to explaining behaviour, lest we 

misunderstand the intention of this research and simply turn our pitchforks away from 

pharmaceutical companies to doctors. 

3.1. SACRIFICING HOMO-RATIONALE FOR EMBEDDEDNESS 

ñI 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 thought 

imposes a limit on a person's concept of his relation to the cosmos.ò 

ï 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 rather to focus on the 

actions themselves. In her article ñCollaring the crime, not the criminalò, Shapiro 

intends to ñliberateò (1990, p. 346) the concept of white collar crime from the very 

approach that reproduces class-bias in both the legal system and systems of social 

control. This liberation comes with the focus on the ñfiduciary duties of those in 

position of trustò (Shapiro, 2005, p. 279) and the abuse of this trust by fiduciaries as 

the core identifier of white collar crime.  

Today one cannot execute all tasks 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 post-industrial societies have produced a rise in the service 

industry; the requirements to 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 goals ï in a sense producing a society of 

middlemen. Our daily functioning as 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 between a principal  ï that 

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

or knowledge to do so ï by investing ñresources, authority or responsibilityò in an 

agent ï that which acts on behalf on the principal ï for the attainment of the desired 

task or goal (Shapiro,1987, p. 626).  

This description of social interaction is based on Granovetterôs (1985) proposition that 

social behaviour cannot be interpreted outside of social relations, interaction and 

context. Accordingly, the ignorance of context and dynamic social relations leads to 

under- and/or oversocialized explanations of behaviour. An undersocialized view 

asserts that manôs sensitivity to what others think of him, results in a consensually-

formulated general (moral) norm which is internalized to the extent that obedience to 

it is not considered arduous. An oversocialized veiw of man assumes behaviour to be 

a product of individual self-serving motives and as such can only be controlled through 

the use of ñinstitutional arrangements like contracts or authority structuresò (Shapiro, 

1987, p. 624). Both the undersocialized and oversocialized explanations are based on 

an ñatomizedò depiction of man. ñActors do not behave or decide as atoms outside a 

social context, nor do they adhere slavishly to a script written for them by the particular 

intersection of social categories that they happen to occupyò (Granovetter, 1985, p. 

487). Behaviour must be seen from the approach of embeddedness which views 

behaviour to be a product of dynamic and mutable social relations.  

Embeddedness asserts that behaviour and social action relies on social exchange, 

initiation of which is based on familiarity, referral, consistency, reciprocity ï in short: 

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 produced by familiarity, the agreements (contracts) drawn up between them are 

functional substitutes of this familiarized trust (Granovetter 1985). Shapiro (1987) 

however takes trust in the óGranovettianô sense (common networks as the basis of 

behaviour production) as a sufficient motive but not a necessary prerequisite for 

interaction in principal-agent relationships. Reasoning that knowledge and information 

asymmetries between principals cannot always be bridged by familiarity, and that the 

knowledge and information asymmetry that plagues the principal renders 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 necessity of principal-agent 

engagement to bridge the gap between task and capability formulate the basic approach 

of this study, which sees the relationships between pharmaceutical companies 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 medical 

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 players, entrusted 

with furthering their own interests, as well as being entrusted with furthering the 

interests of multiple principals, attracting principal investments ï principals being 

ñone-shottersò and agents being ñreturn playersò (Shapiro, 2005, p. 267). Additionally, 

the role of principal and agent is also complex in that the role of agent and principal 

are not static, especially in complex organizational relationships, or in hierarchical 

chains where the execution of a task is a process accomplished by more than one actor, 

the realization of which requires an approach that negates simple interpretations of 

behaviour as a cause and effect scenario between 2 actors ï ñThe assumption that 

complex organizational structures and networks can be reduced to dyads of individuals 

is one of many assumptionsðregarding efficiency and equilibrium, that individuals 

are rational and self-interested utility maximizers prone to opportunism, etc.ðthat are 

off-putting to other social sciencesò (Shapiro, 2005, p. 266). As such, multiple 

interests, as well as simultaneous roles of being agents to one and principals to another, 

characterize these relationship networks. This is where the importance of trust and 

fiduciary obligation come in as a paradoxical element, since knowledge asymmetries 

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 instantaneous, and the time these returns (goals) 

take to be attained, as well as how they are attained, are not necessarily within the 

comprehension of the principal. The opportunity for an agent to stray from the 
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commitments made to the principal 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, 1990; Vaughan, 1999) 

Of course the argument about whether an interest should or should not be represented 

presents another question to address: which interest should be pursued, and is the 

pursuit of one interest nobler than pursuit of the other? Shapiro (1990) cites the 

whistle-blower as an apt example ï the whistle-blower who is caught between the 

interests of the organization within which s(he) fulfils a role and obligation, and the 

society of which s(he) is a part i.e., a óSnowden perplexityô. Without (for the time 

being) defining which interest should be furthered, taking interest as a neutral artefact 

Shapiro highlights requirements of interest attainment which must be present for trust 

be produced and maintained in a fiduciary relationship ï 1) disclosure, 2) 

disinterestedness, and 3) role competence ï the violation of which manifests the 

violation of trust. A further specification of violation of trust criteria is pragmatically 

evinced in the crimes of lying (misinterpretation, deception, exaggeration, omission, 

distortion, fabrication, falsification) and stealing (misappropriation, self-dealing). 

Corruption is listed as a crime, and defined as an ñalternative form of theftò by way of 

renting out and selling positions of trust to outsiders. Role conflict is also listed under 

crimes of stealing, but is described rather as an inductor of theft in that conflict of 

interest ultimately comes with the pursuit of multiple interests by an agent, and as an 

ñintrinsic vulnerability that gives rise to stealingò (Shapiro, 1990, pp. 352-353). Again, 

for the moment treating interests as neutral artefacts, I will take to describing the 

interests embedded in the healthcare delivery system. 

3.2. PRINCIPAL-AGENT RELATIONSHIPS BETWEEN INDUSTRY 

AND MEDICINE 

For this thesis, the principal-agent relationship is vitally important when placing the 

medical profession into the context of 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 simultaneously challenging explanations that would 

blame singular medical professionals as being susceptible to varying degrees based on 

their individual convictions to (medical) ethical ideals. As I approach this question, the 

profession of medicine must be placed 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. The reason for allocating these actors specifically is 

due to the prior assessment of industry-medicine relationships taken to be crystallized 

in industry funding of medical research, industry funding of CME, and advertising via 

pharmaceutical sales representatives, as discussed 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 of principal and agent roles. Patients, not the focus of research (fieldwork), 

are included in the theoretical elaboration, for they are the principals whom both 

medicine and industry serve, from a medical, ethical as well as service/product 

provision aspect. 
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Image sources: 

Pills: https://www.shareicon.net/download/2016/10/12/843256_medical_512x512.png 

Doctor: https://pixabay.com/en/doctor-bless-you-icon-button-2411135/ 

Patient: http://www.iconarchive.com/show/medical-health-icons-by-graphicloads/patient-icon.html  
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This visualization provides a simplified example of how the medical profession and 

its role as an agent manifests in the pharmaceutical product delivery chain. This 

research is limited to assessing the role of the profession of medicine as agent, although 

as Shapiro (2005) notes, the roles of agent and principal are 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 to the goal that is pursued. For example the 

pharmaceutical industry 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 affordability must be met. Similarly, the 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 from direct analysis and incorporation into the research sample, 

patient interests (societal obligations) form the wider independent contextual variable, 

within which this study of industry-medicine relationships is placed. It is also 

important for claims as to the fiduciary obligations of the profession of medicine, 

which I shall elaborate on in the coming sections, which are the basis of trust, 

autonomy, and authority of professional medical conduct, and the conceptualization 

of the theoretical framework for this research. 

As Shapiro claims and as is illustrated here, we can speak of interests as multifarious, 

and in their most comprehensive form are the profession of medicineôs mandate to 

further the contractual and reciprocal expectations of industry, providing a return on 

industry investment (research funding, CME support, and advertising), while 

simultaneously furthering the interests of provision of care to alleviate, manage, or 

mitigate the disease burden of the patient (research, self-education, and delivery of 

informed and good care). Given that principals cannot oversee the actions of the agent 

for reasons of knowledge and information asymmetry, principals may employ methods 

of agent restriction, such as: choosing to avoid agents (jack of all trades), choosing to 

engage with personal networks (colleagues, friends, family), drawing up legally-

binding contracts, requesting reports by agents, monitoring their activities, offering the 

agent a stake in a successful outcome, or spreading risk and maintaining insurance 

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 are return players, 

and if relationships are episodic, principals vary while agents remain the same, 

allowing agents to dictate many of the rules of engagement (Shapiro, 1990, p. 349). 

Agents are also in physical possession of principal property, and agency services are 

often difficult to restore to their original state e.g. surgery (Shapiro 1987, p. 635). For 

this research, it will be interesting to keep in mind that undue influence would suggest 

that despite the agentôs supposed power to dictate the terms of agreement, the 

profession of medicine, according to the literature previously discussed, is unable to 

do so. This begs the question of: why? Shapiro argues that principal-agent 

relationships are rife with interest divergence, explaining that the service provision 
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business of agents pits their survival on continued principal investment, and as such 

they seek to attract continued investors who all seek interests of their own. While 

principal-imposed limitations may protect one interest, furthering interests of other 

principals simultaneously may lead to unavoidable interest collision. One cannot 

outright state that the interests of pharmaceutical companies and the interests of 

patients inherently diverge, but prior literature has shown that the economic interests 

of the industry, and the interests of patients, similarly cannot be said to coincide 

entirely. This is what Shapiro defines as an inherent conflict of interest in principal-

agent relationships, and why the profession of medicine should act as mediator 

between industry and patients.  

An approach that favours embeddedness as opposed to the under- or oversocialized 

explanation of action, declares the need to analyse conduct, behaviour, and decision-

making as the products of social interaction. Social interaction is induced by 

knowledge and information asymmetries present in the principal-agent relationship. 

And an embeddedness approach views trust as both the base of proper, ethical, as well 

as improper, unethical or deviant conduct. I 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 patients and industry alike, as well as discussed how the 

requirements of disclosure, disinterestedness, and role competence ensure that trust is 

maintained ï the violation of which would constitute white collar crime. Shapiro lists 

these crimes as lying and stealing, encompassing corruption as a form of stealing and 

role conflict acting in opposition to oneôs fiduciary duties. 

There is, however, an element of white collar crime research which appears in 

Shapiroôs approach, and is also common in white collar and corporate crime studies, 

which I propose unintentionally reroutes the argument of embeddedness, and 

ñrelational approachesò (Jancsics, 2014) in white collar and corporate crime studies, 

back to the atomized interpretation of human action. This I find to best understood in 

explanations as to why investigation and prosecution of these ñcrimes of the powerfulò 

(Barak, 2015) are so elusive. The 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 bubble; inaccessible and evasive. This bubble is indirectly 

suggested to be impermeable, especially by theories that argue the existence of a 

ñcorporate cultureò and a ñcriminogenic systemò that is ñcrime facilitative or crime 

coerciveò (Needleman & Needleman, 1979, see also Chapter 2). Being invisible and 

inaccessible to outsiders, the corporate culture is described as promoting, expecting, 

or facilitating legal transgression, deviance, and/or unethical conduct which becomes 

ingrained in normal everyday functioning of organizational members. It is assumed 

that if organizational members detect, anticipate or intend to engage in wrongdoing, 

techniques of neutralization (Piquero et al., 2005) will be used to individually or 

collectively mitigate the wrongfulness of behaviour. These techniques of 
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neutralization are said to be both provided by the organization or the organizational 

culture, and employed by the individual ï rationalizations and explanations used to 

downplay or excuse criminal, deviant, or unethical behaviour. This view, however, 

requires individual and/or collective awareness of all consequences of actions, and 

especially deviant outcomes of actions. 

The view of ñdisconnected dotsò (Doty & Kouchaki, 2015) claims the opposite; 

emphasizing the inability of organizational members to see their actions as part of, or 

affecting the functioning of an organization as a whole. This produces ñcommitment 

driftò in individuals ï a deviation from organizational mission statements. In short: 

organizational members lose sight of the so-called 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 outcomes. Disconnected 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, restricting 

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 culpability, theories of neutralization and rationalization of 

criminal conduct, facilitated by the corporate culture, still presupposes individual 

rationalization of action, or at the very least, split personality disorder: the 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 wrong or right (oversocialized view) 

and/or that the individual(s) engaging in the act will adopt, or be provided with a 

strategy of neutralization (undersocialized view). I have reservations about whether it 

is possible to achieve an embedded/relational approach by simply combining under- 

and oversocialized theories of behaviour. Following this thought, Braithwaite (1984) 

suggests focusing not on the perpetrator or individual motives behind the commission 

of white-collar crime, but rather on the óhowô; focusing on the modus operandi of 

action. This perspective may yield more beneficial data for white collar crime studies. 

Nelken explains that criminal qualities are often attached to outcomes of certain 

actions; they are ñsecondary or collateral features, both in priority and the succession 

of events, of an undertaking pursued for other legitimate purposesò (Nelken, 2012, p. 

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 

importance of attention to the ñlegal-illegal continuumò, wherein white collar crime 

may be given in medias res position, 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 in fact different if considering the service they provide. It is but ñthe 

(often arbitrary) demarcation of legitimacy in interest rateò that differentiates the 

criminal or non-criminal status of each (Albanese, 1984, p. 17). I argue for a procedure, 

or systems approach, which scrutinizes the source of principal-agent interactions, their 

manifestation in concrete action, the inherent conflict of interest in principal-agent 

relationships, and the structural determinants of role conflict which lead to fiduciary 

obligation abandonment adopted in this research.  

3.3. STRUCTURAL CONFLICT OF INTEREST AND INSTITUTIONAL 

CORRUPTION 

Taking a turn again to the intrinsic ancillary characteristic of multiple interest 

representation by an agent, an ñaxiomatic approachò would take to define ñthe state of 

incompatibility of goals of two or more actorsò (Axelrod, 1967, p. 87) as a conflict of 

interest. In medicine, and in relation to the medical profession, a conflict of interest is 

described as a ñcondition in which professional judgment concerning a primary 

interest (é) is unduly influenced by a secondary interest (é)ò, the primary interest of 

the profession of medicine being the ñhealth of patientsò (Thompson, 1993, p. 573). A 

secondary interest is not automatically one which is contradictory to the first; in fact it 

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

key in this definition is in the term undue influence, which can only really be assessed 

in relation to the ñrelative weightò of the secondary interest over the primary 

(Thompson, 1993, p. 573). There is not necessarily a need to eradicate the existence 

of a secondary interest, but rather to maintain primary interest domination. The 

inability or unwillingness to do so is where I deem Shapiroôs definition of white collar 

crime to manifest itself, since the primary interest representation is the fiduciary 

obligation, the basis of trust in the medical profession. Here I start answering the 

question of which interest should be primary in industry-medicine relationships. I have 

argued an embeddedness approach, and this requires my analysis to dismiss the idea 

that primary interest abandonment is a conscious, rational decision made by an 

individual calculation of benefit-maximization (undersocialized view), or that a 

primary interest has been rephrased in organizational or institutional policy so as to 

interpret secondary interest as a sanctioned norm (oversocialized explanation). The 

theory of ñInstitutional Corruptionò (Lessing, 2013) provides an embeddedness 

approach, of undue influence of a secondary goal over the first 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; 

ñInstitutional corruption is manifest when there is a systemic and strategic 

influence which is legal, or even currently ethical, that undermines the 

institutionôs effectiveness by diverting it from its purpose or weakening its 

ability to achieve its purpose, including, to the extent relevant to its 
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purpose, weakening either the publicôs trust in that institution or the 

institutionôs inherent trustworthiness.ò (Lessing, 2013, p. 553) 

There are many elements of this theory that need to be addressed, and which Lessing 

himself does attend to. First and foremost a particular emphasis must be made as to 

the use of the word corruption, and the difference between institutionalized corruption, 

and institutional corruption. ñNorm enforcersò easily deem corruption to equate to 

bribery (Heidenheimer, 2002, p. 141), the most commonly accepted definition ï 

corruption as the abuse of public power for private gain (TI GCR, 2006; Dawood, 

2014) involving the exchange of money in return for an undue advantage. The 

definition of corruption changes, however, if viewed as a legal definition, viewed as 

the effect that corruption has on the public, or viewed as the publicôs opinion about 

corruption (Gardiner, 1993). Financial exchange or financial interest is the most 

commonly cited form of corruption (Heidenheimer, 2002) not because this is the only 

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

regulation (Thompson, 1993). Corruption in Lessingôs vernacular breaks away from 

the confinement of a legal conception, limitations to the political (public versus 

private) sphere, and financial exchange, evoking Hellmanôs (2013) view that 

corruption is a derivative, not a general social norm of right and wrong but that ñ(é) 

a conception of corruption depends on a theory of the institution involvedò (Hellman, 

2013, p. 1421). In opposition to institutionalized corruption (Shapiro, 1990; Nelken, 

2012) which presupposed a normalization of criminal action in concert with legitimate 

action, institutional corruption theory claims a more nuanced interpretation that sees 

an inability 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 eloquently formulates what Nelken 

(2012) and Vaughan (1996, 1997) have advocated previously, in that criminality is 

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

but may produce criminal outcomes.  

The element of systematic and strategic influence is also important yet not taken to 

mean that intentional influence is evil. It rather evokes Shapiroôs explanation, that 

since principals are limited in their ability to monitor agents, tactics of agent control 

are implemented by principals to ensure certainty in interest delivery, selecting agents 

via familiarity and referral, interest harmonization, imposition of contractual 

limitations, exercise of policing measures, offering incentives, insuring themselves, or 

spreading risk (Shapiro, 1990, p. 348). These limitations protect principals, and ensure 

agent self-interest is abdicated. In the sense of institutional corruption, weakening, 

rendering unable, or diversion of institutional imperatives (fiduciary obligations) 

diminishes trust in that institution, and produces the so-defined 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 neutral light. It is only in Hellmanôs (2013) conception of 

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, I shall address the limitations 

of institutional corruption 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. I will also further 

conceptualize the institutional 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. FILLING IN THE GAPS OF INSTITUTIONAL CORRUTION 

THEORY: CRITICISM, COMPLIMENT, AND CLAIM 

Lessing does not explicitly define what an institution is, but to analyse industry-

medicine relationships requires definition, because this will be the focus of analysis 

for the research. The pharmaceutical industry is generally understood as the collective 

of legal entities (companies) which specialize in the ñprovision, distribution, and 

consumptionò (EC Study, 2013, p. 15) of ñany chemical substance intended for use in 

the medical diagnosis, cure, treatment, or prevention of diseaseò (Directive 

2004/27/EC Art. 1 In: EC Study, 2013, p. 40). Medicine, however, is more commonly 

referred to as a profession than an organization or institution. Although Hallôs 

definition of an organization (footnote 2) would see the medical profession as an 

organization, others see a stark difference between an organization and an institution, 

seeing the former as formally (regulated by laws) and the latter as informally (ideology 

or belief based) defined establishment (Khalil, 1995). Giddensô view, however, would 

seem to contrast the idea that rules are either doctrine (formal) or ideological 

(informal), but rather that these rules spoken of can be seen as the ñstructureò of social 

systems. ñI treat structure, in its most elemental meaning at least, as referring to such 

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 time-space 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 'systemic' formò 

(Giddens, 1984, p. 17). Thus Giddens sees rules as ñstructural principlesò which are 

functional for the ñreproduction of societal totalitiesò. This must not be misinterpreted 

as rigidity, but that social systems (relations) have ñstructural propertiesò rather than 

existing as rigid structures. The reproduction of practices across time and space, 

considered to be the societal totalities, are ñThose practices which have the greatest 

time-space extensions (é)ò (Giddens, 1984, p. 17). 

The profession of medicine and the reproduction of medical practice across space and 

time ï the Hippocratic ideals, formal codes of ethical medical conduct, and the 

evolution of modern medical practice ï are what constitute the reproduction of such 

totalities and thus systems ñ(é) can be referred to as institutionsò (Giddens, 1984, p. 

17). The theory 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 Giddensô view of an institution, I shall in this thesis 

use the term institution and organization to define the medical profession. Institution 

as the social system which reproduces behaviour is, in my interpretation, linked very 

much to the goal of a collective, while the term organization is the modus operandi of 

achieving a goal ï perhaps it is plausible to see institution as motive and organization 

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

must first address criticisms which span both the concepts of institution and 

organization.  

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 institutions ï such as the 

American congress for which the theory was first developed, by Thompson (1993) ï 

have an obligatory purpose, which private sector institutions do not ï ñBecause private 

organizations do not coerce us, they are not generally obliged to act for the stateôs 

public purposeò (Newhouse, 2014, p. 555). Accordingly, this critique challenges the 

application of institutional corruption theory to non-public institutional analysis. In her 

analysis 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 

characteristics of institutional corruption as was defined by Thompson in an analysis 

of legislative ethics; ña state of affairs in which political benefits ï such as campaign 

contributions, endorsements, organizational support, or media exposure ï are made 

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

interests at the expense of the legislatureôs public purposeò (Thompson 1993 In: 

Newhouse, 2014, p. 557). Fiduciaries have obligations imposed on them by their 

principals, 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 behaviour. Fiends are 

institutions whose incentive structures recklessly endanger or damage the safety and 

security of the general public. Fools employ faulty business strategies in pursuit of 

client interests, doomed to fail not for intent, but lack of competence. These latter 3 

institutions accordingly break no public or fiduciary obligation. The reason this 

critique is important to address, is that some forms of pharmaceutical industry-

medicine relationships are seen by Newhouse to fall into the category of Frauds ï 

research misconduct by scientists ï or Fools ï condoning doctorsô acceptance of free 

gifts from industry which decreases their ability to remain impartial ï and thus falling 

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

The second critique refers to Lessingôs application of institutional corruption to 

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 fosters with private institutions for campaign 
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success (Lessing, 2011). Similarly to what was said in the previous critique, and 

Thompsonôs view that political benefits tend to promote private interests, Lessing 

describes improper dependency as influence that draws actors away from ñthe 

influence intendedò (Lessing, 2011, p. 264; Dawood, 2014, p. 111). Dawoodôs (2014) 

criticism is whether improper dependence is correctly deemed to be corruption itself, 

as Lessing would seem to purport that improper dependency (conflict of interest) is 

corruption already. Dawoodôs question is supported by Thompson (1993) in the 

reiteration that secondary interest existence cannot be defined as fulfilling the criteria 

of wrongfulness automatically. For this reason Lessingôs argument is problematic, 

since a conflict of interest preceding action is a Schrödinger's cat, simultaneously dead 

and alive but not yet establishedï the felineôs mortal state as being good or bad can 

only depend on the goal that one wishes to attain: good if youôre rooting for the mouse, 

bad if youôre 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 institutions bears limitations 

without the consideration of which will, in Newhouseôs (2014) view, render it a theory 

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 

critiques the existence of motive as an inherent attribute, while Dawoodôs criticism is 

closer to the means i.e. the existence of a (financial) dependency. Contrary to 

Newhouse (2014), I argue that industry-medicine relationships will fall under the 

category of fiduciary 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 unrelated to physiciansô reception of gifts). On the other 

hand, Dawood (2014) 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 breach. However, Dawoodôs criticism 

could go unchallenged if a conflict of interest (or improper dependency) was obvious, 

singular, and identifiable as such. However, as stated previously, upon a long line of 

sequential events, one conditio sine qua non is rarely the cause of a criminal outcome. 

Interactions 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 the profession 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 medical profession. The argument of improper dependency 

being institutional corruption itself may induce a debate, however, I will argue a fuller 

picture which does not stagnate argument at the precipice of conflict of interest, but 

which will engage in conversation about the embedded, structural reasons 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 question; what 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 

Newhouseôs critique). To begin, it is necessary to seek an understanding of 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 research to have an appropriate baseline of 

institutional purpose. This baseline represents the basis of trust, since the fiduciary 

obligations, and the ability to meet them, render the profession of medicine trustworthy 

for patients. 

3.5. THE PROFESSION OF MEDICINE: TRUST, AUTONOMY, 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 the most 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 capabilities we do 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 factors; however, when it comes to the extraordinary amount 

of trust we place in doctors, it boils down to two main components which are 

derivatives of each other ï 1) the autonomy and authority of physicians based on 

specialized knowledge, 2) which in turn is legitimized by a commitment to ethical and 

moral standards of conduct and decision making, roughly understood as the 

Hippocratic tradition. These two characteristics are separate in concept, but mutually 

reinforce each other ï they are conditional determinants of the trust we place in 

physicians. Let us then discuss what a profession is, how its autonomy manifests, and 

how ethicality serves as autonomyôs determinant. Here we establish the institutional 

norms of the profession of medicine, because it is these that the profession of medicine 

is being diverted from (its institutional purpose) due to systematic and strategic 

influence exerted by the pharmaceutical industry within industry-medicine 

relationships. 

3.5.1. MEDICINE AS A PROFESSION: THE COMPONENTS OF 

AUTONOMY AND AUTHORITY  

Autonomy is the freedom to act in accordance with oneôs own moral framework, 

independent from external constraints, the right to self-government. With regards to 

the medical profession, the qualities of self-determination of professional work, the 

possession and regulation of skill and knowledge, and the commitment to provide a 

societal need or service in line with a professional ethical code are what define the 

autonomous nature of the medical profession (Hoogland & Jochemsen, 2000; 

Warzynski & Noble, 1976; Wilensky, 1964). In a study discussing medical autonomy 
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in the UK, 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  level autonomy manifests within the clinical autonomy of physicians. 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 executed, and 4) the maintenance of 

contractual independence from employers. Expressed by Kendel (1990, p. 1115) this 

pertains to the microscopic autonomy of medical professionals through the possession 

of a ñunique and complex body of knowledgeò which cannot be understood, executed 

or appreciated by those who are outside of the profession. As such it is the autonomy 

expressed in individual clinical practice.  

Meso level autonomy describes the ñinstitutionalised relationship between the 

profession and the stateò (Harrison & Ahmad, 2000, p. 131). The meso sphere of 

autonomy identifies the self-regulatory nature of the profession as granted by the state 

in self-licensure, as well as the recognition of medical organizations and associations 

that mediate the interests of 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 freedom to regulate professional members, to define acceptable 

and ethical conduct, as well as the right to discipline, punish, or expel members 

(Kendel, 1990; Timmermans & Oh, 2010) all belong to the execution of the meso level 

of autonomous practice of medicine. 

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 

belongs to medicine and what does not) as well as the way in which it approaches 

diagnosis, treatment, and management of disease. Macro level autonomy manifests in 

the biomedical model ï an approach to the practice of medicine that emphasizes the 

importance of diagnosis of an ailment and definition of the ameliorative intervention.9 

This model defines what autonomy means practically and translates the abstract notion 

of medical autonomy into óautonomy in practiceô. It is also enlightening as well as 

important for this thesis in that we are able to study medical autonomy as multi-

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

healthy or ónormalô state. The biomedical model rests upon 3 assumptions; 1) ñan illness has a single 

underlying causeò, 2) ñdisease (pathology) is always the single causeò, and 3) ñremoval or attenuation 

of the disease will result in a return to healthò (Wade & Halligan, 2004, p. 1398). The biomedical 

model has been criticized in that it reduces the patient to an object, or a series of quantifiable 

symptoms that excludes social and economic, not to mention emotional factors, the ñlived experienceò 

of illness that also effect the overall state of health (Borret, 2013, p. 497). The WHO definition of 

health challenges 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 model alludes to the autonomous practice of medicine in 

the clinic to be the end result of prior autonomous actions; an accomplishment 

preceded by macro and meso level autonomy. I shall elaborate in due course, however 

it is important to note that autonomy rests on an additional component of the medical 

profession, without which such high degrees of self-determination 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 alone does 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 autonomous 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, 1984; Sullivan, 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 need.10 Thus there is another element of professionalism, which 

relates to its function as being bound to act in the interests of this social expectation ï 

the element of subjugation of medical practice to the interests of society maintained 

by a commitment to ethical conduct.  

The legitimacy of the 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 medicine ultimately a profession is that it is executed in the ñservice of othersò, 

the members of the profession governed by ñcodes of ethics and a professional 

commitment to competence and morality, altruism, and the promotion of the public 

good within their domainò. (Cruess, et. al., 2004, p. 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 

their claim to authority and autonomy. ñProfessional knowledge and expertise are at 

the core of contemporary societyò [é] ñéthe social basis of the extraordinary grant 

of occupational authority and independence to professionalized occupations such as 

medicine and law has been a social contract between the profession and the publicò 

(Sullivan, 2000, p. 673). The notion of the social contract manifests in the relationship 

                                                           
10 The Human Right to Health is protected in: 

Article 25 of the Universal Declaration of Human Rights 

Article 12 of the International Covenant on Economic, Social and Cultural Rights 

Article 24 of the Convention on the Rights of the Child 

Article 5 of the Convention on the Elimination of All Forms of Racial Discrimination 

Articles 12 & 14 of the Convention on the Elimination of All Forms of Discrimination Against 

Women 

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

Article 25 of the Convention on the Rights of Persons with Disabilities 
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between the professions and the public; society granting the professions dominance 

and authority in specific fields, in return for the protection and promotion of health 

and quality of life (Timmermans & Oh, 2010). In the case of the medical profession, 

authority and dominance are granted by way of the specialized knowledge of human 

biology held by physicians, trust in the commitment of 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 AUTONOMY: A CULTURE OF ETHICS 

Traditionally the ethics of medicine are held to be described in the Hippocratic Oath, 

a document that originates from somewhere between the 5th and 4th century BC, the 

Classical Era of Ancient Greece. Although it is agreed upon that it was not Hippocrates 

himself who authored it, nor that it was considered of any particular importance other 

than as one 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 has been and continues to be 

debated, and one can easily find version upon version of it, modernized 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 culture of 

the Oath itself establishes physiciansô moral resolve and commitment to integrity 

(Sritharan et al., 2001). The Hippocratic Oath, as an actual document comprising the 

ethical requirements of the profession upon which physicians swear conveys ñ(é) the 

core principles of the ethical system of the Western medical traditionò. However, the 

Oath, or the action of taking a vow, reinforces the physiciansô sense of belonging to 

an ñunbroken Hippocratic line of successionò (Rocca, 2008, pp. 25-26).  

The Hippocratic Oath, as it stood 2400 years ago, is, for modern medicine, out-dated. 

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 medicine today. This, as well as the fact that the necessity of the Oath itself is 

debated renders it more appropriate to speak of a Hippocratic Culture, or rather the 

Oath as a symbolic manifestation of the idealism that medicine is an ñart, not a trade; 

a calling, not a businessò (Quote by Sir William Olser In: Karanth, 2010, p. 637) ï a 

culture of ethical and moral commitment. Swearing upon the Hippocratic Oath is most 

commonly done by medical students upon entering university, or part of the 

completion ceremony of their medical training, albeit not all medical schools require 

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

evokes the notion that the practice of medicine requires its practitioners to subordinate 

their mental and physical capacities to ethical and moral ideals, and to execute their 



53 

professional practice with a high degree of altruism; the only acceptable interest being 

that of the promotion of health and well-being of the patient.  

The universality of the Oath is a more recent development than one would expect. 

Again, despite being subject to some controversy as to its necessity as a formal 

document to be sworn upon, the culture of Hippocratic medicine has in Europe become 

vital, especially after the horrors of World War II. In 1948, the World Medical 

Association (WMA) adopted the Declaration of Geneva as a response to the atrocious 

acts committed by physicians in Nazi Germany, and reinstated, in light of these crimes, 

the need to re-establish the values of the Hippocratic culture of medicine (see 

Hippocratic Oath in the Declaration of Geneva, 1948 as it stands today at Annex 1). 

The WMA boasts a total of 111 National Medical Associations globally, including the 

Hungarian Medical Chamber (MOK), and the Royal Dutch Medical Association 

(KMNG). United under the aegis 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 read alone since it 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 

a local context. These Medical Codes of Conduct which, although founded upon these 

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 I shall return 

to what is addressed by these Codes of Conduct in the legal and analytical 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 they pertain to 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 promise to place 

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: factsheet 31 of the Office of the United Nations High 

Commissioner for Human Rights and the World Health Organization explicitly state 

that ñThe right to health is NOT [sic] the same as the right to be healthyò (Human 

Rights Fact Sheet 31. 2008, p. 8). The human rights approach assesses the duties of 

the state in healthcare provision, but the state does not physically attend to the patient; 

the state provides the infrastructure for healthcare access such as healthcare budget, 

insurance, or concrete infrastructure, including 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 patients that medical knowledge, science, and experience is able to 

provide ï 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 malpractice. For these reasons, I perceive the duty of healthcare provision 

to the highest standard as the basic professional institutional imperative of the medical 

profession, pragmatically expressed in the control (autonomy and authority) over 

medical knowledge.  

In the next section I will describe the theoretical framework for this research which 

assesses the institutional corruption of the medical profession, understood as the 

profession of medicine being diverted or weakened in its ability to pursue its 

institutional purpose by way of pharmaceutical industry influence within the 3 spheres 

of medical autonomy and authority over medical knowledge ï strictly within the scope 

of medical knowledge regarding pharmaceutical products. 

3.6. AUTONOMY OF MEDICAL KNOWLEDGE AND THE 

ANALYTICAL FRAMEWORK 

ñToo often scholars and policy analysis from different specialities look at different 

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 committee.ò  

(Reiss & Tonrey, 1993, p. 10). 

I have discussed the components of medical autonomy and authority of the profession 

of medicine, as well as its basis in an ethical, normative and Hippocratic culture. To 

enable the analysis of the institutional corruption of medicine, I shall turn to the 

construction of an analytical framework. I have taken to rely on the insights of medical 

sociology both in defining as well as structuring the institutional imperatives of 

medical practice: provision of health through autonomous practice, guided by a 

Hippocratic ideal that promotes altruism and subsuming of self-interests to the 

interests of the patient. Drawing on this structure, I will analyse what was identified as 

industry-medicine 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, meso, and micro levels. For this 

thesis, medical autonomy is based primarily on monopoly over medical knowledge, 

and is the basis for individual autonomous practice. I shall begin with macro level 

autonomous practice, and illustrate how meso and subsequently micro level 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 vis-à-vis delineation of what constitutes medical 

knowledge, and how this knowledge is applied. Science, or the production of 

knowledge, rests on autonomy and impartiality, ñthe disinterested search for truthò 

(Lewis et al., 2001, p. 783), the analysis and application of fact devoid of personal or 

economic interests. 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, 2006). The basis of 
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drug production is 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 organization. Harrison and Ahmad 

(2000) see meso level autonomy as the control over the accreditation and licensure of 

doctors, the right to self-regulate, and to construct and control the content of medical 

practice. Maintaining membership within the practice of medicine requires continued 

self-development and education ï 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 medicine into medical practice. In this thesis, meso level 

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 while macro and meso level autonomy 

provide the basis for a collective body of scientifically-verified medical knowledge, as 

well as standardization in education, diagnosis, and treatment protocols, the autonomy 

of individual practice is still recognized as a necessity, due to the individuality of 

illness and disease (case-by-case treatment). The meso and macro provide a structured 

guide for medical knowledge and its standard application; however, the individual 

doctor still maintains the right to practice individual 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, and shall be 

reflected in the structure of this thesis. Embeddedness provides the relational approach, 

understanding that social and organizational networks are an imperative contextual 

backdrop to the study of behaviour. Shapiroôs principal-agent relationship assigns goal 

identification to act as orientation in explanations as to principal-agent roles, and in 

this case, the profession of medicine is the target of study. Applying the notion of a 

fiduciary responsibility for providing healthcare with pharmaceutical products, I view 

trust to be maintained by promotion of the highest standard of knowledge, 

disinterestedness, transparency, and role competence in all levels of medical 

autonomy. A breach of these standards constitutes a violation of trust (i.e. Shapiroôs 

white collar crime). The meso/macro/micro framework provides a structure for both 

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 practical terms ï a condiciones 

sine quibus non each level of interaction, and each component of medical autonomy 

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

rendering the others impotent.  

  



56 

#(!04%2 τȡ 4(% -%4(/$/,/')#!, !5$)4 

42!), 

ñFrom inside a tradition of objectivity and scientific detachment, the lines of legality 

and illegality, of morality and immorality in research, may seem straight and clean. 

But as many criminologists know, these lines quickly become tangled and uncertain 

in the field.ò 

 (Ferrell & Hamm, 1998, p. 26) 

In this chapter, the methodologies used in researching industry-medicine relationships 

will be introduced. Descriptions tend to scan the methodology from the technical 

plane, describing the toolkit of the researcher. However, in addition to the enumeration 

of a methodological apparatus, this chapter will also include a theoretical reasoning as 

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 accessed, collected, and 

compiled. Methodologies are generative of data in themselves, wherein a description 

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 phenomena and 

continues throughout.  

The delineation of the boundaries of the field within which I aspired to conduct 

research focused primarily on the medical profession itself, respondents constructing 

relationships with the pharmaceutical industry, and providing explanations as to how 

and why the industry influences the practice of medicine. While correlations drawn 

between the number of industry-medicine interactions and changes in prescription 

practices of doctors may provide evidence for existence of the phenomenon of 

influence, it lacks explanations as to why such relationships are influential as 

communicated by those who are part of the industry-medicine relationship. Mostly, 

the common understanding is that the financial incentives of the pharmaceutical 

industry make it a corporate goal to influence susceptible physicians, 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 self-regulate as a profession. Research has chosen not to engage in the 

analysis of medical autonomy, or its corruption via the pharmaceutical industry. 

Speaking to doctors and actors within the pharmaceutical product delivery system 

allows for these explanations to emerge.  

The question I sought to answer was whether industry-medicine relationships 

institutionally corrupt the practice of medicine, not limiting analysis to individual 

morality but seeing deviance as embedded and produced in the system of industry-

medicine relationships in the pharmaceutical product delivery chain. This research 

placed the profession of medicine at the centre of inquiry; however, it required that 

modes of influence be placed in the context of industry-medicine relationships. Given 
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that this is a dynamic process of interaction, the system which promotes collaboration 

between industry and medicine also presenting opportunities for undue influence, the 

field of research had to be flexible, to incorporate those actors, organizations, and 

institutions that respondents identified as important for answering the research 

questions. Thus data collection was driven not solely by my own understanding of the 

published literature on the subject, but by the respondents themselves. The participants 

that I included in this sample evolved to comprise doctors, pharmaceutical industry 

respondents, lawyers, economists, pharmacists, journalists, regulatory authority 

representatives, and pharmaceutical industry associations. 

To understand how doctors ï trusted and respected professionals ï contribute to the 

harmful actions of pharmaceutical companies (Gøtzsche, 2013), it is important to 

direct attention to the interpretations of industry-medicine relationships as to the roles 

that industry plays in 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. It presumes that one culture ï or set of norms and values ï is 

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 of distortion of values, and how interpretation serves to 

mask the deviant nature of behaviour. ñCrime and deviance constitute more than a 

simple enactment of a static group cultureò (Ferrell et al., 2008, p. 3). The idea that 

crime is a dynamic interpretation of meaning attached to a specific relationship is 

portrayed within this research, and the study of industry-medicine relationships as the 

driving force behind the institutional corruption of medicine necessitated an 

interpretive-constructionist stance to be upheld throughout the compilation and 

analysis of data, as well as employing an 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 which encourages the researcher to take a position of 

observation 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 arena of behaviour and action; to be in situ (Noaks & Wincup, 2004). 

Cultural criminologists promote research within the ñimmediacy of criminal 

experienceò, suggesting ï to some extent ï the immersion of oneself within the 

domains of criminal conduct. One must be present to be able to assess the 

interpretations of a specific action at a specific time. Hence the idea that 

ñunderstanding the world requires regarding it on its own termsò (Ferrell et al. 2008, 

p. 175) presumes that the researcher must take a stance within the specific behavioural 

arenas of the phenomenon that one wishes to investigate. It is through applying a 

ñcriminological verstehenò, the ability to appreciate the emotional, behavioural and 

verbal context of those under study that enables comprehension of action. In a sense, 

cultural criminological research requires a certain degree of sympathetic participation, 
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guided by an ethnographic sensibility wherein the researcher must ñcome to share, in 

part, the situated meanings and experiencesò (Ferrell & Hamm, 1998, p. 27) of those 

investigated. This ideological stance I have come to understand as the manifestation 

of Beckerôs ñunderdog sociologyò (Becker, 1967; Hammersley, 2001, p. 92), which is 

interpreted to mean that the task of the researcher is to study those social groups that 

are marginalized, or in some way, oppressed by a powerful other. This idea may be 

traced back to Beckerôs labelling theory (Becker, 1963), suggesting that ócrimeô and 

ócriminalô are but labels given to certain actions and certain individuals by a powerful 

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, criminological inquiry is able to reinterpret 

conventional ideas and explanations of criminality, going beyond the boundaries of 

textual definitions and pre-defined theories of criminality itself. It is here that the 

importance of ethnographic study in relation to researching the institutional corruption 

of the medical profession should be emphasized. As with underdog sociology, which 

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

principle holds important for investigating crimes of powerful actors; going against 

the grain and reflecting their own constructs of criminality back onto them ï uno 

specchio deformante. The abstract nature of definitions of white collar, corporate and 

crimes of the powerful is not seen as a hindrance, but as an opportunity to explore the 

source of ambiguity of normal and legal behaviour that causes harm.  

4.1. THE NETHERLANDS AND HUNGARY 

This research was executed in Hungary and The Netherlands and choosing these two 

countries for analysis was motivated by 3 fundamental considerations. Firstly, the 

corrosive effect of relationships between the pharmaceutical industry and the medical 

profession enjoys a far more comprehensive study in American research than 

European. There is a tendency to ñAmericanizeò the crimes of the pharmaceutical 

industry, or see corporate crime in the pharmaceutical industry as an American 

phenomenon, something echoed among respondents in the field. The intention of this 

research was to direct focus to the European context, and more specifically, to execute 

research within the European Union. This was done in consideration of the 

harmonization of medicines regulation, as well as recent implementation of European 

transparency requirements regarding payments from pharmaceutical companies to 

physicians and healthcare organizations (discussed in detail in Chapter 5). A study of 

industry-medicine interactions in Europe is also made interesting by the fact that 

contrary to the United States and New Zealand, Direct to Consumer Advertising 

(DTA) of óPrescription-Only Medicationô (POM) is prohibited. In this sense, although 

DTA of óOver the Counterô medication (OTC) is allowed, the market uptake of POM 

is highly dependent on advertising to and informing physicians directly. For industry, 

the relationships they have with doctors in Europe are essential.  
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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 

industry-medicine relationships take on different forms in the two countries under 

analysis, and whether national borders shape industry-medicine relationships or 

perceptions as to emerging deviance. This consideration was based on corruption 

perception reports, and that corruption in general as a problem that disrupts normal 

societal functioning is deemed more prevalent in Eastern and Southern EU member 

states than in the countries in the Western and Northern EU regions (Transparency 

International Corruption Perception Index). This assertion was further supported by 

the European Commission EU Anti-Corruption Report (2014). 

The following table is taken from the Transparency International website, where the 

2016 corruption perception index (CPI) rankings and the scores for the preceding years 

till 2012 are provided. The Likert Scale type ranking places respondentsô perceptions 

of corruption in their country on a numerical scale of 0: ñhighly corruptò to 100: ñvery 

cleanò.  

 
Data source: Transparency International website 

https://www.transparency.org/news/feature/corruption_perceptions_index_2016 

#table 

This research thus took the Netherlands and Hungary as being on two opposing ends 

of the corruption scale, providing the opportunity to reflect on whether the CPI 

rankings held constant in respondent accounts, and whether CPI rankings were 

reflected within industry-medicine relationships.  

Finally, the decision to choose Hungary and the Netherlands specifically was also 

technical in nature to ensure points of access such as engaging in a language which 

both the respondent and I could use with proficiency, and 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 either my lack of medical 

education and medical titles (there are some places that only qualified employees can 

physically enter), obstacles to entry in bureaucratic structures or access (physical and 

verbal) limited by company trade secrets, as well as overcoming unwillingness to 

participate due to the sensitivity of the research subject, and 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 FIELD THROUGH SAMPLING 

As I described in Chapter 2, the profession 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 opposed to 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 (outsider) constructions of the professional medical 

field ï what activities doctors engage in, where industry-medicine relationships 

manifest ï or restrict the interviews (their contents and analysis) to my own 

interpretations. Thus, the boundaries of the ófieldô ï namely which institutions I would 

end up contacting, and who would eventually become respondents in the sample ï was 

continuously shaped by the respondents, and referrals constituted data for this research 

as much as the contents of each interview. What constituted óthe fieldô of research took 

on an interpretive- constructionist approach, and sought to contribute to the production 

of knowledge regarding the inexplicable world and complex system behind the 

limiting vernacular of a single industry-medicine relationship.  

Snowball - also known as chain or respondent-driven sampling ï 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 of research. 

Respondent-driven sampling is based on two fundamental notions: firstly, that social 

knowledge should be viewed as ñprimarily dynamic, processual and emergentò (Noy, 

2008, p. 329; Nader 2011); and secondly, that social knowledge should also be 

interpreted as the product of relations of power exercised between both researcher and 

respondent, as well as between respondents themselves. Knowledge is not simply 

information that should be elicited, but it 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 the group. This idea is best expressed by Max Wertheimerôs Gestalt 

psychology, which invokes the ideology that ñthe whole is greater than the sum of 

partsò (Holloway & Jefferson, 2000, p. 306). Snowball or respondent-driven sampling, 

and the knowledge gained by documentation of the mode of access achieved during 

research thus invokes the Gestalt perspective in that analysis 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 respondent-driven sampling rests on the networks that form the basis 

for social interaction. 

Immersion within a certain social setting may be interpreted not only to mean óbeing 

in the right place at the right timeô. This expectation implies a certain degree of static 

encounter: as if groups of people are to be penetrated as in penetrating a sphere, and 

once inside, the researcher may then sit and takes notes about what ensues. 
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Characteristics of the ómedical cultureô can be gleaned by documenting the ways in 

which entry is acquired, such as the use of informal networks as expressed by 

Danzinger, attesting to the rich data gained from documenting her efforts to access 

doctors. She states that via an assessment of means of access: ñI had also gained 

invaluable knowledge about the structure of medical care settingsò (Danzinger, 1979, 

p. 517). For this research the eclectic qualities of respondents, where they worked and 

what organizations they belonged to, informed my understanding of the 

pharmaceutical product delivery system. 

4.2.2. KNOWLEDGE-DRIVEN RESPONDENT TRIANGULATION 

Snowball sampling was also necessitated by the qualities of the medical profession 

itself ï a result of the division of labour within the medical profession. Shapiroôs 

description of the division of knowledge and labour (Shapiro, 1978, 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 as an outsider, but was also a constant and omnipresent characteristic 

of the respondents in the field. Being that individuals are predominantly concerned 

with information that directly affects them as individuals, similarly the respondents I 

interviewed were also restricted in their own knowledge, which was generally bound 

to the borders of their own work. Thus it was not only that I saw my respondents as 

the ñknowledgeable otherò, but that respondents also had their own ñknowledgeable 

othersò to whom I was referred if my questions overstepped the boundaries of their 

own understanding. The respondent turned out to be not ójustô a respondent, but a 

potential key to specific information about their professional worlds by what they said, 

and complemented by what they did, or who they knew. ñAn individualôs working 

intelligence is never ñsoloò. It cannot be understood without taking into account his or 

her reference books, notes, computer programs and data bases, or most important of 

all, the network of friends, colleagues, or mentors on whom one leans for help and 

adviceò (Bruner, 1991, p. 3). Thus, respondents were not arbitrarily selected, but rather 

they were accessed as a result of a process of building and constructing the 

phenomenon of institutional corruption. The óbordersô of óthe fieldô, were thus subject 

to a high degree of plasticity. 

As a result of such a means of inquiry, I was able to construct an interactional chain of 

industry-medicine relationships from drug discovery and research, to clinical testing 

and development, to market 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 application. This will be revisited in the analytical chapters as it 

forms part of the data collected, and will provide the basis for describing industry-

medicine relationships along the pharmaceutical product delivery chain. Prior 

literature did inform my initial search for respondents, seeking out those whom I 

interpreted to be present in the 3 platforms of industry-medicine interaction: clinical 
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research, medical education, and advertising to physicians (Lexchin, 1993). However, 

what began as a pursuit of doctors became 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 total of 83 

interviews that were conducted with 84 respondents (one interview in the Netherlands 

comprised of 2 respondents being present). 43 respondents working in Hungary and 

41 respondents working in the Netherlands, were interviewed between April 2015 and 

April 2017. 2 respondents in Hungary, and 2 in the Netherlands, were interviewed 

twice, due to the interview being cut short, or due to respondentsô particular 

willingness to discuss the subject further, and/or if they had very detailed and lengthy 

experiences in multiple sectors impossible to cover in one interview. In Hungary, 

interviews were conducted in Hungarian, which I translated into English. Interviews 

in the Netherlands were conducted in English. 

The categorization of respondents is done arbitrarily for simplicityôs sake into: 

Physicians, Pharmaceutical Industry Respondents, Regulators and Associations, and 

Other Respondents. These categories reflect the sector in which respondents were 

employed, or were active in, at the time of research, 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 previously worked as practicing physicians ï one respondent for example had 

worked as a clinician, a sales representative, a hospital director, and a therapeutic area 

specialist at a pharmaceutical company. This type of multi-sector experience was very 

common among respondents, their prior experiences adding to the richness of 

interviews. The category 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, hospital administration, and medical research.  

Respondents under the category of the Pharmaceutical Sector worked at innovative 

and generic pharmaceutical companies, but some were also active in the 

biopharmaceutical sector (preclinical research) or employed at clinical research 

organizations which sell clinical trial services to pharmaceutical companies. These 

respondents held degrees in medicine, law, economics, pharmacy, or marketing. Under 

the category of Regulators and Associations I placed national medicines 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 compliance with legislation 

and regulation, as well as providing self-regulation, codes of ethics and medical 

guidelines.  

Finally, the last category of Other Respondents was a product of fieldwork in the 

Netherlands. The Dutch media is particularly critical of pharmaceutical companies, 

and I 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 respondents had published books on industry criminality, or were directly 

involved in European studies into healthcare corruption and were considered experts 

in certain subjects. Finally, in the Netherlands there were Non-Governmental 

Organizations, which are focused on specific consequences of industry-medicine 

relationships, aiming to achieve financial transparency, creating awareness as to 

medicinesô risks among patients and doctors, and aiming to minimize over-prescribing 

of medications by physicians. The general categories of respondents are provided 

below as regards sector. The details of respondents can be found in Annex 2. 

 

In addition to the variety of respondents I came to interview, their accounts and 

descriptions also led me to a respondent account driven search of legal, self-regulatory, 

and medical codes of conduct assessment. These formal documents will be listed in 

Chapter 5, as they provide not only formal and informal codes of ethical behaviour for 

both pharmaceutical companies and medical professionals, 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 industry influence in medical practice. 

Following up on these experiences led to specific case studies being uncovered during 

this research, and these will be described in the analytical chapters. Document analysis 

and ensuing case studies were not adopted as a formal method in this research. 

Document searches and following-up on what respondents said via desk research was 
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initially used as a mode of respondent claim verification, while secondary case study 

analysis was planned to serve as illustration of abstract hypothetical 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 thesis. These are all products of the respondent-driven 

sampling and the appreciation of method as data generative. 

4.3. ACCESS 

4.3.1. INVISIBILITY 

The snowball sampling method was originally devised as a mathematical model 

(Goodman, 1961, p. 148) aimed at increasing randomization in participant selection, 

but its subsequent implementation in the social sciences was done with the particular 

intention of achieving identification and access to hidden or hard to reach populations. 

These populations are difficult to access in that they are not directly visible within the 

general population and both their location as well as size of these groups is unknown. 

These populations choose to be hidden or are forced to hide themselves due to a variety 

of reasons ï stigmatization, illegality, intolerance, fear of persecution etc. 

(Heckathorn, 1997). Inaccessible due to their marginalization from the larger society, 

these populations group together to form organizations of subterranean values, 

creating what social learning theorists and cultural criminologists refer to as the 

ñunderbelly of societyò (Henry & Einstadter, 2006; Topalli, 2005; Ferrell et al., 2008). 

Medical professionals, pharmaceutical industry employees, or members of formal and 

self-regulatory 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 system, and 

advertise their presence and activities. The legitimate professions have traditionally 

been associated with ease of access, but I found during research that this is only true 

in theory.  

Being visible, does not directly translate into accessible, for the world of industry-

medicine relationships is protected by bureaucratic mazes, corporate trade secrets, and 

the functional status of respondents. Although respondents may not always be hidden 

from view, they are protected from being accessed ï visible, but inaccessible (Thomas, 

1993; Gilmore & Kenny, 2014) and ñhidden-by-choiceò (Noy, 2008, p. 331). Potential 

respondents were identified and contacted using several tactics which were determined 

by the resources and accessibility opportunities available in fieldwork countries. Mode 

of contact, as well as access strategies, had to be constantly reformulated in relation to 

their efficacy in leading to respondents. In 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 highest response rates to requests 

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 institution (the organization 

where the potential respondents work) proved to contain numerous barriers to 

outsiders. 

4.3.2. CONTACTING RESPONDENTS 

The power of referrals was integral to the success of access, since it built rapport, while 

simultaneously reproducing a culture 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 friend, a superior, or a specific colleague, and as such personal 

networks were incredibly important in the beginning stages of contacting respondents. 

There is criticism with regards to using personal networks, such as running the risk of 

respondents referring the researcher to people who think alike (respondent bias), or 

that personal ties with respondents may cause tension when asking sensitive questions, 

especially posing questions about corruption, crime, unethicality, or professional 

integrity. However, I experienced that these criticisms had little validity in the 

sampling procedure. I used personal contacts for initial access, however this was 

combined with contacting respondents without referrals (cold calls), so as not to rely 

completely on personal networks. Respondents sometimes would sometimes ótip me 

offô and tell me to contact a certain person while stating explicitly that I should not use 

their names as a reference, meaning that opinions which opposed that of the referee 

were not purposefully circumvented, but actually promoted by respondents 

themselves, invested in my exposure to opposing descriptions of a similar 

phenomenon (also an intention of respondent triangulation). Respondents also had a 

tendency of preferring referrals to singular individuals rather than referral to more than 

one person. If probed for further contacts, respondents were partial to suggesting 

organizations to contact, in which case I 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 respondent bias, but were also 

an unavoidable means of contact. 

4.3.3. DISCLOSURE AND ANONYMITY 

All respondents were made aware that interviews were undertaken for 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, either in the email, and/or 

once again before the interview started. It was important to be completely open about 

my status as an academic researcher, and thus the purpose of this data collection. In 

emails or via telephone, respondents were asked to participate in a PhD project that 

aimed to study the role of industry in medicine, and industry-medicine relationships. 

Respondents were generally open to being approached by a researcher, but the fact 

that I was a criminologist specifically, was omitted after the first few contact attempts, 

and left to the end of the interviews referring to myself as a ósocial scientistô. The 
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reason for this was necessary, because the fact that I am a criminologist ended up 

barring access to respondents. The following email excerpt provides an illustration of 

this, after I had forgotten to remove the automated email signature containing the name 

of the Doctoral Program: 

ñThank you for your mail and interest in my opinion. From (XXX) I did not understand 

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 

to medical profession. If so, I don't feel I have relevant issues to discuss.ò (Email 

excerpt: October 9, 2016)  

In a research project concerning interactions between doctors and patients during 

childbirth, Danziger (1979) explains how the medical profession (as a professional 

organization) is generally hostile towards outsiders who wish to gain entry, especially 

if the purpose of entry is to scrutinize their professional practice. This resistance is 

described as the ñmyth of experienceò (Freidson, 1983, p. 213) which claims a 

professional belief that only the medically trained are capable of truly understanding, 

and thus legitimately evaluating professional medical conduct. Conducting 

criminological research usually had the effect of dissuading potential respondents from 

participating entirely. The subject of the role of the pharmaceutical industry in 

medicine is already a loaded subject in that respondents from all sectors are very much 

aware of criticisms towards industry-medicine relationships. Cases of pharmaceutical 

industry deviance, or doctors accused of being influenced or bribed by pharmaceutical 

companies, has been picked up and debated in the media, as well as being the subject 

of numerous books (see Chapter 2). Respondents were willing to speak to me knowing 

that I was a social scientist, but if the subject is studied by a criminologist, then 

participants would make the assumption that I am looking for criminal conduct, or 

have an intention to criminalize conduct. Participants did not take kindly to having 

legal conduct being labelled as criminal, which was not my intention, but taking into 

consideration public and academic debate on the subject, there were a certain number 

of obstacles in terms of preconceived assumptions that had to be considered when 

approaching respondents. Thus I had to constantly negotiate with myself, regarding 

how much information I 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. 

The sensitive nature of the research subject created a cautious air in respondentsô ï an 

unwillingness to speak on behalf of an entire profession, the fear of anonymity being 

comprised by the fact that óeveryone knows everyoneô, contractual obligations 

regarding what may be spoken about and what may not (trade secrets and employment 

contracts), as well as scrutiny towards the necessity or validity of this research. These 

fears of participating were addressed with guarantees of anonymity, the option to 

withdraw participation at any point until the thesis submission, and if the respondent 

wished, a copy of the interview transcript upon request. Once the interviews were 
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concluded, and if conversation allowed, I divulged the field of this research. Not once 

did I experience dismissal or concern if I 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 

personally. I requested that I be allowed to reveal their profession, medical speciality 

or at least the sector within which they worked. All respondents are given codes to 

signify country, sector of employment, and a numerical identifier.  

 

[COUNTRY] [SECTOR] [ID]: e.g. NLDR01: Dutch practicing physician. 

HUPA01: Hungarian Pharmaceutical Industry Association.  

The detailed code key for each respondent, their medical specialization, sector, or 

organization of employment, as well as interview dates, can be found in the Annex 2.  

4.4. INTERVIEWS 

4.4.1. SEMI-STRUCTURED INTERVIEWING 

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 

incapable) 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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and legislation, research aimed to investigate whether these codes of conduct are (1) 

expressed or represented in accounts and whether a knowledge of, or commitment to 

these institutional goals is expressed (how organizational goals are described or 

translated into practice), (2) whether these are limitations to the achievement of 

organizational goals and how institutional purposes are compromised in the practice, 

(3) what explanations may account for compromise or deviation from institutional 

imperatives, and (4) whether explanations reflect individual coping strategies 

(opinions) related to industry influence, or institutional normalization i.e. institutional 

goal deviation? 

Building on the idea that information is not just something to be elicited, but created 

through mutual dialogue, a constructivist approach was adopted 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 the process of 

access and the very moment of interaction (Nader, 1972). ñThe modernist bias in such 

cases is hard to overcome, and is particularly acute with regard to sampling procedures, 

which seem to be inextricably associated with the term óstatistics.ô When learning how 

to interview, too, students typically ask how should the interviewer óextract,ô 

ópersuade,ô ólure,ô óobtain,ô or at the very least óelicitô information from research 

subjectsò (Holstein & Gubrium, 2004, pp. 144ï145).  

Eliciting answers to pre-defined questions, and confirming or disproving ideas based 

on simply reading an abundance of theoretical and empirical studies, will reproduce 

information that has already been constructed, rendering the interview as such a 

corroboration of literary deduction. Holloway and Jefferson (2000) describe the 

deficiencies of controlled interviews (question-answer formats) illustrating how this 

method is óresearcher-centricô, wherein the researcher forces his/her own reality onto 

the research subject. The question-answer type of interview imposes upon the content 

of the interview: (1) pre-selecting a subject of discussion; forcing the respondent into 

a specific reality of the researcherôs own construction, (2) answering a limited set of 

questions, requiring the respondent to manoeuvre within a reality that is not his/her 

own, and (3) asking questions that have been worded according the researcherôs own 

interpretations of the respondentôs reality, ultimately disregarding the respondentôs 

own vocabulary and invested meaning . Achieving the most accurate account of 

someone elseôs reality requires the ability to give control over to the respondent. 

ñStorytelling stays closer to actual life events than methods that elicit explanationò 

(Holloway & Jefferson, 2000, p. 304). Achieving reliability and representativeness 

through reproducibility of research diminishes agency, and reinstates the fallacy that 

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

interpretation of oneôs own reality however touches upon an intrinsic human 

characteristic that cannot be reproduced through controlled interviews, and that is: ñwe 

organize our experience and our memory of human happenings mainly in the form of 

narrative ï stories, excuses, myths, reasons for doing and not doing, and so onò 

(Bruner, 1991, p. 4).  
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As with respondent-driven sampling ï requiring the researcher to immerse him/herself 

within the reality of respondent networks, analysis of narratives follows the same 

approach; immersion within the verbalizations of the reality of another. With the use 

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

and rationalization were used by veterinary professionals when behaving in ways that 

ñviolated the sacred trustò between professional and client. According to Gauthier, in-

depth interviews allowed insight into the motivations and situational circumstances 

behind these ñprofessional lapsesò and described as the most appropriate to investigate 

a phenomenon in which ñconflicting goals of patient care and profitò (Gauthier, 2001, 

p. 469) could be analysed. My method of questioning took to incorporating semi-

structured interviews, and reactionary questioning. Initial questions were needed to 

begin an account, but as interviews ensued, the pre-constructed questions were 

abandoned in favour of reactionary questions, asking respondents to elaborate on, 

further discuss, explain, or give examples of their statements. The written questions 

were returned to if the account strayed to irrelevant subjects (e.g. family, politics, pets 

etc.) 

4.4.2. CO-CONSTRUCTIONISM IN RESEARCH 

ñBy offering the respondent an absolutely exceptional situation for communication, 

freed from the usual 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 the conditions for an extraordinary discourse, which might never have 

been spoken, but which was already there, merely awaiting the conditions of its 

actualization.ò 

 (Bourdieu et al., 1999, p. 614) 

A phenomenological approach to interviewing requires that the researcher 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 student (researcher) and teacher 

(respondent), where the student seeks to learn about a phenomenon through ñsensitive 

questioningò (van Maanen, 1990 cited In: Roulston, 2010, p. 17). This stance I take to 

be presumptuous of the power of the researcher, especially taking into consideration 

my position as a medical-pharmaceutical layperson. This research relied not solely on 

eliciting information, but learning from respondents the technicalities, jargon, and 

complexities of the pharmaceutical product delivery system. As such, questions had to 

be posed, and in fact, discussion had to be initiated by me, answers relayed back to 

respondents, clarification requested, and hypothetical scenarios given, to which further 

answers were provided, serving simultaneously as data, as well as verification of 

information collected from multiple sources. In this sense, all interviews were a 

constant deliberation and re-examination of definitions of ethical/unethical conduct 

and the interactions that may or may not be perceived as posing a threat to medical 
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autonomy and integrity in relation to industry-medicine relationships. I 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 phenomenon, and interpret it, as well 

as challenge the explanations provided by the respondents.  

The need to challenge respondentsô answers was necessary for two important reasons. 

Firstly, although prior study of the literature may produce theoretical and empirical 

reproduction of pre-constructed 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. Secondly, challenging respondents, or reflecting together 

on what had been given as a response, was necessitated in that professionals tend to 

value óprofessional scriptsô. When there is a status quo, or widely accepted truism, e.g. 

doctors save lives, they are responsible, autonomous, important, high in status, and 

trustworthy, the respondent will approach answers from that status quo. Especially for 

these respondents, governed by ethical codes of conduct and business practice, the 

scripts of that occupation tend to guide the respondent, and produce answers that are 

in line with images of the profession projected to the public. Co-constructionism 

breaks professional scripture ï the automated responses that stem from a position. The 

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 participant is described through the ñSocratic-hermeneutic 

interpre-viewò approach (Dinkins, 2005) in which the researcher and respondent enter 

into a dialogue, whereby data is co-constructed within the conversations between 

them. The added value of such an approach is that while taking a ópassiveô approach 

may protect the researcher from being judged as asking leading questions, taking an 

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

ñimmediate reflection for either the researcher or the participant on the ideas that 

emerge within the interview. Such immediate reflection is more likely to occur when 

the researcher creates a dialogue and is thus able to probe deeper and deeper into the 

respondentôs beliefs that shape her understanding of the phenomenon of interestò 

(Dinkins, 2005, p. 2). Although contradictory to expectations of value-free research 

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

use of the strengths of subjective awareness ï constant reflection upon our personal 

values and biases must persistently be applied, which allows for proper interpretation 

(Gouldner, 1962). As such, this method of interviewing allows for reflection through 

conversation and co-construction. 

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, co-constructivist approach serves not only to generate data in a fashion 

that allows respondent accounts and academic definitions to be consolidated, but 

alleviates the hostility that respondents feel when a researcher enters their world, raises 

uncomfortable questions, and then leaves to interpret what they said in his/her ivory 
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tower. Roulston (2001) describes the application of a Socratic-Hermeneutic Interpre-

view method as an interview scenario in which the researcher and the respondent co-

construct data generating ñsituated accountsò (Roulston, 2010, p. 50) whereby the 

researcher provides possible ways of discussing a subject, and together with the 

respondent seek to understand a phenomenon. These unstructured interviews are 

viewed as accounts ï ña linguistic device employed whenever an action is subject to 

valuative inquiryò (Scott & Lymann, 1968, p. 46) ï rather than as explorations into the 

ethical psyche of the respondent, or merely a collection of individual experiences, 

which Brinkman calls ñQualitative Opinion Pollingò (2007). This method of inquiry 

tries to break the boundaries of the interview method, using it as a tool to produce 

knowledge and not simply fishing for facts. 

4.5. DATA COLLECTION, RETENTION, CODIFICATION, 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 and ill-advised, as rescheduling often resulted in 

postponing interviews for weeks or even months, and even loss of respondent 

willingness to participate. In addition, interviewees were all accustomed to being given 

an exact amount of time regarding interview length ï respondents were partial to 

sacrificing roughly an hour of their time. The time limitations are incredibly important 

to be aware 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 time restrictions required familiarization with the medical jargon used 

as much valuable time is lost if a respondent has to delve into anatomical definitions. 

Additionally, respondents sometimes became slightly agitated if they had to explain 

what to them was considered basic knowledge.  

Excluding 3 respondents who did not allow for sound recordings to be made, all 

interview transcriptions were done using Express Scribe Transcription Software. 

Interviews were accompanied with field notes, used as reminders of interview 

scenarios and reflexive data. Interview analysis was executed in NVivo 11 Qualitative 

Data Analysis tool.  

Analysis of interviews was done using a coding methodology, i.e. coding or ñtaggingò 

words, sentences, and paragraphs within interviews under separate keywords. The 

analysis revealed the nature of industry-medicine relationships as they formed and 

progressed along the pharmaceutical product delivery chain. The interviews reflected 

the conceptualization of medical autonomy described in Chapter 2; industry-medicine 

relationships as manifesting in micro, meso, and macro level medical autonomy. Thus 

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 devised. Interviews followed a standard schema; beginning with a 

request towards the respondent to introduce themselves and describe their line of work 

for reasons of (1) respondent self-identification 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 questions took as their basis the literature on industry-medicine 

relationships, condensed into 3 main discussion subjects: (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 guides, helped 

orientate discussions, but if respondents had particularly in-depth 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 was to allow 

richness of descriptions, and the excavation of potentially new, and important features 

of industry-medicine relationships.  

Interviews concluded by asking respondents to reflect on industry-medicine 

relationships, i.e. what they thought about the role of industry in medicine. Closing 

interviews in this way was done with the purpose of ñzooming outò so to say, to 

evaluate specific descriptions from a birds eye view and allow for a general evaluation 

of industry-medicine relationships, as 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 imported into docx files, and subsequently 

imported upon completion into Nvivo. The Nvivo tool shows each interview as a 

document, which if separately opened can be coded. Coding is highlighting words or 

sections of the interview which are then filed under a node (code/tag/keyword). Nodes 

were assigned to sections according to a core subject of what was being described by 

the respondent. Initial coding resulted in circa 90 nodes, which were then grouped 

together under more encompassing nodes; e.g. nodes such as ñjob descriptionò, 

ñreason for choosing professionò, ñeducational backgroundò, ñprior experienceò were 

grouped together under a larger node named ñintroductionò. Following the method of 

grouping nodes, larger subject areas were identified. Listed below is an overview of 

grouped nodes under larger nodes for 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, spin-out, 

biotech 

ii.  Clinical research 

1. Industry funding of clinical trials, Clinical Research 

Organizations  

iii.  Post Marketing 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 Clinical Practice 

i. Continuing Medical Education sponsorship 

ii.  Sales representatives 

iii.  Transparency and disclosure of direct payments 

3. Closing (general remarks) 

The above is a birdôs eye view of the larger grouping of nodes, which shows how the 

content of interviews followed the pharmaceutical product life cycle from 

pharmaceutical product research to clinical use of a medicine. Interview analysis in 

this way was not only revealing as to the rich descriptions, but revealed the procedural, 

and consequential nature of industry-medicine relationships, and how influence 

manifests within micro, meso, and macro level medical autonomy, showing industry 

influence not as isolated events but as a process.  

The coding hierarchy is the skeletal structure of the forthcoming analytical chapters, 

within which interview descriptions and accompanying documents research and 

assessment (triangulation of sources) will ensure.  

4.6. CONCLUSION 

Researching the crimes of respectable people and professions is not only difficult due 

to the absence of 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, unless those structures negatively affect us directly. The banality of 

everyday life and its acceptance ï itôs just the way things work ï promotes 

unawareness, limiting societal engagement in the systems that control their lives. This 

in turn perpetuates control over definitions of right and wrong, legal and illegal 

behaviour within this less visible arena, to the organizational actors themselves (Nader, 

1972; Gusterson, 1997). Healthcare and the monopoly of the medical profession over 

provision of health is, to the citizen, a faceless mechanism, one that does not open 



74 

itself up to questions and explanations beyond that of the actual situation wherein a 

patient is treated by the doctor. Seldom do we spend time thinking about the entire 

mechanism, the institutions of 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 in the confines of the clinic. A 

qualitative approach to this field of study evokes a curiosity and a mode of inquiry that 

strives to connect and understand these óbackstage performancesô that we may not ever 

see or realize.  

The methodological chapter has thus aimed to introduce not only the modus 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 research identifies the subject of the institutional 

corruption of the medical profession as a phenomenon to be investigated and 

described, 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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 ñPharmaceutical companies are increasingly looking to move beyond product to 

solution; to become a total partner rather than just supplier.ò  

ï Dr Uloff Münster, Managing Director of Merck 

 (Netherlands Pharma Report, 2011, S11) 

The medical profession is only but one actor within the wider healthcare system. 

Krause (1999, In: Light, 2010) places the professions on one corner of a hypothetical 

triangle, the two opposite corners being the state and capitalism. The triangle 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 the profit-driven pharmaceutical industry and the state. A system is 

ñunderstood as an arrangement of parts and their interconnections that come together 

for a purposeò. The Health System is then defined as a system whose purpose is the 

concern for the health of people (World Bank, 2007: Annex L). The World Health 

Organization denotes a ñHealth Systemò as the collective term for all organizations, 

individuals and activities ñwhose primary interest is to promote, restore, or maintain 

healthò.11 The óhealthcare systemô is a concept that incorporates any and all aspects 

that influence the health of a society including socio-economic factors such as poverty, 

education, healthcare infrastructure, as well as the extended political environment 

(World Bank, 2007) and are complex structures determined by the boundaries of the 

nation-state: the ñpolitical, historical, cultural, and socio-economic traditionsò of each 

country they function in (European Parliament Working Paper, 1998, p. 5). In this 

chapter I will discuss the regulatory framework; international harmonization of 

pharmaceutical Research and Development (R&D) regulation, national medicines 

laws of Hungary and the Netherlands, pharmaceutical industry self-regulation, and the 

codes of conduct of the medical profession, to illustrate Krauseôs triangle (Light, 2010) 

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 

Freidsonôs (1970) explanation of professional dominance extending to all stages of 

healthcare provision throughout the health system. Looking at the framework of 

medical professionalism and autonomy, medical practice does not begin, but rather 

ends with individual (micro level) clinical decision-making. The role of the profession 

in the health system is apparent in the stages of medical knowledge production and 

development, which then defines the activities of other healthcare actors (e.g. disease 

identification, most pertinent healthcare policy initiatives, disease burden, diagnosis, 

                                                           
11 http://www.wpro.who.int/health_services/health_systems_framework/en/  
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healthcare delivery, 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 costs, etc.). Busfield (2006) 

describes 2 stages of the making of scientific facts of a pharmaceutical drug: (1) the 

pre-approval stage ï all knowledge that is produced prior to market authorization of a 

pharmaceutical product, and (2) the post-approval stage ï knowledge produced after 

authorization. The role of the medical profession is not restricted to clinical practice 

but extends to these fact-making stages; it is this that I shall describe in this section. 

Curious as to the accounts of doctors specifically regarding how they viewed 

pharmaceutical industry collaboration, I asked doctors 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 that the respondent, as well as myself, discuss a role ï 

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 may take. The following quote from a practicing 

physician in Hungary sums up the role of industry in medicine. 

ñ(The role of the pharmaceutical industry) is very important of course. In essence, the 

pharmaceutical industry is the Maecenas, and (regarding) the different (medical) 

specializations it is the main driving force, (with respect to) what type of new 

medicines get (implemented) into practice, to what extent are there new, innovative 

products, because these (products) stir up (vitalize) the profession. Not just 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 information).ò [HUDR01] 

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. Investigations into this 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 sampling technique. This thesis has thus adopted an analysis of industry-

medicine relationships along the pharmaceutical product lifecycle ï the stages of drug 

research, development, authorization/licencing, and distribution of information to 

physicians (advertising). I shall discuss the regulatory and technical-scientific 

requirements, and the harmonization processes that characterize the technical aspects 

of pharmaceutical R&D. I will then illustrate how stringency in drug research and 

development has redefined the meaning of ñevidenceò in medicine, and the 

phenomenon of evidence-based medicine, and how medical science is translated into 

clinical practice. Contingently, an enumeration of the regulatory framework in 

Hungary and the Netherlands shall be given as to what legislative, self-regulatory, and 

professional codes define and regulate industry-medicine relationships. 
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An overview of the regulation alongside the pharmaceutical product lifecycle is 

important for this research, since what is seen as ethical and proper 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 

medical Maecenas. Medical research and development, evidence-based 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 binary division alongside Busfieldôs (2006) division of creation 

of scientific fact about a pharmaceutical product i.e. a regulatory framework for pre-

approval stages of drug development (medical research, clinical trials, and marketing 

authorization procedures), and another for post-market authorization (marketing to 

physicians). This regulatory division weighs heavily on whether industry-medicine 

interactions are considered to be proper or ñimproperò (EC Study, 2013). Improper 

industry-medicine relationships which are considered to endanger the integrity of 

physicians ï and which enjoy the most amount of regulation from an ethical 

perspective ï are mainly considered emergent in the post-approval stage of industry-

medicine interactions, undue advertising, and individual financial perks and gifts given 

to individual doctors. This type of regulatory focus promotes individual culpability, 

reinforces the understanding of corruption limited to bribery, enables respondents to 

categorize many unethical actions as proper conduct provided it happens pre-approval, 

and dismisses non-financial industry influence. Dualistic regulation also creates 

difficulty in understanding pre- and post-approval stages as different phases of the 

same system, especially from an ethical perspective. 

I shall return to this assertion 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 application embedded in a process within a regulatory context, the 

technical stages of the pharmaceutical product lifecycle and accompanying regulatory 

frameworks and standard requirements must be introduced in this separate chapter. 

5.1. THE PHARMACEUTICAL PRODUCT LIFECYCLE 

ñYes, 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 inside.ò [HUREG01] 

Pharmaceuticals today are required to undergo lengthy and expensive 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 effective to be 

allowed onto the market, prescribed by doctors and used to treat patients. 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 fact due to the horrible consequences 

of Thalidomide in the 1960s in Europe which led to regulatory intervention in clinical 

research and the development of medicines for human use. Thalidomide was 
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discovered in the 1950s by the German pharmaceutical company Chemie Grünenthal, 

(also the first company to introduce antibiotics to the German market after the Second 

World War). Just as antibiotics were called ñmagic bulletsò (a term used to describe 

the ideal medication: complete efficacy, and no side-effects), so too Thalidomide was 

a drug that was advertised as being without risk. Such was the belief in the safety of 

Thalidomide ï sold as a sleeping pill or mild tranquilizer ï that 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 constituted enough or 

reliable tests to determine safety and Chemie Grünenthal relied on the clinical 

experience and ñimpressionistic testimonialsò (Braithwaite, 1984, p. 67) of doctors, 

and short clinical trials with small numbers of patients. It was indeed the absence of 

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 Food and 

Drug Administration (FDA) Dr Frances Oldham Kelsey, sceptical about the safety of 

Thalidomide (McFadden, 2015; Hamburg, 2012). Her suspicions proved right when 

the horrifying side-effects of the drug came to light. Thalidomide was found to cross 

the placenta, and affect the unborn child still in the womb. These babies were born 

with a condition called Phocomelia, or malformation of the limbs. ñSome of the 

thalidomide children have no arms, just flippers from the shoulders; others are without 

legs as well ï limbless trunks, just a head and a bodyò (Braithwaite, 1984, p. 65).  

In response to the Thalidomide disaster that swept across Europe, the United States 

Congress enacted the Kefauver-Harris Amendments to the Food, Drug, and Cosmetic 

Act in 1962 (Greene & Podolsky, 2012), tightening the standards of clinical testing by 

requiring provision 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. Within the European Community, the first directive providing the 

regulation of medicinal products was enacted in 1965 (Council Directive 65/65/EEC), 

but it was not until 1975 that common standards for toxicology and pharmacological 

testing were devised (Abraham & Davis, 2013; Bothwell et al., 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 and authorization. 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 European Union member states. The transition period 

since its implementation is still underway, but the directive sets forward the intention 

to continue harmonization of clinical trials and pharmaceutical authorization 

procedures in EU member states, which have their own medicines approval authorities, 

as well as market authorization review processes. Council Directive 2005/28/EC (The 

GCP Directive) establishes the criteria for Good Clinical Practice (GCP) in line with 

the International Conference for the Harmonization of Technical Requirements for 

Registration of Pharmaceuticals for Human Use (ICH GCP). Currently adopted in the 
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EU, USA, and Japan, ICH GCP standardizes clinical trial requirements both regarding 

ethical and scientific minimums. The ICH GCP guidelines have their origins in the 

Declaration of Helsinki ï 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 subjects. ICH GCP guidelines maintain the well-

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 data derived from clinical 

trials are credible (ICH GCP, 1996, p. 1). Harmonization is an international endeavour, 

and the processes from drug research to subsequent development and finally market 

authorization go through the standard 4 phase model, known as the li fecycle of a 

pharmaceutical product, or product lifecycle process,12 illustrated in the image below. 

 
Image source: Pharmaceutical Research and Manufacturers of America (PhARMA, 2015) 

ñBiopharmaceutical Research and Development. The Process behind New Medicinesò 

5.1.1. BASIC RESEARCH, DRUG DISCOVERY, AND PRECLINICAL 

RESEARCH 

Drug discovery is the stage in which innovation begins. In the case of pharmaceutical 

products, the discovery stage is where molecular compounds are tested in a laboratory 

to see whether a compound might hold any beneficial effects against a disease. 

Enormous amounts of compounds are tested in the research setting, only few of which 

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

                                                           
12 https://www.fda.gov/ForPatients/Approvals/Drugs/default.htm  
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also known as ñin vitroò testing, where the study of a compound is constricted to petri-

dishes and test tubes. Research attempts to isolate a ñlead compoundò ï a molecule 

that has a desirable effect on the disease target, and which may potentially become a 

pharmaceutical product (PhARMA, 2015). Once a lead compound has been identified 

by scientists, the preclinical phase of research begins, when the lead compound is 

tested for the first time in living organisms, also known as ñin vivoò studies. Testing 

in animals aims to study the basic chemistry of a potential drug, focusing mainly on 

pharmacological and toxicological data ï whether the compound is effective, and safe 

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

small mammals, and non-human primates (Novo Nordisk, 2015). 

5.1.2. CLINICAL RESEARCH 

If preclinical testing has provided enough evidence to convince scientists that a 

compound holds potential as a marketable drug, and would 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 phases. As 

the image above shows, the 3 phases of clinical trials ï Phase I, Phase II, and Phase III 

ï in human subjects are also a further vetting process of the tested drug, showing that 

in reality, although many compounds are identified, only a small percentage ever end 

up becoming medicines. 

Phase I clinical trials usually comprise of healthy volunteers, are conducted in a sample 

size of 20-100 participants whom are administered the drug over the course of several 

months. The main purpose of Phase I clinical trials are to test the safety of the drug, as 

well as the right dosage to administer. According to FDA data, about 70% of Phase I 

clinical trials make it to Phase II. In contrast with Phase I trials, Phase II trials test the 

drug in volunteers that have the targeted disease or condition. The length of Phase II 

trials are longer, taking anywhere from a few months to about 2 years, and includes a 

larger population size between 100-300 research participants. Phase II studies drug 

efficacy, and monitors side-effects, or adverse drug reactions (ADRs). The FDA 

estimates that 33% of Phase II drugs move on to the next step. In final Phase III, trials 

are the largest in participant size (300 to 3000 patients), as well as longest in duration 

(from 1 to 4 years). Phase III trials test drug efficacy and ADRs. The success rate of 

drugs moving to market authorization is estimated to be around 25-30%. 

Although varying in trial duration based on medicine and disease, the 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)13. Lengthy trials are also expensive, and any entity that indulges in 

funding trials with such high risks is rewarded for doing so by the medicines patent 

system, which allows for the funding entity and product licence holder to be awarded 

patents to manufacture and distribute the medicine for up to 20 years, including the 

                                                           
13 http://www.efpia.eu/about-medicines/development-of-medicines/clinical-trials/ 
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years spent on clinical trials (Lehman, 2003). The entire innovative pharmaceutical 

industry makes its profits from the competitive patent system. 

5.1.3. MEDICINES REGULATORY AUTHORITY REVIEW AND 

AUTHORIZATION 

When all phases have been completed, the data derived is submitted (called a new drug 

application: NDA) to the relevant medicines regulatory authority which 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 competent authority that a decision is then made whether a 

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

5.1.4. POST-MARKETING SAFETY MONITORING, PHASE IV TRIALS 

Finally, there are Phase IV clinical trials, or post-marketing research, which is 

conducted once a drug has been put on the market. The purpose of Phase IV research 

is to monitor the product as is used in real-life clinical practice ï its rationale being 

that pre-authorization trials cannot provide data that is 100% conclusive since these 

trials are run in controlled settings, where research participants are chosen according 

to stringent inclusion and exclusion criteria, and cannot account for patients with 

comorbid illnesses, 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 pharmacovigilance studies noting ADRs, but 

are not as highly regulated as pre-authorization 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 keep in mind as we proceed to the analysis, 

because the relationship between industry and medicine is at its most potent in medical 

knowledge production. Too often these scientific stages are considered simply 

technical contexts, which are in danger of being dismissed as irrelevant for social 

scientific research. As I have said previously, however, the study of institutional 

corruption requires the understanding of these seemingly unexciting scientific 

processes, because as I shall assess, these technical complexities hide and confound 

unethical behaviour. 

5.2. GOOD SCIENCE AND GOOD MEDICINE: ADOPTING EBM IN 

MEDICAL PRACTICE 

How has harmonization in clinical trial regulation taken effect in the medical 

profession? In addition to the stringent requirements of clinical 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 Kefauver-Harris Amendments (1962) addressed the need for clinical 

trials of pharmaceuticals to provide ñsubstantial evidenceò defined as ñevidence 

consisting of adequate and well-controlled investigations, including clinical 

investigations, by experts qualified by scientific training and experience 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 prescribed, recommended, or 

suggested in the labelling or proposed labelling thereofò (Kefauver-Harris 

Amendments section 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 19th 

century and increasingly so during the ñgolden age of doctoringò when the profession 

of medicine adopted a scientific foundation upon which clinical practice was based. 

ñBy the early 20th century, innovators had introduced many clinical trial techniques to 

eliminate bias, including blinding, alternate assignment to trial groups, and statistical 

analysisò (Bothwell et al., 2016, p. 2175). From the 1970s RCTs were regarded as the 

gold standard in the production of medical knowledge. RCTs are performed by 

randomly assigning research participants into two or more groups where one group 

receives the treatment that is being tested, while the other receives a comparator drug 

or a placebo. Double-blind randomized control trials are conducted when neither the 

investigating physicians administering the medication, nor the participating patients, 

are aware of which group they are assigned to, not knowing if they are receiving the 

innovative drug, comparator or placebo. Double-blinding is a technique used to 

minimize the effects of bias in clinical trials, and is considered the most scientifically 

sound means of testing pharmaceutical drugs. Double-blind randomized control trials 

are the norm for clinical trials within the EU (Directive 2001/83/EC section 5.2.5.1) 

The quality and veracity of evidence in medicine is paramount, and so it has led 

medicine to develop a ñhierarchy of evidenceò aimed to inform not only scientists but 

also clinicians as to the dependability of facts regarding pharmaceutical drugs. The 

reason this is discussed in this chapter is intentional for understanding that clinical 

R&D technicalities not only determine the 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 produces a hierarchy of research designs and data that are 

considered more powerful than others. This hierarchy of evidence is presented below. 
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Image source: Akobeng, A. K. (2005) Understanding Randomized Control Trials. Archives of Disease 

in Childhood, 90(8), p. 841 

Systematic reviews and meta-analyses are generally considered the crown of all 

evidence: systematic reviews being the collection of all available evidence aimed at 

answering one particular research question, while a meta-analysis is the use of 

statistical methods to summarize the results of multiple clinical trial studies. The 

placement of systematic reviews and meta-analyses at the top of the hierarchy has been 

scrutinized by some authors claiming that the heterogeneity of clinical trials constitutes 

a limitation in conducting meta-analysis, while systematic reviews may produce 

uncertainty as to the interpretation of results due to variations of analytical 

methodologies (Murad et al., 2016). Nevertheless the consensus remains that RCTs 

provide the strongest evidentiary power with regards to pharmaceutical products. As a 

respondent medical journal editor respondent stated: ñWe give information about 

randomized, double-blind trials on drugs. We hardly ever write about un-blinded 

randomized trials, because they are flawed because the doctors and the patients know 

what they receive. (é) The highest level is randomized control trials, and the lowest 

level of evidence is the expert opinion.ò [NLMJ01].  

The story we began with, the marriage between science and medicine in Chapter 1, 

has had enormous consequences for the standards of knowledge production of 

pharmaceutical products (clinical 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). As I discussed previously, medicine 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 addition, I spoke of the rise of the 

managerial elite within medicine, mitigating high degrees of variation among 

practitioners. Managerial oversight and governmental controls and regulation in 

clinical trials, led to the adoption of RCTs as the gold standard for medical knowledge 

production in the 1970s. This directly resulted in the development of evidence-based 
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medicine (EBM) in the 1980s (Timmermans, 2015). EBM, also known as evidence-

based healthcare (Pearson et al, 2005) is a scientifically supported approach to 

healthcare provision where medical diagnosis and application of treatment is based on 

systematically and scientifically tested, verified, and reviewed evidence (Sackett et al., 

1996; Sackett, 1997; Lambert, 2006; Timmermans, 2015). The óhierarchy of evidenceô 

triangle is ï in addition to a ñrestratification of medical knowledge productionò based 

on strength of evidence in the medical research setting (Timmermans, 2015, p. 314) ï 

also used as a guide for physicians in individual decision-making 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 

protocols which determine the work of practicing physicians providing the scientific 

basis behind the art of medicine. Trials, of which the majority are funded by 

pharmaceutical companies, provide the strongest scientific evidence, which in turn 

determines the knowledge base for the medical profession, and is another vital 

consideration for the analysis of institutional corruption of medical knowledge 

interpretation. 

5.3. REGULATION IN HUNGARY AND THE NETHERLANDS 

Having discussed the role of industry in clinical trials, and its direct implications for 

the medical profession in the adoption of EBM, we come to the third point of the 

triangle in enumeration of national medicines law. The legislative plane will be 

complemented by industry self-regulatory documents and descriptions of medical 

professional codes of 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 codes rectify for the generality of law 

[NLPA02]. 

In both Hungary and the Netherlands, European Union Directives and ICH GCP 

guidelines have been implemented into national law. Edict No 235/2009 (of 20 

October 2009) of the Hungarian government sets out the rules governing authorization 

procedures of biomedical research, clinical trials with investigational medicinal 

products for human use, as well as with medical devices intended for clinical trials, 

and implements ICH GCP, while the Dutch equivalent is the 1998 Law on Medical 

Research Involving Human Subjects. As regards 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 Nutrition (OGYÉI) established on 

the 1st of March 2015, and appointed by Edict 25/2005. (II.25.), is the licencing 

authority for pharmaceuticals (www.ogyei.gov.hu). The establishment of the OGYÉI 
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was a result of merging the National Institute of Pharmacy (OGYI), and the National 

Institute for Quality and Organizational Development in Health Care and Medicine 

(GYEMSZI). In addition to the merging of these two regulatory bodies, the OGYÉI 

has also been delegated some of the tasks of the National Public Health and Medical 

Officer Service (ÁNTSZ), as well as incorporated the National Institute of Nutrition 

and Dietetics (OÉTI), originally an independent research institute, which now 

functions as a separate department within the OGYÉI (www.ogyei.gov.hu). The 

OGYÉI fulfils a dual task of being the drug controlling agency, as well as the 

methodological and research institute of Hungary. In sum the OGYÉI 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 

defective or dangerous medications 

- authorization of the manufacture and distribution of medicinal products and 

parallel imports 

- controlling goods manufacturing, distribution, clinical and laboratory practices 

regarding the development of medicinal products 

- pharmacovigilance 

- authorization of clinical trials 

- monitoring off-label indications 

- monitoring individual demand and dispensing of medicinal products 

-  since January 1st 2017, the OGYÉI has also been assigned the task of 

authorizing clinical trials for medical devices 

- Enforcing the standards pertaining to advertisement of medicinal products as 

well as other informational activities 

In Hungary the two main laws that govern medical product authorization, licencing, 

distribution, marketing, provision, labelling, and pharmacovigilance are the: Act XCV 

of 2005 on Medicinal Products for Human Use and on the Amendment of Other 

Regulations Related to Medicinal Products (GyTV) and Act XCVIII of 2006 on the 

General Provisions Relating to the Reliable and Economically Feasible Supply of 

Medicinal Products and 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 

development 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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Healthcare Inspectorate (IGZ) and the Medicines Evaluation Board (CBG/MEB). Both 

agencies belong to the Dutch Ministry of Health, Welfare and Sport. 

In the Netherlands the national law for medicines regulation is the 2007 Dutch 

Medicines Act (GnW), which defines the responsibilities of the Dutch Medicines 

Evaluation Board (MEB-CBG website).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, efficacy, 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 submission procedures. 

The IGZ14 is responsible for monitoring the quality and standards of healthcare 

delivery: safety and ñquality of medical care, medicines, and medical productsò (IGZ 

website). As part of its activities, the IGZ is increasingly looking at monitoring 

pharmaceutical company advertising ñto prevent unwanted interferenceò or undue 

influence (Het doel is ongewenste beïnvloeding voorkomen. IGZ website).The IGZ 

accepts complaints regarding healthcare service and delivery, providers, or companies, 

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. POST-AUTHORIZATION AND MARKETING LEGISLATION 

Due to the European Unionôs efforts towards harmonization across all aspects of the 

regulation of medicinal products (Lewis & Abraham, 1998), harmonization covers 

both the medicines authorization procedures (from regulation of clinical trial 

procedures to market authorization) as well as the provisions for providing information 

on pharmaceutical products to both the general public as well as those healthcare 

professionals who are ñqualified to prescribe or supply themò15. Here we come to the 

regulation of knowledge produced about a pharmaceutical product after it has been 

given market authorization. These regulations are laid down in the Directive 

2001/83/EC. The Directive 2001/83/EC focuses on the information provided to 

prescribers and categorizes them as either being informative or advertising. As a 

definition of advertising, the Directive 2001/83/EC defines advertising of medicinal 

products as including ñ(é) any form of door-to-door information, canvassing activity 

or inducement designed to promote the prescription, supply, sale or consumption of 

medicinal products.ò (Title VIII Advertising, Article 86). The text of the Directive 

                                                           
14 At the time of fieldwork, the Dutch Healthcare inspectorate was known as the IGZ. As of October 

1st 2017, 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, prescribing nurses, 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 medicine. 
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2001/83/EC deems advertising to happen on 2 platforms: (1) direct to consumer 

advertising, and (2) advertising to persons qualified 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 physiciansô attendance and hospitality costs for 

medical congresses.16  

The Directive 2001/83/EC, however, notes that advertising does in fact contribute to 

the entire body of information supplied to prescribers, an acknowledgement that the 

line between information and advertising is a thin one, and thus while advertising is 

inarguably done to influence prescribers, the necessity of providing information to 

prescribers still warrants advertising (Directive 2001/83/EC (47)). The solution to 

minimizing industry influence over prescribing is achieved by subjecting advertising 

practices to ñstrict conditions and effective monitoringò (Directive 2001/83/EC (47)), 

the mode of which is not explicitly stated in the Directive itself, but is subject to 

national regulation, stipulated in Council Directive 84/450/EEC of 10 September 1984 

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

the Member States concerning misleading advertising (Directive 84/450/EEC). As per 

advertising, member states are responsible for ensuring ñadequate and effective means 

exist for the control of misleading advertisingò17 (Directive 84/450/EEC, Article 4 (1)). 

However, the Directive 2001/83/EC is important in that it identifies what kind of 

advertising practices are allowed, as well as roughly asserting the frame in which 

advertising may still be considered proper. 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 self-regulatory framework which I shall discuss 

in a moment. As regarding the above 4 modes of common practice of pharmaceutical 

company advertising to physicians, Directive 2001/83/EC stipulates that: 

1. Pharmaceutical sales representatives ñhave an important role in the 

promotion of medicinal productsò, and should be subject to ñcertain 

obligationsò. The provision 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, and side-effects, correspondence 

that is accompanied by information of a non-promotional nature such as a need to answer a specific 

question in relation to the medicinal product, and ñfactual, informative announcements and reference 

materialò that related to changes in the package insert, ADR warnings, trade catalogues, and 

medicines price lists, provided that they do not contain any product claims) (See Directive 

2001/83/EC, Title VIII, Article 86/2). 
17 ómisleading advertisingô means any advertising which in any way, including its presentation, 

deceives or is likely to deceive the persons to 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, ñso that they can familiarize themselves with new products and 

acquire experience in dealing with themò (Directive 2001/83/EC (51)).  

2.  Where medicinal products are being promoted 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 they meet the above criteria which requires that physicians be able 

to make decisions ñobjectively, without being influenced by direct or indirect financial 

inducementsò (Directive 2001/83/EC (50)), and should have access to a ñneutral, 

objective source of information about products on the marketò (Directive 2001/83/EC 

(52)). It is here that national legislation, pharmaceutical industry self-regulation, as 

well as the profession of medicine is given freedom of interpretation as to where the 

boundaries of acceptable 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 enforced, and what general standards should be maintained to ensure that the 

advertising activities remain within the realms of acceptable influence in the GyTV, 

GyFTV and the GnW respectively. In Europe, Direct to Consumer Advertising 

(DTCA) is only permissible for medication that does not require a prescription (over 

the counter medication: OTC). As such, advertisements of Prescription-Only 

Medication (POM) are allowed only to healthcare professionals who are authorised to 

prescribe and dispense medication. Prescribers 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 of both 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. 84/1, GyFTV Chapter II § 11/A). The advertisement 

must provide, and must be limited to its promotion for the indication for which it had 

been approved (prohibition of off-label advertising). Information should be balanced 

and objective, and may not be misleading. (GnW Art 48/2-4, GyFTV Chapter II § 11/B 

(1)-(2)). Free samples of products 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 be provided per year. (GnW 

Art. 92, GyFTV Chapter II § 15, further regulated by Ministry of Health Degree 3/2009 

(II.25)). Doctors are not allowed to ask for, or accept inducements, gifts, financial or 






















































































































































































































































































































































































































































