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Abstract

Within the field of fraud and corruption in healthcare systems, the focus of this thesis
lies on conflicts of interest for doctors in their relationships with pharmaceutical
companies. Starting with Austria, transparency regulations for financial disclosure are
evaluated with the goal of identifying if other countries, namely the US, as the first
country to introduce Sunshine legislation, and France, as a European country with an
even stricter regime, are more promising models for the fight against health care
corruption.

Current disclosure policies were analyzed with the help of nine expert interviews with
representatives of the pharmaceutical industry, the medical profession and
government or state agencies.

In conclusion, the Austrian experience of industry self-regulation has not proven
effective. It would be time for Sunshine legislation in Austria but, in the light of the
comparative analysis of the US and French Sunshine Act, attention has to be paid to
several aspects before proposing such a law. If legislation is to be drafted, it should
be comprehensive and oriented towards the French model. Loopholes, such as the US
exceptions of recipients covered like nurses or of types of payments like meals,
should be avoided. The example of France shows that a comprehensive law is not
worth much if it is badly implemented, not driven by political will and not enforced.
Raising public awareness, constant explanation by the stakeholders, accompanied by
education offered to healthcare consumers as well as critical but fair media coverage
could, however, make an “Austrian Sunshine Act” successful.
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1. Introduction: Demigods in white vs corruptible humans

Within the field of fraud and corruption in healthcare systems, the focus of this thesis
is on conflicts of interest for doctors in their relationships with pharmaceutical
companies. Starting with Austria, transparency regulations for financial disclosure are
evaluated with the goal of identifying if other countries, namely the US, as the first
country to introduce Sunshine legislation, and France, as a European country with an
even stricter regime, are more promising models for the fight against health care
corruption, as far as the health care markets are comparable. The topic is of current
interest, has started to attract the attention of the Austrian media and was boosted
by the first reporting cycles within the Code of Conduct of the Austrian Association
of the Pharmaceutical Industry (“Pharmig”), with the unsatisfactory result that the
majority of payments to healthcare practitioners remain nontransparent. This topic is
worth examining, as there are demands to introduce Sunshine legislation in Austria,

but nothing in this regard has been (scientifically) established vyet.

In the US, the “Physician Payments Sunshine Act” (herein after: “US Sunshine Act”)
became part of the “Patient Protection and Affordable Care Act” and was enacted by
the US Congress in 2010. It requires pharmaceutical and medical device companies

to disclose payments to healthcare professionals on a publicly available platform.

In 2011, “on the heels” of the US Sunshine Act, France passed its “own more robust
version” of the above-mentioned American law, known as the “Bertrand Law” or
“French Sunshine Act”, requiring health care companies to make public any

agreements with and benefits provided to healthcare professionals (Ball, 2016, p.7).



The objective of this research project is to find a proper solution on how to create
transparency within doctor-pharma relationships in Austria, possibly inspired by or
even similar to the American or French Sunshine Act. The title of this thesis already
implicates the research question: Is the US or the French Sunshine Act a good model
for Austria to use in order to create transparency in the doctor-pharma relationship
and, thus, to guarantee the best medical treatment for patients as well as reduced

healthcare expenditures?

The comprehensive report on “Conflict of Interest in Medical Research, Education, and
Practice” by the Institute of Medicine, which was the academic basis and major driver
for the US Sunshine Act, defines the underlying problem (IOM, 2009, p. 23):
“The risks are that individual and institutional financial interests may unduly
influence professional judgments involving these primary institutional missions.
Such conflicts of interest threaten the integrity of scientific investigations, the

objectivity of medical education, the quality of patient care, and the public’s
trust in medicine”.

Rodwin (2013, p.544) puts it even more clearly in his article “Institutional Corruption
and the Pharmaceutical Policy” and states that pharmaceutical firms have found
methods to “influence - and often corrupt” the medical fields that crucially affect
physicians’ decision-making. Practitioners may be of the opinion that the provided
information is reliable - while in fact it is misleading - leading the doctor to prescribe

unnecessary, harmful or more expensive medication (Rodwin, 2013, p.544).

The “American Medical Association - AMA” (2016, p.16) itself acknowledges that gifts
by the pharmaceutical industry can create circumstances with the risk of “subtly

biasing - or being perceived to bias - professional judgment in the care of patients”.



The problem and its severity are also addressed by the EU and the OECD. For countries
in the European Union, the European Commission acknowledges in its “Study on
Corruption in the Healthcare Sector” (EC, 2013, p.82) that for decades it was usual
practice for pharmaceutical companies to sponsor doctors to participate in meetings
and in conferences. According to the study (EC, 2013, p.82), these sponsorships have
been considered “normal, and often even necessary and unavoidable”, and have been
seen as some sort of “additional funding” for continuing medical education (CME), but
this practice is more and more considered as a risk for conflicts of interest. The EC
(2013, pp.10-11) proposes that transparency in the doctor-pharma relationship can
be initiated either by the industry sector itself or the government; however, it
recommends the systematic evaluation of policies and their effects in order to be able
to successfully implement them, as simply developing Sunshine legislation such as

the US Sunshine Act would not be sufficient.

In its report “Tackling Wasteful Spending on Health,” the OECD (2017, p.49) observes
a certain momentum for transparency policies in OECD countries. Still, industry self-
regulation is a vital part of the strategy used across OECD countries in order to prevent
corrupt practices and is used by stakeholders at risk of conflicts of interest, although
not much is known about the use and effectiveness of such codes of conduct (OECD,

2017, pp.292-293).

The first research chapter (chapter 4) in this thesis deals with the effectiveness of the
Code of Conduct of the Austrian pharmaceutical industry, followed by a direct
comparison of the Sunshine policies of Austria, the US and France (chapter 5) with

possible lessons to learn for Austria (chapter 6).



2. Literature review: of “Sunlight as Disinfectant“', “Murky Shadows in

Europe” and an “Erratic Evolution of the Law™?

As the literature review is integrated into the research chapters, this chapter has been

kept relatively short.

A valuable overview of European Sunshine policies is provided by Fabbri et al. (2018,
p.504), who conducted a descriptive content analysis of nine European transparency
regimes, showing that there are still significant gaps regarding disclosure
requirements even though improvements have been made in the past years. They
discovered that the main differences exist between governmental and industry self-
regulatory policies, particularly regarding the comprehensiveness of the reported
data, as it is often possible for individuals to opt out and for the disclosure to be
incomplete, meaning that common influential payments such as invitations for food

and drinks are not included (Fabbri et al., 2018, p.504).

Austria, as one of the countries with industry self-regulation, is scrutinized by
Mantsch, Petersen and Wild (2016b, p.11), who point out that it is regrettable that
more than 80 per cent of monetary transfers to physicians were published in an
aggregated and thus hidden form. According to them, this underlines that these
financial ties are put into question with good reason. Mantsch, Petersen and Wild
(2016b, p.11) also state that currently there is not much willingness for companies to
disclose; the current situation therefore has to be regarded as pseudo-transparent, as
the data disclose neither the receiver of a respective payment nor its purpose in the

majority of cases.

' Rosenthal and Mello (2013, p.2052).
2 Fabbri et al. (2018, p.504).
3 Kadar (2015, p.6).



The US approach to tackle the problem is called into question by Rosenthal and Mello
(2013). In their article “Sunlight as Disinfectant - New Rules on Disclosure of Industry
Payments to Physicians”, they acknowledge that with the evidence of association
between industry payments and the prescription of costly, brand-name medications,
dynamics as created by the US Sunshine Act could lead to cost reduction (Rosenthal
and Mello, 2013, p.2053). Yet, according to them, the success of disclosure cannot
be realized merely by presenting data to patients but calls for “activating ‘learned
intermediaries’, such as health insurers”, which could be a “game changer” (Rosenthal

and Mello, 2013, p.2052).

Saver’s (2018, p.67) comprehensive evaluation of the US Sunshine Act serves as a
valuable contribution to the findings of this thesis, since he deeply explores “[w]hat
we know and still need to know” about conflicts of interest in the “new era of
sunshine”. In his article, he critically analyzes the “mixed experience” with the US
Sunshine Act, and, for instance, mentions as one important lesson learned that
challenges in the course of implementation such as “data identification and
translation” are crucial and, when underestimated, can “seriously undermine” the
overall goal of transparency (Saver, 2018, p.67). Doubts as to whether the legislation
will have a significant impact on the decision-making of patients and physicians
remain, although it has to be acknowledged that the Sunshine Act has provided

valuable information about prevailing financial relationships (Saver, 2018, p.67).

The French Sunshine Act was critically evaluated by Kadar (2015, p.6) in his article
“The French Sunshine Act continues to be a challenge”, discussing the “legal
instability” that surrounds the legislation and the “erratic evolution” of the law, which

possibly has negative effects on the French healthcare industry.



Casassus (2016, pp.550-552) asks if France has learned its lesson from the drug
scandals leading to the French Sunshine Act and summarizes the views of
stakeholders. The outcome of her evaluation is rather disheartening, since she
observes serious enforcement problems and missing efforts to prevent similar

scandals in the future (Casassus, 2016, pp.550-552).

3. Methodology: Views from three fields from three countries

In accordance with Bryman'’s typology (2016, p.32), the research strategy chosen for
this thesis is qualitative as the research project is based on the “inductive approach
to the relationship between theory and research” (Bryman, 2016, p.23). The approach
was selected in order to be able to draw conclusions for an adequate disclosure policy
in Austria by means of a comparative analysis of the US and French Sunshine Act as

well as the Pharmig Code of Conduct.

In terms of the research design, qualitative research “within a cross-sectional design”
(Bryman, 2016, p.55) was decided upon. As for the comparison between the US,
France and Austria, the “comparative design” (Bryman, 2016) is used, in particular the
“cross-cultural” and “cross-national” approach which, according to Hantrais (1996,
cited in Bryman, 2016, p.65), means “to examine particular issues or phenomena in
two or more countries with the express intention of comparing their manifestations

in different socio-cultural settings”.

The sampling strategy applied is “multiple-case sampling” (Miles, Huberman and
Saldana, 2014, pp.33-34). The Sunshine policies of the US and France were chosen as
cases, because the US Sunshine Act was the first transparency legislation to be

adopted in this field worldwide and France’s Sunshine Act was the first in Europe with



an even more ambitious scope. Therefore, evaluating the experiences and impacts of
the respective system offered the most promising approach in order to draw

conclusions applicable to Austria.

First, data were collected by reviewing the legal regimes, followed by qualitative
interviews and, finally, conducting a qualitative “content analysis of a set of

documents relating to a single period” (Bryman, 2016, p.70).

The expert interviewees were selected per country and are representatives of the
fields affected by the disclosure policies, namely the pharmaceutical industry, the
medical profession and government or state agencies as the authorities making such
policies. Accordingly, the interviewees are referred to, for instance, as “US-1” for the
representative of the US pharmaceutical industry, “FR-2” for the representative of the

French medical profession and “AT-3” for the Austrian government representative (see

Table 1).
Table 1: Interviewees - Country and sector
United States France Austria
Pharmaceutical US-1 FR-1 AT-1
industry
Medlcgl US-2 FR-2 AT-2
profession
Government, us-3 FR-3 AT-3
state agency




The nine interviews were semi-structured (see Appendix 1 for guiding questions) and
conducted between June and August 2018. The interviews with the Austrian
representatives were in person and conducted in German; the French and US
representatives were interviewed by telephone and via Facetime video conferencing,
conducted in English. Difficulties emerged with regard to the French interview
partners in the process of data collection, in particular with potential interviewees
from the government: it took 21 requests, mainly directed to representatives of the
“Direction Générale de la Santé - DGS [General Directorate for Health]”, which is the
part of the Ministry of Health responsible for the implementation and development of
the Bertrand Law, until one representative of a French state agency was finally willing
to grant an interview. This denial, which the representative of the French medical
profession [FR-2] complained about as well, seems, indeed, to be symptomatic of the
way the French government deals with the issue of managing conflicts of interest in
healthcare. Nevertheless, experiencing this denial in the framework of the research

work for this thesis was a valuable experience.

In order to structure the results according to the main concepts of this thesis, data
were analyzed by means of “coding” (Bryman, 2016, pp.581-583) inspired by

“grounded theory” (Glaser and Strauss, 1967 cited in Bryman, 2016, p.572).

The research was constrained to the extent that only the disclosure policies of the
pharmaceutical industry could be compared due to the lack of public disclosure
regulations for “Austromed”, the Austrian Medical Device Manufacturers’ Association.
To make the comparison more vivid and because of country differences concerning
requirements for continuing medical education (CME) and the funding of biomedical
research, the thesis primarily deals with conflicts of interest in medical practice (IOM,

2009, ch.6). A second limiting factor on the research is that data protection law could



not be discussed because the legal consultations between Pharmig and the European
Union on how the European Union’s General Data Protection Regulation will interfere

with Pharmig’s current disclosure policy are not yet concluded.

In respect of research ethics, the entire process of thesis writing was based on the
principles provided by Professor Jeroen Maesschalck in the respective course as well

as IACA’s thesis guiding notes.

4. Industry self-regulation: A fox guarding the hen house?*

4.1. The European industry’s transparency movement

In Europe, the European Federation of Pharmaceutical Industries and Associations
(EFPIA) obliges its member companies to disclose monetary benefits to healthcare
professionals and institutions (Mantsch, Petersen and Wild 2016a, p.7). The EFPIA
disclosure code (2014a, p.4) had to be implemented by the national member

associations with the first reporting due in 2016 for the year 2015.

The EFPIA’s action had followed the European Commission’s (EC) initiative on ethics
and transparency in the pharmaceutical sector, which, according to Shurlock (2013,
p.3589), was expected to “stave off” European legislation such as the French Sunshine
Act. EFPIA spokesman Brendan Barnes (cited in Shurlock 2013, p.3589) held the view
that legislative approaches had brought “complex and overly-burdensome” disclosure
obligations and therefore the EFPIA disclosure code is a “middle ground between
providing a level of disclosure that caters to legitimate public interest and avoiding

some of the excesses that have been seen elsewhere”.

* Figurative comparison by interviewee US-2.



Immediate comments such as praising these “aggressive steps” by the EFPIA as “one
of the biggest developments in the global transparency movement over the past
several years in Europe” reflect the ambition of the initiative while conceding that it
would still merely be a hope that industry self-regulation would discourage
governments in Europe from adopting their own Sunshine legislation (Campbell and
Sharkey, 2014, p.28). Yet meanwhile, following the example of France, several
European countries out of the EU-28 have chosen the legislative approach, such as

Portugal, Greece, Romania, Latvia and Denmark (Santos, 2017, pp.2-3).

4.2. Implementation in Austria

The European drive was supported by the Austrian industry with a clear intention:

The industry has made this step forward, which is not usual. That’s a brave
move, which was also discussed internally.
The pharmaceutical industry wants to communicate towards the public and
towards politics: ‘We have nothing to hide. What we do is sincere.’
The common commitment of industry and physicians saying, ‘we push this
ideologically’, is a strong statement on a voluntary basis.

(AT-1)

With an increasing number of European countries having introduced Sunshine
legislation (Ball, 2016), this step should have been made by the industry anyway in

2015 in order to at least gain more time. Pharmig updated its Code of Conduct and

implemented the EFPIA disclosure policy in 2015.

According to Article 9 of the Pharmig Code of Conduct (“Transparency”),

“interactions between pharmaceutical companies and healthcare professionals
and institutions are essential in order to develop and maintain the best possible
supply of medicinal products. A practicable way to increase public trust in these
interactions is transparency. The highest degree of transparency is the
disclosure, at the individual level, of transfers of value arising from this
cooperation. All parties involved should therefore strive for the disclosure of
transfers of value at the individual level” (Pharmig, 2015).

10



The pharmaceutical industry itself acknowledges that the stricter regulations by the
Pharmig Code of Conduct initiated a paradigm shift in the cooperation with the
medical profession and pharmaceutical industry (Nobauer, 2014, p.44), which
expresses the cultural evolution that has taken place in Austria and the probable
challenge of awareness-raising.
The commitment of the Austrian pharmaceutical industry to transparency seems to
be strong, however:
In Austria, which is unique in this form in Europe, we have a cooperation between
the pharmaceutical industry and the Medical Chamber constituting that we both
want transparency to be implemented.
| regard it wrong to create transparency as an end in itself: | have to
communicate to the public that doctors receive money to work on the
development of new drugs, which is a benefit for us all. Otherwise, there will be
no innovative medication anymore.
That explanation is a common great effort, surely it is rather the wish of the
pharmaceutical industry having introduced the transparency regime than of the
medical profession.
(AT-1)
With regard to the other stakeholders of Sunshine policies, physicians in Austria are
members of and represented by the Austrian Medical Chamber (“Osterreichische
Arztekammer - OAK”) which also has disciplinary authority with sanctioning
mechanisms ranging from fines to bans for doctors to exercise their profession
(Herzig and Heiny, 2017, p.9). The common aim of OAK and Pharmig (2014, p.14) is
the disclosure of payments “at the individual level’. Therefore, consent of the
individual physician “shall be obtained”, data protection laws “shall be observed” and,
if there is no consent given, payments must be disclosed “in aggregated form” (OAK-
Pharmig, 2014, p.14).
Still, it cannot be guaranteed that the entire profession is committed to transparency:
The Medical Chamber is one thing, the individual doctor is another.
Among the doctors there are the ones saying, ‘We won’t let ourselves be insulted
by our neighbors and falsely portrayed as super-rich’ and the others saying, ‘No
problem, we do not mind at all’. So there are two worlds within the medical

profession.
(AT-1)

11



Nevertheless, the associations’ partnership should not obscure the fact that the
pharmaceutical industry has a responsibility towards the individual doctor.

The Austrian public, despite “high-levels of population satisfaction” with the
healthcare system “as a result of ease of access to healthcare services, and low levels
of unmet need” (LSE, 2017, p.27), is generally critical of the effectiveness of self-
regulatory policies by the pharmaceutical industry, regarding them as “cynical” and

“only to be set-up for the purposes of public relations” (EC, 2013, p.126).

4.3. Critique of self-regulation policies

From a broader perspective, Fabbri et al. (2018, p.507) find that while legislation
applies to the whole industry sector, most of the self-regulatory regimes cover only
members of the particular trade association, with the consequence that the real extent
of payments to physicians stays in the dark. Generally, the individual opting-out from
disclosure enabled by data protection laws is regarded as a “loophole” of the self-
regulatory approach that “needs to be closed across Europe” (Fabbri et al., 2018,
p.508). Santos (2017, p.4) calls for the EU as well as national governments to make
the first move and adopt Sunshine legislation and not rely on self-regulatory regimes
since the public interest in transparency weighs high and opting-out clauses for
disclosure are “inconsistent” with the goal of transparency. Similarly, Campbell and
Sharkey (2014, p.41) hold the view that the “global movement”, as shown by the US
and French models, demands disclosure at the individual level with the most insight

possible for the public.

The representative of the French pharmaceutical industry, who has to deal with EFPIA
countries as well as Sunshine legislation countries like the USA or France, compared

both regimes when asked the general question, “Do you think transparency in the

12



disclosure of payments is the right method in order to avoid a possible conflict of
interest for doctors?”, stating the following:

It should be, let me say it like that. If it’s fully transparent and then we come to
the difference between the code of conduct, what the EFPIA code is, and a true
law or legislation. Under the law the data privacy aspect is overruled, and the
HCPs [healthcare professionals] do not get a choice if their name is published
with the amount of money yes or no, it’s just published, that is what the
transparency law prescribes.
So, then you have full transparency and then you can exactly see what a certain
HCP is which is receiving from pharma industry.
That is not the case with most of the EFPIA countries. As you probably know, in
many of those countries HCPs can say no, you can disclose the amount but you
cannot disclose my name. So there already starts the conflict of interest and it’s
not fully transparent, it’s very opaque.
We can also see that sometimes an HCP told you no. If you go to the website of
a competitor company and you find the name of the HCP in the disclosure report,
you know that they said yes to that company. So, HCPs also tend to pick and
choose what they give consent for and what not.
So, to me transparency in those countries is a start to something that it should
be but it's absolutely not serving the purpose or the principle that it was intended
for.

(FR-1)

The French representative’s critique of the EFPIA approach may come as a surprise,

but indicative of the French industry’s desire for clear policies.

In general, the interviewees from the US and France disapprove of industry self-
regulation:

Industry self-regulation is definitely not enough. You have first this problem that
you need the acceptance by the doctor.
(FR-2)

Industry self-regulation cannot work at all. This is why it was problematic here
getting passed: The key here for transparency is that when a company comes
out with a new device or a new drug they have about a 2-year period to get it to
market, to have market penetration. If it doesn’t in that period of time, it’s like
a house that’s been on sale for years, it doesn’t become attractive. That’s like
the fox guarding the hen house as we say, to have the industry regulate itself,
to possibly decrease its own profits because it wants to be morally better. | mean
that’s silly, it’s not going to happen.
(US-2)

| would prefer to see it not as self-reqgulated but more a centralized binding

system that is subject to major sanctions enforced in law.

A more binding system that has more teeth it serves as a better deterrent.
(US-1)

13



Campbell and Sharkey (2014, p.67) predicted that a failure of the EFPIA policy would
lead to more European Sunshine laws, whereas a success would “undoubtedly
influence” the way transparency would be approached by the healthcare industry

worldwide.

The Austrian representative of the pharmaceutical industry is convinced that self-
regulation is the right approach:
The voluntary transparency regulation appears to me as morally more valuable.
That is for me the big difference, since a law can be written easily and then |
must abide by it, but voluntary self-restriction committed to by the industry is

responsibility to a high extent.
(AT-1)

However, commitment could be attained with a legislative approach as well.

4.4. Three years of voluntary disclosure: disappointing results

Overall, skepticism about a self-regulation regime seems to be justified in Austria due

to the experiences with the first report on payments in 2015 due in 2016.

In their systematic analysis “Pharma: Disclosure of payments in Austria 2015,”
Mantsch, Petersen and Wild (2016a, p.7) tried to find an answer to the question, “to
what extent were Austrian physicians and medical institutions supported by
pharmaceutical companies in 2015 and how transparent are they in the disclosure of
the financial benefits?”. In 2015, Pharmig member companies paid 104.1 million
euros to doctors, medical institutions, clinical research and “application
observations”; around 54 million euros, which is 52% of the total financial
expenditures, were spent on “clinical and post-marketing studies”; medical
institutions and organizations received 27 million euros (26%) and 22 million euros

(22%) went to medical doctors (Mantsch, Petersen and Wild, 20164, p.7). These results
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illustrate that Austrian pharmaceutical companies spent approximately 30 million
euros on events such as conferences or meetings, 14 million euros were paid for
services and advisory fees and donations and funding amounted to 6 million euros
(Mantsch, Petersen and Wild, 2016a, p.7). Mantsch, Petersen and Wild (2016a, p.7)
conclude that the disclosure of payments in Austria is “an important step towards
more transparency”, but it still is “at an initial stage” facing the data from 2015 with
an individual disclosure rate of only 21.9%, which is 17% of the sum paid to physicians,

whereas the disclosure of payments to medical institutions is much higher (50.2%).

The disclosure rate has not increased in the last three reporting periods and Pharmig
(2018) had to admit that, with an overall spending of 140 million euros in 2017,
approximately 20% of medical doctors who had provided services for the
pharmaceutical industry ultimately gave their consent to individual disclosure in

2017, which is a similar rate to 2016.

The Austrian stakeholders agree with the outcomes of the analysis:

Regarding the consent of doctors, success has not yet appeared. 20% of doctors
giving their consent is not satisfactory. At least 50% should have been reachable
more quickly, 80% would be satisfactory.

(AT-1)
At the moment, the disclosure rates are not sufficient, but the relatively short
time of reporting obligation has to be considered.

(AT-2)

Already the first reporting period of 2015 and its results were thus subject to

considerable critique.

From the patients’ perspective, Gerald Bachinger (cited in Gartner, 2016), a patient
advocate, stated that the disclosure rate is an evidence of incapacity and that data

protection as justification is just a pretextual argument. Bachinger is of the opinion
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that it is really all about willingness and that a culture of non-transparency has been

prevalent in Austria for decades, a status quo which would not be overcome easily.

German commentators even regarded the published data as meaningless, since not
even Pharmig knew how high the total industry payments to physicians were, nor did
they know the number of physicians giving their consent to disclosure (Grill and
Wehrmeyer, 2016). According to Grill and Wehrmeyer (2016), Pharmig itself could
only make reference to the publication of Mantsch, Petersen and Wild (2016a), and
could confirm the respective data merely in terms of their tendency. The Austrian
Chapter of Transparency International (TI-AC) characterized the disclosure practice as
a “mere sham” being “far away from transparency” and called for the implementation
of a legal obligation for individual disclosure and a centralized register (TI-AC 2016).
“Two team players are trying to regulate each other who are both the problem of the
issue”, Gerald Gartlehner (cited in Standard, 2017) from the organization “Cochrane
Austria” judges and indicates that this has negative effects on the whole health care
system, because the money the pharmaceutical industry gives to physicians must be
refinanced via drug prices. Mantsch, Petersen and Wild (2016b, p.10) discovered
incompleteness of disclosure, stressing the category of payments for clinical and
post-marketing studies, which remains in the dark due to being reported on an
aggregated level, as a variety of different activities can be hidden behind the term

“research”.

An explanation for the practice of disclosing research expenditures only in an
aggregated form was:

Within Research & Development, institutions receive higher amounts, and when
making it public which university department you are cooperating with, it can
be concluded by the competitor that company x is now investing a lot in research
in a certain field. In the whole context, there is still something like a business
secret and so not everything has to be publicized immediately.

(AT-1)
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4.5. Explanations for low disclosure rates and stagnation

Study author Claudia Wild (cited in Brandstetter, 2016) was not surprised by the low
disclosure rates, stating that “in this country, we do not have a culture of transparency
- “that starts with the disclosure of salaries, why should that be different with

additional income?”.

This lack of a culture of openness is confirmed by the stakeholders:
Especially with physicians, this process was difficult, because transparency is
not necessarily our culture. It is not our culture to publish how much money |
have received from someone else.
(AT-1)
There are cultural differences, for instance as regards asset declaration and
transparency, compared to the United States.
(AT-3)
Another possible explanation for Austrian physicians’ reluctance to disclose industry
payments they receive could be their overall acceptance of undue advantages and,
thus, their already corrupt behavior, as a “Special Eurobarometer” on corruption by
the European Commission (2017) illustrates. According to the survey, 9% of Austrian
respondents visiting a healthcare professional or institution “had to give an additional

payment, valuable gift or make a hospital donation” while the European average is 4%

(EC, 2017, pp.84-85).

Yet, the Austrian interviewees mention a component as a reason for the low disclosure
rate at the individual level that is outside of the doctors’ sphere:

The abbreviated media coverage and public reception makes it difficult for those
doctors who set an example and gave their consent to disclosure of payments
they had received from pharma companies.
But if you have a microphone in front of your face and are asked, ‘how do you
feel about earning 80.000 euros extra to your salary?’, you react in a certain
way, asking yourself why someone is talking to you like that, apart from the
reporter being wrong in terms of the content of the question.

(AT-1)
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Partly these payments are interpreted falsely and are sometimes tried being
given a half-legal connotation accusing doctors wrongly as they have just made
an achievement and were paid for it.
(AT-2)
These impressions do not seem completely unjustified when taking a closer look at
the presentation of a particular doctor by investigative journalists (Grill and
Wehrmeyer, 2016):
“Dr. Thomas Berger is a scientifically recognized neurologist. ... Berger is leading
the ranking of medical doctors who get payments from the pharmaceutical
industry and gave his consent to individual disclosure. In the year 2015, the
neurologist received more than 70.000 Euros. The greatest part comes from
Biogen, a leading company for the treatment of multiple sclerosis. ‘A third of
this sum reaches me. The rest goes to members of a working group and study
participants’, says the neurologist. Does he himself see conflicts of interest? ‘No,
| can contend that | can make my decisions independently from all influences.
My post at the university makes me independent. For others, | cannot judge this’.
With this self-reflection Berger finds himself in good company since most
doctors are convinced to be incorruptible even though being sponsored by the
pharmaceutical industry.”
The constant need to explain and justify relationships and service fees may seem
troublesome - both for the industry and physicians - however, it is part of their overall
responsibility within the health care system and, most importantly, towards the

patients as “responsibilities of professionalism include maintaining patient trust by

managing COI” (Chimonas, DeVito and Rothman, 2017, p.5).

4.6. “No consent, no contract” policy as a model?

Mantsch, Petersen and Wild (2016b, p.11) consider a “No consent, no contract” policy,

as practiced by the pharmaceutical company GlaxoSmithKline (GSK) since 2015, “very

near to transparency and the initial intention” of Pharmig’s Code of Conduct. They

suggest that this policy should serve as a model for other companies.

18



According to GSK’s policy, the company concludes service contracts with doctors and
institutions, giving their consent to the individual disclosure of payments. GSK sees
itself as the initiator of the transparency movement, considering individual disclosure

“standard” and aggregate reporting “exceptional” (GSK, 2015, p.2).

However, this has to be regarded with reserve, as this commitment and role model
attitude could possibly be a consequence of the “largest settlement” with a
pharmaceutical company involved (Thomas and Schmidt, 2012): GSK agreed to “plead
guilty to criminal charges and pay $3 billion in fines for promoting its best-selling
antidepressants for unapproved uses and failing to report safety data about a top
diabetes drug”. The company had “tried to win over doctors by paying for trips to
Jamaica and Bermuda, as well as spa treatments and hunting excursions” (Thomas
and Schmidt, 2012). Even up to now, GSK has been under investigation for corruption,
the latest episode being that GSK had to provide to the UK “Serious Fraud Office -

SFO” further “information on ‘third party advisors’ the company had hired in the

course of the “China bribery scandal” in 2013 (Hargreaves, 201 8).

Asked about the “No consent, no contract” policy, the representatives of the medical
profession reacted openly:

Demanding a legal reporting obligation, this practice must also be accepted.
(AT-2)

By now, still, more and more companies are including conditions in their contract
by which they tell the doctor that if they accept this contract they will have the
full data of the contract disclosed. So, it's getting better and better but not all
companies are including that.

(FR-2)

Thus, it seems that the physicians’ representatives in Austria and France are not

reluctant towards disclosure and increased transparency - on the contrary, the clearer
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the provisions are, the easier they find it to comply, even when they are more rigorous

in content.

The representative of the Austrian pharmaceutical industry has a more neutral take
on the situation taking the whole sector into consideration:
This is a decision to make by the company to frame it like that, it is legitimate.
Personally, | always say that cooperation between doctors and pharmaceutical
companies should still be working in the future. Telling the doctor, ‘If you do not
sign, we do not cooperate’, can be done but is probably not the politest way to
proceed. It could be done otherwise saying, ‘We have guidelines, not just the code
of conduct, according to which we as a company want to disclose the
cooperation’. If no consent is subsequently given, the company can decide to
pursue the path aimed away from further cooperation because the doctor will
not comply with my guidelines.
GlaxoSmithKline definitely has a way which is impressive with regard to numbers

and successful. That is a challenge for other companies to be equally successful.
(AT-1)

4.7. s it time for a law in Austria?

Coming as a surprise, the TI-AC (2016) considered a compulsory legal regime
“analogous to the US Sunshine Act” to be “urgently required” after the first reporting
period, whereas as of late there has only been a call for “thinking over” a legal
obligation in case there is no drastic increase in disclosure rates in the upcoming
years (TI-AC, 2018). Furthermore, the TI-AC (2018) recommends taking the database
of the British Association of the Pharmaceutical Industry, which is based on industry

self-regulation, as a model.

The affected group representatives are not satisfied with the disclosure rates as well

and see a need for action, at least in the medium term:

If the percentage does not increase, a legislative solution should be found.
(AT-2)
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I am convinced that voluntariness is the right policy. What could happen in the
worst case? - The pharmaceutical industry was the pioneer for a legislation
which would look like the current self-regulation, just in the form of a law.
If self-regulation by the industry is not feasible, it remains to been seen if the
political will is strong enough to regulate it by law.

(AT-1)

The current regime can serve as a model for legislation, but stricter sanctions
should be foreseen as there is almost no range of sanctions in the code of
conduct except losing the Pharmig membership.
Therefore, it should become part of criminal law.

(AT-3)

After three years of stagnation at a low level, failure has to be admitted. If the Pharmig

Code of Conduct should serve as a model for Austrian Sunshine legislation, the

parliamentary discussions should be comprehensive and address several loopholes in

the regulatory framework (see chapter 5.2).

The expectations of transparency gaining political momentum are, in any case, rather

low:

The decision is up to politics. Although | do not think that this time has yet come,
legislation will be necessary if things get out of control and the situation is not
tolerable anymore.
At the moment, | deem the current regime viable.

(AT-3)

| would consider political will the major obstacle for a legislative solution,
because then transparency would have to be created in each and every part of
the healthcare system. If politics, itself being responsible for non-transparent
structures of the health care system, would then target the pharmaceutical
industry in particular, | would dismiss that as populism.

(AT-1)
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5. Comparison of disclosure policies: Sunshine yes, but clear skies?’

5.1. Background of Sunshine legislation in the US and France

The US was the first country to introduce Sunshine legislation and France was the first
one in Europe, but it has to be noted that both were initiated as a reaction to fraud
and abuse cases as well as major health scandals rather than pure political will for
transparency. The French Court of Audit “Cour des Comptes” (2016, p.33) draws a
general comparison between the US and the French Sunshine Act and notes that both
laws have the same objective of transparency but use different mechanisms regarding

their scope, management and sanctioning in the case of non-compliance.

For a detailed comparative analysis, it is necessary to start with the beginning of

legislation and its background.

In the US, the “Physician Payments Sunshine Act” was formally introduced in 2007 by

US Senator Charles Grassley, who declared that:
“Right now the public has no way to know whether a doctor’s been given money
that might affect prescribing habits, ... This bill is about letting the sun shine in
so that the public can know. Whether it’s dinner at a restaurant or tens of
thousands of dollars or more in fees and travel, patients shouldn’t be in the dark
about whether their doctors are getting money from drug and device makers”
(Grassley, 2007).

The Sunshine Act is the “first comprehensive federal legislation” that requires the

disclosure of financial ties between the pharmaceutical industry and physicians (Saver,

2018, pp.69-70). As the agency managing the disclosure program, the “Centers for

Medicare & Medicaid Services - CMS” (2018, p.3) describes the purpose of the US

> For comparative reasons, the Austrian regulations are considered equivalent to the French
and American provisions (in terms of legal framework, database and enforcement) despite
not being legally binding.
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Sunshine Act as a “national disclosure program that promotes transparency” aiming
“to increase access to, and knowledge about, these relationships and provide the
public with information to enable them to make informed decisions”. The federal
Sunshine Act was influenced by various factors, such as state disclosure laws: nine US
states adopted Sunshine legislation long before the US Sunshine Act, inter alia
Minnesota already in 1993 (Ball, 2016, p.3). The Sunshine Act “preempts” state laws
with reporting requirements for the same data as the federal law, but permits states
to impose stricter obligations (Ball, 2016, p.3). Yet, this “patchwork” of Sunshine laws,
with both similarities and differences regarding comprehensiveness and complexity
of reporting, can thwart compliance efforts for companies with nationwide business

(Ball, 2016, p.3).

In short, it can be acknowledged that the US Sunshine Act “breaks new ground” as the
first broad transparency legislation in this sector at the federal level and is far more

extensive when compared to previous disclosure policies (Saver, 2018, p.72).

In France, the aim of the “Bertrand Law”, named after the former French Health
Minister Xavier Bertrand, was to reestablish patients’ confidence in the French
healthcare system by “ensuring transparent, professional and impartial relationships”
among healthcare professionals and the pharmaceutical industry (Frybourg et al.,
2015, p.2). This Sunshine legislation was introduced after the “Mediator” scandal
when Servier’s anti-diabetes drug “Mediator” had to be withdrawn from the market in
2009, allegedly having caused “between 500 and 2000 deaths during its tumultuous
33 years on the market” (Mullard, 2011, p.890). The scandal became a political matter
because of Servier’s “political connections” (Frybourg et al.,, 2015, p.2). Hence,

contrary to the US, where the Sunshine Act gradually developed from fraud and abuse
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investigations, the Bertrand Law resulted from a public health crisis, which shook the

public confidence in the drug regulation system (Grundy et al., 2018, p.514).

In terms of content, the French Sunshine Act is often described as “more robust” or a

“more expansive version” of the American Sunshine Act (Ball 2016, pp.7-8).

5.2. Legal framework

For a more detailed comparison of this robustness, an exemplary analysis of
weakness is conducted for each of the categories “recipients covered”, “types of
payment” and “reporting threshold” (see Table 2 for an overview of key provisions of

the three scrutinized disclosure policies).
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Table 2: Overview of disclosure policies in the US, France and Austria®

United States

France

Austria

(“US Sunshine Act”)

(“Bertrand Law”, “French Sunshine

ggﬁ syof disclosure Federal law National Law Industry self-regulation
Physician Payments Law No 2011-2012 on the
Sunshine Act of 2010, Pub. | Strengthening of Health Protection Code of Conduct of 2015
Provisions L. No. 111-148, § 6002 for Medicinal and Health Products by the Association of the

Austrian Pharmaceutical

on website(s)

Codified at: 42 U.S.C. § Act”) Industry (Pharmig)
1320a-7h. Codified at: Article L. 1453-1 of the
French Public Health Code (PHC).
First year of
public disclosure 2013 2013 2015

Government
agency

Centers for Medicare and
Medicaid Services (CMS),
Department of Health and
Human Services

Direction Générale de la Santé
(DGS), Ministry of Health

Target industries

Drug companies and
medical device firms
manufacturing products
covered by Medicare,
Medicaid or the Children’s
Health Insurance Program

Companies manufacturing or
commercializing health products or
providing associated services (which
enter into agreements with
manufacturers of drugs, medical
devices, biologics, medical supplies,
cosmetics, contraceptives,
biomaterials, biology test products,
contact lenses, health software,
additional therapeutic products)

Member companies of
Pharmig

Payments covered

Payments or other transfers
of value made to recipients
covered, e.g. travel and
lodging, meals, research
grants and any other
payments or transfers of
value

Remunerations from agreements
(contractual relationship to provide
services for or on behalf of the
company) with healthcare
beneficiaries.

Benefits to healthcare beneficiaries.
Benefits in kind include gifts, free
medical equipment and hospitality
costs such as meals and hotels;
benefits in cash include commission
fees, rebates, discounts and
reimbursement of costs.

Transfers of value in
connection

with research and
development, donations and
subsidies, events, services
rendered and consulting
provided including
expenses incurred

® Legal provisions as of 1 September 2018; Ball (2016); Frybourg et al. (2015), Grundy et al. (2018);
Keymeulen and Benard (201 8), Krokov and Davar (201 8); Le Calvé and Benichou (2018); Pharmig
(2015); Saver (201 8).
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Recipients Physicians: doctors of Healthcare professionals (HCPs): Healthcare professionals:
covered medicine and osteopathy, e.g. physicians, pharmacists, nurses persons authorized to apply,
dentists, podiatrists, and midwives as well as opticians, administer or prescribe such
optometrists, and physiotherapists, child care assistants, | as physicians, dentists,
chiropractors legally dental assistants veterinary surgeons, dental
authorized to practice by the practitioners, midwives,
State in which they practice | Associations of healthcare members of the nursing
professionals profession, medical
Teaching hospitals laboratory services and
Students intending to become paramedic and any other
healthcare professionals and medical facilities, provided
representative student groups and they require medicinal
associations. products to fulfill their tasks
Patient associations. Organizations or
establishments which
Healthcare institutions. predominantly comprise
healthcare professionals
Academies, non-profit associations
(e.g. foundations and learned
societies) and advisory boards in the
healthcare sector.
Radio and television broadcasters
and publishing companies,
including publishers of online
communication services that are
public (in particular, scientific and
medical press).
Designers of software for
prescription and dispensing of
health products.
Legal entities providing or
participating in the initial or
continuing training of healthcare
professionals (e.g. universities or
university hospitals, public or private
schools and continuing medical
education organizations).
Monetary $10 €10
threshold
Open Payments Database Transparence Santé Database Websites of Pharmig
Format of https://www.cms.gov/openp | https://www.social-sante.gouv.fr member companies
disclosure ayments
obligation
Non- Medfax (TruthMD) “Lumiére sur Sunshine” (Regards “Euros fiir Arzte”
governmental https://medfax.com/corp/ho | citoyen) (STANDARD, ORF and
platforms mepage https://www.regardscitoyens.org/suns | Correctiv)
hine https://correctiv.org/recherc
hen/euros-fuer-
aerzte/datenbank/at/
Civil fine up to $100,000 Criminal fine of up to EUR 225,000; Penalty up to EUR 100,000;
Sanctions per incident, capped additional sanctions, such as a ban on | additional sanctions, e.g.

annually at$1 million

participation in public tenders,
closing of facilities

exclusion from Pharmig
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https://www.cms.gov/openpayments
https://www.cms.gov/openpayments
https://www.social-sante.gouv.fr/
https://medfax.com/corp/homepage
https://medfax.com/corp/homepage
https://www.regardscitoyens.org/sunshine
https://www.regardscitoyens.org/sunshine

5.2.1. The recipients covered

5.2.1.1. Recipients in Austria

In Austria, the definition is comprehensive but does not address the life science sector
as detailed as in France. According to Article 3 of the Pharmig Code of Conduct (2015),
“healthcare professionals” are “persons authorised to apply, administer or prescribe
such as physicians, dentists, veterinary surgeons, dental practitioners, midwives,
members of the nursing profession, medical laboratory services and paramedic and
any other medical facilities, provided they require medicinal products to fulfill their
tasks”. "Institutions” covered are, in the words of Article 8 of the Code of Conduct,

“organisations or establishments which predominantly comprise healthcare

professionals” (Pharmig, 2015).

5.2.1.2. US: Forgotten nurse power?

Nurse practitioners often get involved in fraudulent schemes in the US. They’ll
be administering injections like botox even though they’re not qualified to do it
or able to do it or they’ll be prescribing ‘under the supervision’ of a physician
for treatment. So that happens a lot and that’s inappropriate. They’re not
included as part of the database for the Sunshine Act.
(US-2)
As the interviewed US physician who can judge their particular role from his
professional experience correctly states, apart from “physicians”, other healthcare
professionals such as nurse practitioners - even when holding the authority to

prescribe medication - are not covered by the US Sunshine Act (Grundy, Bero and

Malone, 2013, p.2).

According to Pham-Kanter (2014, p.1), because of the “rapidly expanding pool” of not

reportable prescribers "companies are “likely, and rationally so, to direct more of their
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dollars and attention” to these target groups. As some states in the US gradually
extend their professional authority, like New York did with the “N.Y. Nurse Practitioner
Modernization Act” of 2011, the role of nurse practitioners in the healthcare system

has become increasingly important (Ball, 2016, p.9).

In his article “Transparency Program Obscures Pharma Payments to Nurses, Physician
Assistants”, Ornstein (2015) illustrates the importance of nurse practitioners and
physician assistants who wrote “about 10 percent of the nearly 1.4 billion”
prescriptions in 2013 within Medicare’s “Part D” program, which makes them “top

prescribers” for a number of drugs, even narcotics.

The pharmaceutical industry might have an easy game as Grundy, Bero and Malone’s
systematic review of “Interactions between Non-Physician Clinicians and Industry”
suggests: they found that nurse practitioners have frequent interactions in various
ways with the pharmaceutical industry and the majority of nurses considered it as
“appropriate to attend sponsored meals and educational events, or to accept funding

to do so” (Grundy, Bero and Malone, 2013, pp.8-10).

The omission of prescriber groups such as nurse practitioners by the law could thus
lead to the US Sunshine Act even “obscuring” essential forms of financial ties in the

healthcare system (Saver, 2018, p.73).

The necessity of including nurse practitioners in the scope of the US Sunshine Act was
drastically demonstrated in a case from 2015 in which a nurse practitioner pleaded
guilty to “receiving kickbacks in relation to a federal healthcare program”, as the
investigation had revealed that she was “a heavy prescriber of a drug that is used to

treat cancer pain” being “responsible for more than $1 million in claims” and “the
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highest prescriber of the drug in Connecticut” (US Department of Justice - DOJ, 2015).
According to the DQJ (2015), interviews with several of the nurse’s patients revealed
that “most of them did not have cancer, but were taking the drug to treat their chronic
pain”; yet, “Medicare and most private insurers will not pay for the drug unless the
patient has an active cancer diagnosis and an explanation that the drug is needed to
manage the patient’s cancer pain”. Moreover, the investigation had revealed that the
drug manufacturer paid the nurse as “speaker for more than 70 dinner programs at a
rate of approximately $1,000 per event”, with “many instances” when just the nurse
herself and a sales representative of the company were the only participants (DOJ,
2015). As aresult, from January 2013 until March 2015 the nurse practitioner received
$83,000 and in pleading guilty, she admitted that this amount of money “influenced

her prescribing of the drug” (DOJ, 2015).

5.2.1.3. Recipients in France

The French pharmaceutical industry’s representative considers the provision of
recipients covered almost too excessive:
There are 9 categories in the ‘Loi Bertrand’. One of the nine is HCPs, the other
eight are all types of organizations and companies that may receive money or
benefits from the pharma industry. Those eight categories to me are perhaps a
bit too broad to really capture what could probably result in an undue
influencing of people or companies that can purchase, prescribe, recommend,
administer medicinal products.
(FR-1)
Thus, while in the US prescribing authority is the main criterion for payment recipients
to be covered by the disclosure programs, the French Sunshine Act seems to indicate
that “greater inclusiveness” can be enabled by law since conflicts of interest can

emerge across different professions as well as at different career stages (Grundy et

al., 2018, p.517).
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The Cour des Comptes (2016, p.81) positively highlighted this effort by the lawmakers
and showed the acknowledgement that the pharmaceutical industry tries to develop
relationships already with medical students. Such influence by the industry takes
place in various forms, inter alia by sponsoring and organizing preparatory sessions
for the national exams after the sixth year of studies which are decisive for the future
of a medical career, such as the aforementioned company Servier had been offering
until its scandals (Scheffer et al., 2017 pp.2-3). The importance of including medical
students in the scope of the French Sunshine Act is further demonstrated by Etain et
al. (2014, p.2), who observe in their national study on “Attitudes of Medical Students
towards Conflict of Interest” a “low rate of proper identification of at-risk situations”
in spite of a “high exposure to pharmaceutical industry representatives”, the
perception of “immunity to bias despite recognizing that COl may induce bias in
others” while at the same time “requests for more education given poor training in

faculties”.

Yet, a recent study undertaken by Scheffer et al. (2017, p.1) illustrated that there is
almost no evidence that “protection of medical students from undue commercial
influence is a priority, either through institutional policies or education” in spite of

the adoption of the French Sunshine Act.

In this context, even though not being covered by the scope of the Open Payments
disclosure program, in the US there seems to be more action driven by medical
students themselves: for more than a decade the “American Medical Student
Association - AMSA” has been publishing the “AMSA JustMedicine Scorecard”, an
annual scorecard with rankings of medical schools based on their conflict of interest

policies, with the result that two thirds of US medical schools in 2015 got high scores
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whereas in 2007 almost no medical school had a proper conflict of interest policy in

place (Scheffer et al., 2017, p.2)

It will take further initiative by French stakeholder groups such as the “French National
Medical Students Association (ANEMF)”, which is already following its American
counterpart in calling for more attention to conflicts of interest within education

(Scheffer et al., 2017, p.2).

Apart from the basically laudable inclusive approach of the French Sunshine Act, there
are still actors omitted, such as patient advocates, although these are groups also

targeted by the pharmaceutical industry (Grundy et al., 2018, p.517).

5.2.2. Types of payment

Among the category of “small gifts” which will be discussed in section 5.2.3, “meals”
are, as will be shown, the most common, and are explicitly excluded from disclosure

in Austria and under certain circumstances in the US.

5.2.2.1. Austria and the US: “Feed me, Pharma!”’

Article 1, Section 1.02 of the EFPIA Disclosure Code (2014a) stipulates that “meals
and drinks ... do not fall within the scope of the disclosure obligation”. The connective
regulation states that member companies “shall not provide or offer any meal (food
and beverages) to healthcare professionals, unless, in each case, the value of such

meal (food and beverages) does not exceed the monetary threshold set by the relevant

7 Taken from the ProPublica article “Feed Me, Pharma: More Evidence That Industry Meals Are
Linked to Costlier Prescribing” by Ornstein (2016).
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Member Association in its national code” (EFPIA HCP Code 2014, Article 10, Events

and Hospitality, Section 10.05).

In this context, the Pharmig Code of Conduct (2014), Article 8, defines that
“hospitality to healthcare professionals is only admissible in the course of events and
business dinners for the purpose of exchanging information and only to a reasonable
degree, not lavish, and to the extent that is considered socially appropriate”. The
additional Ordinance on Articles 7 and 8 of the Code of Conduct stipulates that “the
assumption of costs for board at events within the meaning of Article 7 CoC and/or
at business dinners for the purpose of exchanging information ... shall be deemed
appropriate in any case if the cost is lower than EUR 75.00 per person and meal

(including taxes and/or charges and tips)”.

“Why are meals and drinks not included in the disclosures?”, a frequently asked
question, is answered by the EFPIA (2016, p.6) with the explanation that, “[v]ery often
these transfers of value are for small amounts such as a coffee or sandwich” and the
disclosure of “these small transactions would place a disproportionate administrative

burden on industry and HCPs, for little value”.

Such exceptions imply that significant parts of industry payments to physicians are

hidden (Fabbri et al., 2018, p.507).

In the US, the Sunshine Act exempts “payments for meals to large gatherings” where,
according to the CMS, “determining who did and did not eat the food would be
unrealistic” - with the consequence that pharmaceutical companies find ways to
provide food and drinks, for instance in the form of a large buffet, without reporting

requirements (Lichter et al., 2015, p.653).
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The mere dimension of food and drinks provided by the industry must be a warning

for policy-makers not to be negligent of their influence.

According to Tringale et al. (2017, pp.1777-1778), physician payments from the
industry amounted to 2.4 billion dollars in 2015, including around 1.8 billion dollars
for general payments, 88.7% of which were used for food and beverage. In other
words, of 616,567 US physicians receiving any general payment, 95.5% were provided
food and beverage in 2015 with a “total mean value per physician of $400 and a

median value of $138” (Winter and Phillips, 2016).

In their study, Dejong et al. (2016, p.2) linked “physician data sets from the Open
Payments program and Medicare Part D to examine the association between industry
payments and prescribing rates of the brand-name medications that were being
promoted”. The main findings of their cross-sectional study of 279,669 physicians
were that physicians receiving one single meal of less than 20 dollars had
“significantly higher rates” of prescriptions of the promoted drug in comparison to
alternative adequate medication (Dejong et al., 2016, p.2). Hence, receiving meals
sponsored by the industry is “associated, with an increased rate of prescribing the
promoted brand-name medication to Medicare patients”, which is why Dejong et al.,
(2016, pp.2,8) call for “small payments and meals” to be included in transparency

initiatives for the pharmaceutical sector in Europe.

Nevertheless, the Austrian stakeholders justify payments for food and beverages:

Lunch or dinner invitations should be possible, we should not act like in the US
where you are not even allowed to buy someone a cup of coffee. Our code of
conduct regulation has proven effective.

(AT-1)

75 euros for a meal is not so high a sum to suffice to corrupt someone.
(AT-2)
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As well as physicians' unwillingness to disclose generally, this underestimation and
justification for de minimis gifts can be partly culturally explained, which is
demonstrated by preferring the cozy “Austrian way” to the overly strict, socially

undesirable American way.

In his critique of Dejong’s study, Pitts (2016, p.4) contends that there was “no
evidence of harm to patients caused by doctors and drug reps sharing a few slices of

“e

pizza” and that practices being “‘[glood for sales’ and ‘[glood for the public health’
are not mutually exclusive”. Moreover, DeJong’s study is “devoid of any data regarding
patient outcomes”, is based on the assumption that “pharmaceutical sponsored meals

are purely social gatherings in which no educational information is shared” and thus

“reduces complex prescribing decisions to a simple transaction” (Pitts, 2016, pp.4-5).

With respect to such “limitations” of DeJong’s study only showing a correlation and
not causation, Steinbrook (2017, pp.1753-1754) answers his own question as to
whether there would be “any need to prove a causal relationship between industry
payments to physicians and the prescribing of brand-name medications”, pointing out
that there would be no reason to “either expect or accept” industry sponsored meals
and that “in this situation, perceptions of conflict of interest are more important than

discussing whether there is an actual conflict of interest”.

Those who are in favor of promotional meals argue that there is no proof that they
do damage to patients - however, just because there is no evidence does not mean
that there is no harm and, on the contrary, there is no empirical evidence that
industry-sponsored meals have positive effects on patients’ health (Lo and Grady,
2017, p.1720). As a defending argument for monetary thresholds or the exemption

of food and beverage from disclosure, the “excessively burdensome” procedure of
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reporting is often mentioned, as well as the lack of necessity, since such transfers of

value would be “morally insignificant” (Grundy et al., 2018, p.516).

From a US doctor’s perspective, Cerfolio (2007, pp.1081-1083) requests a “healthy
interaction with the friends and colleagues from industry” since food would have a
“unique way of bringing busy, reclusive physicians—especially young physicians in
training—out in the open”. He considers such meetings “minor problems, if any,”, in
the doctor-pharma relationship and argues that industry, hospitals and the majority
of medical societies follow “strict guidelines to help govern these interactions”

(Cerfolio, 2007, pp.1081-1083) anyway.

Observing these guidelines, doubts arise whether they would be enough to regulate
the relationship: the Code of the “Pharmaceutical Research and Manufacturers of
America - PhRMA” (2008, p.4), for instance, declares:

“In order to provide important scientific information and to respect healthcare
professionals’ abilities to manage their schedules and provide patient care,
company representatives may take the opportunity to present information
during healthcare professionals’ working day, including mealtimes. In
connection with such presentations or discussions, it is appropriate for
occasional meals to be offered as a business courtesy to the healthcare
professionals as well as members of their staff attending presentations, so long
as the presentations provide scientific or educational value and the meals (a) are
modest as judged by local standards; (b) are not part of an entertainment or
recreational event; and (c) are provided in a manner conducive to informational
communication”.

“Modest meals” in the view of PhARMA (2008, p.21) are, for example, “sandwiches or

pizza”.

The American interviewees have a clear view of the underlying problem:

‘I had a $300 dinner at New York, that doesn’t affect me because I'm
independent’ - That’s them saying, ‘I’'m above being human, | don’t let human
things affect me’, and that’s kind of ridiculous.

(US-2)
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They give doctors who are uncertain about the newly introduced Sunshine legislation
a helpful piece of advice:
You do what everyone else in America does, you pay for your own lunch! You go
out there and buy your own dinner!
(US 3)
The practice of speaker programs is especially remarkable in this regard:
Doctors are being paid 2000 dollars to give a talk and all the other doctors there
are getting a free steak dinner and a bunch of wine to listen to this 35-45-minute
talk and then have a nice free dinner at an expensive restaurant.
This company was brilliant: they didn’t just do the talk, they would have some
kind of sports star, so someone who had been a hall of famer quarterback, great
hitter or whatever, these big-name athletes. They would show up there also and
then take a picture with the doctors. So, this doctor would get this picture with
this athlete who was this star athlete when he was a kid. So, it would be like you
going to some place to get a picture with Pelé or Maradona or someone like that.
Then what happens is, you get the picture, that’s a second opportunity for the
drug rep to then talk to the doctor because then he shows up later with the
picture to give to the doctor. So, the doctor is going to take time out of his day
to talk to the drug rep again because he wants the picture with Maradona, so
that’s how it worked.
(US 3)
Officially, according to the PhRMA Code (2008, p.10), speaker programs “may include
modest meals offered to attendees and should occur in a venue and manner
conducive to informational communication”. Until the amendments of the Code of
Medical Ethics of the “American Medical Association - AMA”, in 2016, the guidelines
for speaking programs said that when “educational meetings occur in conjunction
with a social event such as a meal, the educational component must have independent
value, such as a presentation by an authoritative speaker other than a sales

representative of the company” and “the meal should be a modest one similar to what

a physician routinely might have when dining at his or her own expense” (AMA, 2000,

p.3).

From social behavioral science, it is known that “positive feelings associated with

good food are projected onto the people and messages experienced while eating”
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(Katz, Kaplan and Merz, 2003, p.41). Sales representatives who “combine food with
flattery” are more popular, regardless of the content they impart, since eating
together promotes “cozier working relationships” which can help to overcome

professional barriers (Katz, Kaplan and Merz, 2003, p.41).

It is “not a charitable act” when the industry pays tremendous amounts to physicians
for food and drinks every year because, just as with other businesses, pharmaceutical
companies attempt to maximize profits and pay for meals with expected returns

(Steinbrook, 2017, p.1753).

The US policy maker shares this economic point of view:
These companies have a fiduciary responsibility back to their shareholders.
The way it works in America is that if you’re a company and you put a dollar
out the door you better make sure that you're getting some money back. The
companies are owned by shareholders, if the company spends money it’s
supposed to be expecting to get money back in return for that.
(US 3)
As Steinbrook (2017, p.1753) further observes, the number of physicians attending
industry events and listening to presentations would decrease if food and beverages
were not offered. It is clear that companies provide food and drinks in order to attract

more participants at promotional events and to boost sales (Steinbrook, 2017,

p.1754).

In short, sales representatives of pharmaceutical companies are trained in the use of

small gifts like meals, with the purpose of developing relationships with doctors and

influencing them to prescribe the promoted drug (Lo and Grady, 2017, p.1720).
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5.2.2.2. Types of payment in France

The French pharmaceutical industry sees the scope of the Bertrand Law in terms of
types of payment covered, as partly critical, and considers overreporting to be a
burden since the Bertrand Law lacks clarity in this respect:
Sometimes we think it’s too broad, in the sense that there’s a lot of room for
interpretation [of] what is considered to be reportable or not. | wouldn’t be
surprised if many companies with a presence in France are struggling with this.
Many of course tend to err on the safe side, if they are not sure they just disclose,
better to disclose more than what is needed than not enough.
(FR-1)
Prescrire (2013, p.374) recognizes the implications of an invitation for a meal and
characterizes it as an effective and influential gift, which is why even the cheapest

gifts - from the first euro onwards - should be declared by companies and thresholds

for disclosure should not exist.

5.2.3. Monetary thresholds for reporting: “All gifts large and small”®

As with the acceptance of meals, there are exceptions for complete types of payments

and there is no monetary threshold for disclosure in Austria.

Interestingly, there is a de minimis regulation in the EFPIA codes that is worth
mentioning. According to Article 1 of the EFPIA disclosure code (2014a), transfers of
value “such as items of medical utility ... do not fall within the scope of the disclosure
obligation”. Such items “aimed directly at the education of healthcare professionals
and patient care can be provided if they are ‘inexpensive’ and do not offset routine
business practices of the recipient” (Article 9 of the EFPIA HCP Code, 2014b). The term

“inexpensive” is defined by the member associations but “does not require to be

8 Katz, Kaplan and Merz (2003).
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defined per se as a monetary value” (EFPIA, 2015, p.3). Yet, the Austrian Pharmig has
not set a monetary value in its Code of Conduct (2015). Although passing on this
decision of setting a threshold to its members, EFPIA notes that examples of “items
of medical utility” may include “inhalation devices (with no active ingredient) and
devices intended to assist patients to learn how to self-inject” (EFPIA, 2015, p.4). In
response to a “frequently asked question” as to whether items of medical utility could
be “company branded”, the EFPIA (2015, p.4) states that its code “does not prevent
branding of items of medical utility” and that a “reasonable approach might be that if
items of medical utility are issued directly by a company, they would normally include

that company’s logo”.

Asked about the US (10 dollars) and French (10 euros) monetary thresholds as a model
for Austria, the representative of the Austrian government does not see an immediate
danger of being biased:

From what | know about the medical profession in Austria, | do not think a doctor
changes his behavior for 10 euros.
(AT-3)

The US policymaker, who was involved in the introduction of the US Sunshine Act,
does not consider this threshold a weakness of the legislation:

We were trying not to get ‘ticky tacky’, like every tiny thing they ever did with a

doctor. You have to have physicians interacting with industry, you can’t plant a

wall and say, ‘you can’t interact’. There was so much going on that it was out

of control, so we were just trying to slow it down. So, we were trying to make it

so that things would start to get reported but doctors shouldn’t be paranoid.
(US 3)

In contrast, the French pharmaceutical industry’s representative sees a question of
principle:
To me, to be honest, the threshold is so low that there aren’t many transactions
that are lower than that, so to me | think we are fully transparent even with the
10 Euro threshold. I'm not that concerned, but the principle of introducing a

threshold already goes against being fully transparent.
(FR-1)
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A monetary threshold thus seems to be a concession by policy-makers who are not
willing or able to introduce a zero tolerance policy, which would be the only consistent

and credible measure.

Prescrire (2013, p.223) asks an essential question about the threshold in the critical
work “The French Sunshine Act - False Transparency”, asking “why €10, when even
small gifts have been shown to influence the recipient, by eliciting goodwill and a

need to reciprocate?”

According to Katz (2003, p.39), it is presumed that “large gifts, such as extravagant
vacations, have the capacity to influence behavior, but gifts of de minimis monetary

value, such as donuts and penlights, do not”.

As shown by Lieb and Brandtonies (2010, p.394), among the “most commonly
accepted gift” in Germany, which has a comparable healthcare system to Austria, was
“stationery”, with 92% of doctors accepting this sort of small gift. The enormous
impact the acceptance of stationery had on “prescribed total daily doses and generics
was striking”, further illustrated by Lieb and Scheurich (2014, p.4) in their follow-up-
study, which concludes that this connection is another argument “against the
frequently-voiced assumption that advertisements in the form of office stationery

have no impact on doctors”.

Cerfolio (2007, p.1082) vehemently contests such a connection, appealing to his
medical profession colleagues’ “common sense”, asking “How many of us really
believe that the daily decisions we make to treat our patients are swayed by the
company’s logo on the pen in our pocket?” He warns that in case “we ‘refuse the pen

and notepad,’ the repercussions on future research and development” as well as the
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“impact on our patients” would be enormous and finally gives this advice: “So, ‘refuse
the pen and notepad?’ Of course not. We should accept them and be willing to discuss
our knowledge with local members of industry” (Cerfolio, 2007, p.1083). The AMA’s
and PhRMA’s codes can be regarded as sufficient, with Cerfolio stating that the
already implemented regulations “help monitor our interaction and keep us both

honest and ethical” Cerfolio (2007, p.1082).

On closer examination, however, these guidelines do not provide a solid framework.

Although the AMA sees itself as a “pioneer in turning physicians’ attention to the
ethical concerns posed by gifts from industry” (AMA Council on Ethical and Judicial
Affairs, 2013, p.1), which might stem from their policy “Gifts to Physicians from
Industry” issued as early as 1992, it took them until 2016 to amend its Code of
Medical Ethics, admitting that their policy “no longer represents best thinking with
respect to gifts to physicians from industry”. This update seemed necessary on the
evidence of clarifications added to the gift policy (AMA, 2000, p.9) explaining that “no
gifts should be accepted “if there are strings attached”, for instance “if they are given

in relation to the physician’s prescribing practices”.

Yet, simply the fact that advice has to be given on the question of whether it would
be appropriate for companies to “send their top prescribers, purchasers, or referrers
on cruises” (AMA, 2000, p.9) is revealing. The AMA Council on Ethical and Judicial
Affairs (2013, p.1) conceded that the importance of maintaining strong relationships
between the industry and medicine has been recognized in the past years, especially
in terms of research and innovation; however, it also acknowledged that caution
should be exercised “where gifts to individual physicians are concerned”, explicitly

citing Katz, Kaplan and Merz (2003).
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Under the title “Protecting Patients’ Interests & Public Trust”, the AMA Council on
Ethical and Judicial Affairs (2013, p.2) states that gifts from the industry “create
conditions that carry the risk of subtly biasing - or being perceived to bias -
professional judgment in the care of patients”, while at the same time proposing the
following provision, which finally entered into force as Opinion 9.6.2 in conjunction
with the Amendments to the Code of Medical Ethics in 2016:

“To preserve the trust that is fundamental to the patient-physician relationship

and public confidence in the profession, physicians should:

(a) Decline cash gifts in any amount from an entity that has a direct interest in

physicians’ treatment recommendations.

(b) Decline any gifts for which reciprocity is expected or implied.

(c) Accept an in-kind gift for the physician’s practice only when the gift:

(i) will directly benefit patients, including patient education; and
(ii) is of minimal value” (AMA, 2016, pp.16-17).

There seems to have been an effort to abandon the last variable, “not of substantial
value” (AMA, 2000, p.1), permitting “textbooks, modest meals, and other gifts ... if
they serve a genuine educational function” with the according definition by PhnRMA
(2008, p.12) of “$100 or less”. However, the amendment contradicts itself by allowing
gifts of “minimal value” (AMA Council on Ethical and Judicial Affairs, 2013, p.3),
obviously reviving the regulation that “individual gifts of minimal value are
permissible as long as the gifts are related to the physician’s work (e.g., pens and

notepads)” (AMA, 2000, p.1).

Social science research has revealed that, for the most part, gifts “associated with a
subtle implicit request” are “more likely to achieve compliance” than gifts that demand
an “explicit reciprocation” (Sah and Fugh-Berman, 2013, p.668). Many people think
that gifts of little value might not influence a physicians’ behavior and this view
reflects the “misperception that professionals consciously trade off the risk of bias
against the benefit of receiving the gift” (Sah and Fugh-Berman, 2013, p.668). Dana

and Loewenstein (2003, p.254) point out that “even small gifts can subtly bias how
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arguments are evaluated” and that they can be “surprisingly influential”. They argue
that the “sheer ubiquity of trinkets” given by sales representatives of pharmaceutical
companies is “evidence of their effectiveness” and ask the rhetorical question, “why

else would profit-minded companies continue to provide them?“.

To sum up, monetary thresholds for the disclosure of industry payments to physicians
undermine the goal of full transparency and should not be introduced when drafting

comprehensive and consistent Sunshine legislation.

5.3. Implementation of the law: Lobbies, delays and appeals

5.3.1. Implementation of the US Sunshine Act

Once the law was passed it was delayed in implementation by CMS, the Centers
for Medicare and Medicaid, for a couple of years, to the point where there had
to be a senate hearing to push CMS to implement it. In that implementation
process of getting the rules and regs of how to implement, there were loopholes
that had to be closed.

One of them was that the American Medical Association said that we want to
exempt any CME that we believe is certified from being transparent. | remember
at the meeting at congress saying, ‘that’s ridiculous. You mean it stays opaque
because you have certified it?’ So that didn’t get through, but they tried to.

(US-2)

Indeed, the US Sunshine Act has been “bedeviled by considerable implementation
problems” with a delayed rollout of the law and constant challenges in “data selection

and communication” so that data were collected by manufacturers from August 2013

and reported to government in March 2014 (Saver, 2018, pp.70-72).

5.3.2. Implementation of the French Sunshine Act

The main problem about the Bertrand Law is not with the law, it’s quite well
written, it’s quite comprehensive.
The problem is with the implementation, the decrees.

(FR-2)
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This view is confirmed by the Cour des Comptes (2016, p.21), which assesses the
Bertrand Law as a “set of coherent and ambitious measures” that is not without
shortcomings in the way it was implemented. Therefore, it has to be seen as an
“ambitious transparency provision with major weaknesses” (Cour des Comptes, 2016,

p. 21).

In order to evaluate the implementation of the French Sunshine Act, its complicated

administrative process must be examined.

The Bertrand Law (“Law No 2011-2012 on the Strengthening of Health Protection for
Medicinal and Health Products”) was specified in terms of reportable information,
modalities and timing of disclosure by “Decree No 2013-414 on the Transparency of
Benefits granted by Companies Manufacturing or Commercialising Health and
Cosmetic Products intended for Humans”, adopted on 21 May 2013 (Van Keymeulen

and Bénard, 2018, pp.1-2).

As a follow-up, the General Directorate of Health provided “further guidance” in an
administrative circular issued on 29 May 2013, clarifying particularly that the
requirement for disclosure “only applied to agreements with, and benefits granted to,
healthcare actors exercising their profession in France” and that "benefits" would not
include “remunerations” for services provided by healthcare professionals (Van

Keymeulen and Bénard, 2018, p.2).

This was immediately criticized, inter alia by Prescrire (2013, p.223), who spoke of
“backtracking on transparency” and that the French population had actually been
promised that the “Mediator disaster would represent a watershed”. The legitimate

prediction, “How easy it will be for healthcare professionals, patient advocacy groups,
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hospitals and the press, etc. to avoid transparency! And the most important links,
those with opinion leaders, who wield so much influence, will still be able to remain
in the shadows”, describes the contradiction in the rollout of the French Sunshine Act
(Prescrire, 2013, p.223). It can be argued that it was inconsistent to disclose, on the
one hand, the “price of a meal or air ticket” paid for a healthcare professional for the
travel to a conference organized by the industry, while, on the other hand, not
disclosing service fees paid to the same person as a speaker at the conference (Kadar,
2015, p.6). Moreover, the “Association for Independent Medical Training and
Information - FORMINDEP” and the “National Council of the Order of Physicians -
CNOM” alleged that “the last government had abused its power by trying to water

down” their own disclosure law (Casassus, 2016, p.552).

At the beginning of 2015, the French Administrative Supreme Court “Conseil d’Etat”
partially annulled the Decree and the administrative circular by request of FORMINDEP
and CNOM (Van Keymeulen and Bénard, 2018, p.3). What is most important in this
regard is that the court declared the provisions of the circular void, which excluded
remunerations from the category of “benefits” (Van Keymeulen and Bénard, 2018,
p.3). The court declared that remunerations are regarded as “benefits in cash” except
for “salaries received in the framework of an employment contract” (Van Keymeulen

and Bénard, 2018, p.3).

The physicians’ representative emphasized the successful effort of the medical
professional to actively oppose the government:

The decree implementing the law was not in line with the law. So actually, it was
portrayed as law and it was excluding the payments for service from disclosure,
which was totally contrary to the spirit of the law. The Conseil d’Etat requested
that the government would change decrees and that was changed in early 2016.
At last they just recognized that the decree was betraying the law and that was
quite an issue.

(FR-2)
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In its report on the Bertrand Law, the Cour des Comptes (2016, pp.12,36) summarized
that the core problem of the implementation of the French Sunshine Act is attributable
to an “overly restrictive” interpretation of obligations to disclose benefits granted by

companies.

In 2016, the government “repaired” the contested provisions of the Bertrand Law by
adopting Law “No 2016-41 on the Modernisation of the French Healthcare System”,
which “remedied” the Administrative Supreme Court’s concerns in so far as it
particularly requires reporting the “subject matter, date, monetary value, and direct
and indirect beneficiary of those agreements, as well as the remunerations paid in the
framework of those agreements” instead of solely disclosing the fact that an
agreement between a company and a healthcare professional exists (Van Keymeulen

and Bénard, 2018, p.3).

Finally, the introduction of the Decree “No 2016-1939 on 28 December 2016
regarding the Transparency of Benefits granted by Companies Manufacturing or
Commercialising Health and Cosmetics Products for Humans” provided clarifications
needed in order for the new transparency regime to be put into practice. That is,
despite requests from the industry about a higher monetary threshold, it was not
ultimately increased. Furthermore, for the disclosure of “remunerations in the context
of agreements,” it was set at 10 euros, equivalent to “benefits” (Van Keymeulen and
Bénard, 2018, p.4). Yet, a notable backlash is contained in the Decree in terms of the
way that reporting is due twice a year, instead of how it was in the regulation before,
which required reporting within 15 days after an agreement had entered into force

(Van Keymeulen and Bénard, 2018, p.4).
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On 27 March 2017, the revised transparency regime entered into force with the
publication of the new “Order on the Practical Functioning of the Transparency
Website”. On 16 June 2017, the General Directorate of Health published an
information note, which replaced the administrative circular of 2013 and provided
further instructions, inter alia on the reporting of the monetary value of and
remunerations under an agreement as well as on the new terms “'final beneficiary’ for

benefits granted in the framework of agreements” and “indirect beneficiary’ for

benefits granted outside of agreements” (Van Keymeulen and Bénard, 2018, p.4).

In its critical report on the implementation of the Bertrand Law, the Cour des Comptes
(2016, p.73) commented on Law “No 2016-41 on the Modernisation of the French
Healthcare System” describing it as the “second act” in the consequence of the
mediator scandal, which contains the possibility to provide the “full force” to the
original regulations of the law of 29 December 2011. The court (2016, p.73) predicted
that with the opening of the data, its reuse free of charge, and the disclosure of the
subject of the agreements (and, in particular, their amounts), an important step can
be made on the way to “resolving industry practice and ensuring the emergence of

independent qualitative expertise”.

To sum up, Kadar (2015, pp.6-7) considers the “chronology of the evolution” of the
Bertrand Law “quite erratic” because of the legal instability created, especially for
international companies required to “navigate through this challenging environment

and who may not be that familiar with the French legislative ‘adaptation’ process”.
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5.4. Databases: “Terribly made” or a “powerful tool”?

Presenting the information to be disclosed in a way that corresponds with the
decision-making of patients and enables them to understand financial relationships
between the pharmaceutical industry and physicians is not an easy task for policy-
makers as they face the dilemma of how a disclosure program can provide “all the
information actually relevant to the risk of bias” and “yet still be easily comprehensible

and readily accessible to the public” (Saver, 2018, pp.76-77).

5.4.1. Database in Austria

For Austria, the term “database” is misleading in so far as reportable payments “shall
be disclosed in German or English on a publicly accessible website for which the
pharmaceutical companies are responsible” (Pharmig, 2015). Article 2 of the EFPIA
disclosure code (2014a) allows for two options of disclosure “provided that they are
unrestricted and publicly available”, either “on the relevant Member Company’s
website” or “on a central platform, such as one provided by the relevant government,

regulatory or professional authority or body or a Member Association”.

Asked why the first option was chosen for Austria, the representative of the
pharmaceutical industry said that the reason was organizational effort:

If you centralize it, a platform within the association has to be created. That’s
quite a lot of work involving the employment of extra staff and it is redundant
as primarily the company has to pass on the data to the association and then
the association summarizes them on a publicly available platform - such
redundancy makes no sense.

(AT-1)
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In comparison, the French pharmaceutical industry’s representative mentions patient-
friendliness:
For EFPIA countries, the pharma company is obliged to put the reports on its
website. So, you would need to go to the website of all the companies, find the
name of the HCP that you're interested in and that will take you weeks, months
if not more.
(FR-1)
The Austrian approach was criticized for not being patient-friendly with the
consequence that in the joint project “Euros fiir Arzte [Euros for doctors]”, a group of
investigative journalists created its own comprehensive database in 2017 which
allows for queries on individual doctors or a particular hospital (Gartner and
Hametner, 2017). Differing from the year before, doctors who did not receive any
payment or rejected payment should have the possibility to disclose this fact to
patients within the initiative “Null-Euro-Arzte [Zero-Euro-Doctors]” since until then it
was not clear from Pharmig’s members’ disclosure if a doctor not mentioned therein

had not given his consent to disclosure or had not received any payment (Gartner,

2017).

The representative of the French pharmaceutical industry further analyzes the system
in France in terms of disclosure completeness by comparing it to self-regulatory
disclosure regimes:

Also, the ‘beauty’ | think between what is happening in France and the US and
most of the EFPIA countries, in France and the US there is a central system that
the public and media and whoever wants to consult can consult. They see all the
transactions with one HCP from different pharmaceutical companies and they
can also search from the pharmaceutical company what the pharmaceutical
company paid to different doctors.

So that’s fully transparent, you can search it from either way, it gives you all
the information, there’s nothing hidden behind the scenes.

(FR-T)
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5.4.2. Database in the US

The way that database was made, it’s just terrible. The company that made it,

it’s the same company that put together the Affordable Care Act website that

was a disaster.

(US-3)

What the US-policymaker hinted at is that “[rleminiscent of the botched launch of the
Healthcare.gov website in the fall of 2013”, there were similar technological problems
with the “Open Payments” database that resulted in a significant delay (Chen, 2015,
pp.364-365). The website enables patients to search for payments by several
categories and provides summarized data for download (Grundy et al., 2018, p.511).

Nevertheless, as with many other disclosure programs, the Sunshine Act “struggles

with inherent challenges in data translation and communication” (Saver 2018, p.76).

Before data should be translated, however, they should be accurate, which apparently
is not guaranteed. According to Hannon et al. (2016, pp.6-7), who conducted a study
on “Inconsistencies between Physician-reported Disclosures at the AAOS [American
Academy of Orthopaedic Surgeons] Annual Meeting and Industry-reported Financial
Disclosures in the Open Payments Database”, the public “must be aware of the 35%
inaccuracy rate within the database”. The study authors regard it as the “most
significant finding” that 35% of doctors had a discrepancy between their self-reported
financial relationships at the annual meeting of the AAOS and the relationships
reported by the industry and disclosed in the Open Payments database (Hannon et
al.,, 2016, p.6). Taking only those physicians into consideration who “should have
been listed in the Open Payments database based on their AAOS disclosures”, 89%
had a relationship that they reported to AAOS not disclosed in the Open Payments
database (Hannon et al., 2016, p.6). As for the setup of the Open Payments database,
its architects decided to make it “deceptively simple, omitting much of the relevant

background and important contextual information” (Saver, 2018, p.77). Payment
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reports show the respective company and recipient of the payment, the monetary
value and the type of payment so that patients cannot necessarily deduce the broader
context of the underlying financial transaction and may find it difficult to understand
where there is a higher risk of bias (Saver, 2018, p.77). Just because the end-user
knows that “consulting” was involved in the financial relationship between a doctor
and a pharmaceutical company amounting to a certain sum does not mean the
consumer is informed about whether the relationship is legitimate or whether there

is a risk of bias (Saver, 2018, p.77).

The American physician’s short comment on usability confirms this view:
I don’t think the CMS site is user friendly, it’s difficult to navigate.
(US-2)

The information disclosed in the Open Payments database is not provided “as
helpfully as it could be”, since the database does not correspond with the way patients
in need search for a physician, namely with the aspects of availability, timing and
distance (Young, Xie and Schmidt, 2018, p.115). The manner in which the Open
Payments database is set up, for instance in terms of how a payment is
“characterized”, rather than its amount, seems essential in the long run for the
comprehension and awareness of patients (Perry, Cox and Cox (2014, p.487). Crucial
for a patient’s perception is if their doctor gets paid to “travel to an exotic conference
location” or if he is “fairly compensated for contributing expertise to the research and
development of new drugs and medical devices”, with the effect that “trust in one’s

physician is bolstered or undermined” (Perry, Cox and Cox, 2014, p.488).

In their survey “Explore User Awareness of the Database and the Ease of Accessibility
to Disclosed Information”, Young, Xie and Schmidt (2018, p.114) found that while

transparency was apparently not really important to one third of respondents, even
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in view of possible bias in the prescription of drugs, 63.5% of respondents considered
it important to be informed about benefits like “dinners at fine restaurants or paid
lectures”. In addition, the study revealed that only 7.9% of the survey participants
knew of the database and only 1.5% had accessed it (Young, Xie and Schmidt, 2018,

p.115).

These figures correspond with the impressions of the US policymaker:
| don’t think that patients really care that much, | think it’s more people who are
experts in these areas who are trying to figure whose responsibility it is or try
and make sure that healthcare is done properly. They’re the ones who are

paying more attention to this.
(US-3)

It has to be acknowledged that the CMS has been trying to improve the Open Payments
database, while the states’ databases have been neglected in terms of user-
friendliness - yet, at both levels a requirement to increase patients’ awareness of the

disclosure platforms is missing (Ball (2016, pp.9-10).

This gap, which is similar to the Austrian initiative Euros for Doctors, is and can be
closed by platforms offering user-friendly search features, such as “Dollars for Docs”

by “ProPublica” or the even more current and comprehensive “MedFax” by “TruthMD”.

5.4.3. Database in France

As with the implementation of the law, the website’s launch was delayed as well. In

late 2013, an “implementing order on the practical functioning of the transparency

website” was issued which designated the “Minister of Health as the competent

authority” and defined practical arrangements for the functioning of the database (Van
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Keymeulen and Bénard, 2018, p.2). As a result, “www.transparence-sante.gouv.fr’ was

finally publicly accessible on 26 June 2014 (Cour des Comptes, 2016, p.65).

In terms of the website’s content, the representative of the medical profession in
France gives negative feedback. He regrets the fact that the doctors’ associations were
asked to give suggestions for the development of the website which were then not
taken into consideration:

If | were to judge this website, | think we did miss an occasion, an opportunity.
The ministry gave us some projects about the database and we told them this
was not working, this is not traceable, it’s really not user-friendly and so on. We
should use that unique identifier to merge all the data concerning one doctor on
one establishment or one company. Instead they did everything possible just to
make it something very unusable.

The good news is that we lobbied to have the database data in open data form.

(FR-2)

All French interviewees believe the database lacks user-friendliness:
There have been problems uploading information to the site, absolutely. | mean
we all understand the necessity to be transparent, we are more than happy to
collect the data. But if the effort to publish the data is that big, you sometimes

wonder why are we doing all of this?
(FR-1)

At the moment, the website as it is provided by the ministry is really difficult to
use, which is really a pity.
(FR-2)

'Transparence-Santé’ is not really user-friendly.
(FR-3)

The Cour des Comptes (2016, p.33) praised the US database for its usability with its
easily downloadable and analyzable statistics, which Transparence Santé did not
provide. According to the French physicians’ representative, no progress has been
made in this regard:

The data used for the transparency website cannot be used on a statistical level.

Which is usable on an individual level but if you want to make studies out of it,

it’s impossible.
(FR-2)
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Still, the Cour des Comptes (2016, p.69) was quite hopeful and stated that despite
the new and incomplete character of the database, the “abundance of information
already available reveals the power of the tool with respect to transparency and the
prevention of conflicts of interest”. With the title “Reinforced Transparency by the Law
of 26 January 2016”, the court noted that the database can be used for “complete
illustration” of financial ties between companies and healthcare professionals and

that, “as with ‘Open Payments’”, it will be possible to request the presentation of
statistics from the data on the site and to establish an annual activity report about
the site which can be communicated to the parliament (Cour des Comptes, 2016,

p.70).

However, as was the case with the exaggerated approval of the US database, the

optimism of the French Court of Audit seems not to have been justified.

Asked if there were efforts by the DGS to improve the database, the French physicians’
representatives responded:
I’'m afraid not. For them it’s not a priority at the moment.
(FR-2)

Yet again, civil society apparently has to compensate for a government’s negligence.
The French association “Regards Citoyen [Citizen Views]” made use of French
Sunshine Act data to better illustrate the financial ties between the pharmaceutical
industry and doctors in France. With their online initiative “Lumiére sur Sunshine [Light
on Sunshine]” they, among other things, visualize the dimensions of gifts and
agreements, rank the most “generous” pharmaceutical companies and shed light on

the influence exerted on the different types of healthcare professionals.
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5.5. Enforcement: “toothless” or rather a secondary source?

5.5.1. Enforcement in Austria

As Shurlock (2013, p.3590) points out, the effectiveness of the EFPIA disclosure code
depends on the application of “appropriate sanctions ... including fines and ‘name
and shaming’ tactics” in case of non-compliance.” A general critique of the
enforceability of self-regulative disclosure regimes in Europe is that “monitoring is

passive and based on receipt of complaints” (Fabbri et al., 2018, p.507).

It is the same in Austria: Article 5 of the Code of Procedure of the Pharmig Code of
Conduct declares that “anybody is entitled to file a complaint against a Pharmig
Member”, with the special provision that “if a complaint is brought against a Pharmig
Member by a non-member of Pharmig, the non-member must conclude a written CoC
Agreement with Pharmig on the relevant proceedings before the complaint may be

brought before the competent CoC Committee of Experts” (Pharmig, 2015).

This committee can impose the sanctions listed in Article 15 “in addition to the
admonition and the cease-and-desist order”:

- in case of a “serious violation, a penalty of not less than EUR 5,000.00 up to a
maximum of EUR 100,000.00”; a “violation is deemed serious if the company
concerned repeats the violation within 24 months or sets it against the Pharmig
Code of Conduct for the same reason”.

- “the violation may be publicly announced and the company concerned named in
a Pharmig publication”

- the “exclusion from Pharmig” (Pharmig, 2015).

Up to today, the respective Committees apparently haven’t had to deal with disclosure
violations:
If a complaint is filed against a company according to the Pharmig CoC because
of non-compliance with the disclosure obligations, an investigation must be

started. So far there has not been such a complaint.
(AT-1)
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Yet, Mantsch, Petersen and Wild (20164, p.7) already found irregularities in the first
reporting cycle and point out that in 2015 “cash-based benefits” were found for 69
out of 115 member companies of Pharmig, whereas 20 companies reported that they
“had not made any financial contributions” and the rest “did not provide feedback on
request’. In other words, there were no data available at all, not even a negative
report, from 26 companies in 2015 (Mantsch, Petersen and Wild, 2016a, p.7) and 16
companies in 2016 (Pharmig, 2017). Pharmig (2017) itself indicated about the
reporting period of 2016 that “out of 119 companies obliged to disclose transfers of
value under Art 9 of the Code of Conduct 74 are listed, 29 filed a negative report (no

transfers of value in 2016) and from 16 there were no data available”.

Asked why some companies file negative reports and others provide no data, the
representative of the Austrian pharmaceutical industry explained that
with 120 member companies, not all working in clinical research, 70% of the
member companies are SMEs, among them numerous purely being sales which
do not have a relationship with doctors.
As regards the reporting, there was a misperception. By now these companies
are asked to file a negative report to prevent allegations.
(AT-1)
Interestingly, Pharmig’s record of the 2017 reporting cycle sounds different in 201 8:
the numbers contain data from 58 companies which disclose their transfers of value

under Article 9 of the Code of Conduct. Another 23 did not have transfers of value in

2017.

However, TI-AC’s (2018) criticism of the “expected” stagnation of disclosure rates to
date, blaming the pharmaceutical sector for the circumstances of “only a few”
pharmaceutical companies in Austria complying with the Pharmig Code of Conduct,
is nevertheless going too far because sales companies indeed do not have transfers

of values to doctors.
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The Austrian government representative still considers the current sanctioning
mechanisms sufficient:
Despite all the alleged non-transparency, there are already mechanisms and
institutions - like the prosecution unit for corruption - to pick out the bad apples.
(AT-3)
In order not only to prosecute high-level corruption cases but also to generally
establish the compliance of pharmaceutical companies with their disclosure
obligations, the current self-regulatory regime does not offer any effective, deterring

mechanism, facing 42 cases in which companies did not report anything, without

even one negative report in the disclosure cycles of 2015 and 2016.

5.5.2. Enforcement in the US

Asked about the steps taken to date to evaluate the Sunshine Act's enforcement, the
American pharmaceutical industry’s representative points out an indirect effect:

You don’t see as many Sunshine Act enforcement actions as you would see with
the FCPA and other types of kickbacks. What | believe is, even though you may
not see a high level of Sunshine Act enforcement actions, | think it’s enveloped
and it’s part and parcel of what you see in others.

So, | don’t see it as people can just violate it and nothing happens. | think it is
part of the overall package of when an enforcement action is taken against the
company, it’s probably one of the things that’s considered.

(US-1)

There’s probably a lot of stuff happening that’s not coming out yet.
But often times the way these things happen is, there’s going to be a lawsuit
somewhere. As part of the discovery process they’re going to find out all this
money and the lawyers at the law firm are going to the database and they're
going to have one of their researchers go up there and go ‘Wow, we didn’t know
about this money’.
(US-3)
This is an effect which apparently is gaining momentum, according to Saver and
Dickerman (2017), who observe “[p]Jromising applications of Sunshine Act data by

secondary audiences”, as a “tool for regulatory enforcement” as well as a “resource

for litigation counsel”. As an example, Saver and Dickerman (2017) mention the “saga
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of Insys Therapeutics,” a pharmaceutical company marketing “Subsys”, an “opioid
painkiller intended for cancer patients” with “serious risks of addiction” that was
alleged of “indiscriminate prescribing of Subsys for a much wider range of patients”.
Investigations “gained momentum” after Open Payments data had revealed that Insys
“had been paying speaker fees, travel, meals, and making other payments to the
nation’s top prescribers of Subsys, several of whom had previously been disciplined
by state medical boards” (Saver and Dickerman, 2017). Another field of application of
Open Payments data is civil litigation, since lawyers have recognized Sunshine Act
data as “powerful evidence” (Saver and Dickerman, 2017). In 2014, for instance,
investors of Insys successfully filed a class action lawsuit explicitly referencing Open
Payments data, with the allegation that Insys “violated federal securities laws by
making misleading statements about and failing to disclose its marketing practices

for Subsys” (Saver and Dickerman, 2017).

Thus, it seems that the Sunshine Act itself is not fully enforced and non-compliance
with reporting is not sanctioned as necessary, which can be regarded as policy failure.

Nevertheless, serving as a second source, it has created added value.

5.5.3. Enforcement in France

The Cour des Comptes (2016, p.35) called the enforcement of the Bertrand Law a

sanctioning regime “widely deprived of effectiveness”.

In contrast to the US Sunshine Act regime, which is stricter, including sentences for
non-disclosure (not just for the voluntary omission of disclosure), the effectiveness of
the sanctioning regime of the Bertrand Law runs the risk of “remaining illusory, apart

from discovering incomplete or untrue data by luck” due to the lack of institutional
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control (Cour des Comptes, 2016, p.36). Furthermore, the Cour des Comptes (2016,
p.36) observed that there has been no investigation of alleged intentional false

disclosure because the public prosecutors were not informed.

The French physicians’ representative reveals what even a comprehensive law is worth
if it has no “teeth” - it will be disrespected, even after the Supreme Court’s decision
and legislative adaptions:

Regarding enforcement, one good point is this wide coverage of different actors,
because it limits the risk of the pharmaceutical industry circumventing the law
by using third parties by paying the doctors in other ways. So that’s working
somehow, not perfectly. And negative points, | should say that the industry is
not cooperating at all.
The problem is that the law was not designed to take sanctions with an amount
that would be sufficient to be coercive. What the companies risk is really peanuts
compared to what they pay to medical doctors. At the moment, what is declared
in the base is around 200 million euros per year and the fine they might risk is
peanuts really. So, they do not really have an incentive to abide by the rules. |
have to say that most of the companies do not abide by the rules at the moment,
especially regarding the remuneration of the contract of service. The payments
are not disclosed, most of them are not disclosed; it’s really exceptional that a
company is respecting the law.
There should definitely be higher fines, because when you compare it to the anti-
gift law - this one has much higher fines, a percentage of the turnover, it is quite
coercive and companies really have incentives to abide by the law. This time it’s
a flat rate that’s peanuts compared to the turnover of the companies, so they
don’t care about abiding by the transparency bills.
There’s another entity, which is ‘DGCCRF - Direction Générale de la Concurrence,
de la Consommation et de la Répression des Fraudes’ [General Directorate for
competition, consumer protection and prosecution of fraud] which is the branch
of the ministry of economy which is in charge of controlling all the breaches of
the anti-gift law and the transparency law. So, they could act because there are
loads of issues with the declarations made by the companies, the public data
and so on, so they could be sued for that.

(FR-2)
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6.

Impacts, Lessons and Desiderata: What Austria can learn from the US and

French Sunshine Act

6.1. From the pharmaceutical companies’ perspective

Asked about what impact the US and French Sunshine legislation has had on the

practices of the pharmaceutical industry, there seems to have been some kind of

change in terms of the everyday relationship to doctors:

Pharma has to be more careful approaching doctors. | mean they will find it just
silly, ‘why do | have to report a lunch of 20 dollars?’ - It’s not silly, it’s just that
you can'’t do it anymore.

So, a lot of the places now you can’t have reps in the clinics. They need to make
an appointment and be clear, they can see you in your office if they want to talk
about something or show you a new product or device or whatever. There’s no
longer this thing walking into an office, filling the counter with all these samples.
It’s not like that anymore, so on a practical level it has changed. | think on a few
levels there’s been an effect.

(US-2)

The French state agency representative provided an insight into the power of

pharmaceutical lobbying and into the current political will in France. He gave the

example of sales representatives’ visits (“visites medicales”) from the “Assistance

Publique - Hopitaux de Paris - AP-HP”, France’s largest hospital group with 39

hospitals and up to 9 million patients every year:

The Bertrand Law included some regulation about ‘visites medicales’ but there
has been very intensive lobbying by pharmaceutical companies to remove this
part from the law. The regulation included about what the CEO has enforced at
AP-HP, meaning you have to make an appointment, there has to be at least two
doctors at the appointment so that there is no one-on-one meeting etc.

The intense lobbying led to the regulation being transformed into an experiment
and this experiment never took off, it was just abandoned by the new
government.

So, it’s already very interesting to try and enforce the regulation at AP-HP level
and it’s been interesting to see that doctors were quite reluctant, pharma
companies as well. So, the CEO said that he wanted ‘visites medicales’ being
organized as | said and then put that in the internal policy of AP-HP. For sales
reps, there would be a contract signed by AP-HP with each company to say on a
practical basis how you would make your appointment etc.

He proposed then to the pharma representation which is called LEEM - it’s the
equivalent to EFPIA - that the contract would be signed between LEEM and AP-
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HP instead of signing the contract with each individual company, and there are

about 200 of them. LEEM tried to find some agreement about the terms of the

contract, but it failed because LEEM was very reluctant moving forward to sign

the contract. So now APHP has moved forward and signed contracts with

probably 100 companies, so we have individual contracts with each company.
(FR-3)

Worries, such as those expressed by Miseta (2015) when asking whether the Sunshine
Act reduces clinical research spending, do not seem to be justified given the current
situation, as the US pharma representative explains:

Research funds have been at their highest levels on the US base.
If you went and did research on the top 10 pharmaceutical companies’
pipeline[s] and look at the medicines that are still in development stages - either
stage one, stage two pre-clinical, stage three prior to being approved - there’s
record numbers of pipelines in the top ten portfolio.

(US-1)

6.2. From the physicians’ perspective

From a doctor’s point of view, it appears that awareness has increased and that there
has been a change of attitude in the US:

In the last 5 years, and with a lot of prosecutions, it’s becoming common talk at
meetings that these guys were all paid by the company they’re advertising.
That’s a big shift in attitude and that’s what | sense on a personal level among
physicians among the community at these meetings. So, | think that’s changed
the attitude a lot. | think it’s great because what you ultimately want is the best
products that stand the test of time, whether drugs or devices, to come out.
Having the scrutiny of whether they are industry-sponsored and just pushing
them or not | think is critical and it’s been very valuable.
(US-2)

When passing the law, we didn’t start at zero because before they even started

reporting the numbers, doctors knew that this was going to start being reported

and we were already hearing stories about ‘they wouldn’t take lunches anymore,

| don’t want dinners, | don’t want patients to know this stuff’. So, behavior was

already changing, so we don’t actually know what action was really ever going

on because people were already stopping some of this behavior ahead of time.
(US-3)

Yet, Chimonas, DeVito and Rothman (2017, p.9) discovered in their focus group study

that even though physicians appreciated the concept of transparency, they “disliked
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being the objects of scrutiny”. Physicians were not only “frustrated by technical
problems and data inaccuracies” but also skeptical towards “purpose, design, and
consequences” of the Sunshine Act, downplayed its relevance for integrity in
healthcare and even considered it as a “personal and professional threat to privacy
and reputation” (Chimonas, DeVito and Rothman, 2017, p.9). The study authors
believe that these attitudes are consistent with physicians being unaware of conflict
of interest issues and policies because the majority of the participants seemed
“unfamiliar with or unconvinced by the considerable scholarship on gifting,

reciprocity, and influence” (Chimonas, DeVito and Rothman, 2017, p.9).

Among their recommendations, Chimonas, DeVito and Rothman (2017, p.10) regard
it as CMS’ duty to

“minimize difficulties with the website registration and facilitate physicians’
appeals to correct their data”, since technical difficulties might also explain
“‘why physician participation in the Open Payments program has been
exceedingly low”.

“provide information on COI concepts and research. CMS should inform Open
Payments users about the considerable literature on gifting, reciprocity,
industry influence, and the vital role of disclosure and transparency in
managing COI”.

As for France’s doctors, the Bertrand Law might have changed their attitude a bit:
| have the impression that some doctors at least are a bit more reluctant to
attend some industry sponsored events or be invited by a sales representative
to a restaurant. | think they are a bit more reluctant now to being paid

something by the industry because they know it will appear in the database.
(Fr-2)

6.2.1 Prescribing practice

The US Sunshine Act has “moved the ball” in some ways, since the generated
information provides “even stronger evidence of correlation” because it is now

possible to compare payments by the pharmaceutical industry to a particular doctor
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with his or her prescribing habits (Saver, 2018, p.94). Just as DeJong et al. (2016)
found out in terms of paid meals, Fleischman et al. discovered that industry payments
are “associated with greater regional prescribing of marketed drugs among Medicare
Part D beneficiaries” (Fleischman et al., 2016, p.1). Also, Perlis and Perlis (2016, p.1)
concluded in their study that while the distribution and the amounts of industry
payments were different across specialties, the acceptance of payments was
“associated with greater prescribing costs per patient, and greater proportion of

branded medication prescribing”.

In their European comparative analysis of disclosure policies, Fabbri et al. (2018,
p.508) postulate that, similar to the Open Payments database, disclosure programs
should inter alia include a “unique identification number linking physicians’ records
across program years and, perhaps, to prescribing databases” allowing for
researchers to further investigate the association between payments to doctors by the

industry and prescribing quality and costs.

In France, no such correlation can be detected as of yet:
We have a structural problem and we’re working on it at the moment in France
- contrary to the United States - we do not have access to the prescription data.
So, at the moment we cannot link the effect of prescription with the effect of
marketing that we could follow through the database because we do not have

exactly the prescription data.
(FR-2)

6.3. What patients may think

The group that should profit from Sunshine legislation is, in accordance with the
lawmakers’ intention, the patients, but does the disclosed information make a

difference to them? The direct patient perspective could not be presented in this
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research by respective interviews so that the following impressions and evaluations
have to be seen with that caveat:
I think that now that people are starting to know that they can check their doctor
and that they can ask questions and say, ‘apparently you get royalties from this
total knee replacement’ and bring it up. - ‘Well yes I've done 20 years of research
for this total knee replacement, I’'m head of the biomechanics lab and so forth’
and this might build a certain trust. Or patients may find the answers not great,
they may not feel comfortable.
It’s their right to be comfortable, it’s not the doctor’s right to give them with
that sort of sacred doctor patient relationship to keep something secret from

them, it’s not right, it’s morally wrong.
(US-2)

It is quite helpful to release the information to the patient.

It’s easier than having no information and not being sure about what kind of

relationship their doctors have.

(FR-3)

In this context, Saver (2018, pp.79-80), points out that in order to be “truly effective”,
disclosure policies need to cater to the abilities and needs of the target group,
whereas the Open Payments program is “poorly designed for patients’ abilities and
preferences” and might not have a direct influence on the decision-making of patients.
The cost of searches in the database is a factor that may deter patients from using it,
since this is just another step in the many searches they have to do for the
arrangement of a treatment, such as finding a doctor available within the patient’s
insurance program or assessing the quality and cost of the treatment (Saver, 2018,
p.80). Moreover, timing of the disclosure might influence patients’ engagement in so
far as healthy patients may want to gather information on financial conflicts of the
interest of their physician, but already sick patients are probably more inclined to
ignore this information as they have to give priority to the treatment itself (Saver,

2018, p.80).
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6.3.1. Patients’ awareness

Originally, in France, the awareness of the public was inevitably raised because of
scandals like Mediator:
We have had a succession of health scandals.
Every time there are some conflicts of interest involved in the creation of the
problem or in the fact that the problem was not solved in time or was not
disclosed to the public or not enough. | think the general belief now is really
against conflict of interest of medical doctors and the approach of that kind of

relationship.
(FR-2)

Starting almost at the same point of time, the US and the French disclosure databases
could not yet attract the audience’s attention: effectively, the early Sunshine Act data
indicate that patients’ engagement with the information provided is rather poor as
“from September 30, 2014 to August 1, 2015, the Open Payments Database received
1.1 million page views from visitors” (Saver, p.80) while the French DGS (2017, p.14)
was proud to announce 259,946 visits on the transparency website in 2016, which
means an increase of 145.3% in comparison to 2014. With the latter being accessible
from June 2014, this self-praise by the DGS cannot be taken seriously, even less when
there have not been efforts to advertise the database or educate citizens about
conflicts of interest, simply lacking political priority, as interviewee FR-2 mentioned

above.

In their national survey about “Public Awareness of and Contact with Physicians who
Receive Industry Payments” Pham-Kanter et al. (2017, p.4) explain that despite the
“extensive contact” respondents had with doctors who received payments from the
industry, there was limited public awareness of such financial ties. In total, 45% of
interviewees said that they know of industry payments to physicians, 12% were aware

that information on payments was published and publicly available and only 5% of
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survey participants answered that they knew their own doctor had or had not received
payments (Pham-Kanter et al., 2017, p.4). Pham-Kanter et al. (2017, p.5) also found
that twice as many respondents (66%) saw physicians who were sponsored by the
industry in states that had not published data on payments than in states that had
made data public (34%). In order to raise patients’ awareness of financial ties between
the industry and physicians, they recommend to policymakers that the CMS
establishes a “one-stop shop website” where industry sponsoring is displayed
together with other information about healthcare providers, and then requires

physicians to inform their patients about the website (Pham-Kanter et al., 2017, p.7).

The US physicians’ representative is already optimistic:
The Sunshine Act is going to bring more access by consumers, easily and
directly. That’s what’s going to happen. They’re given a recommendation to go
see a doctor because their friend said while they’re going there they checked to
see is he a paid consultant for some company.
(US-2)
In their systematic review, Licurse et al. (2010, p.675) describe that it is the patients’
belief that financial ties “influence professional behavior and should be disclosed”.
Patients “largely want to know” about physicians being paid by the industry, although
“fewer believed that disclosure would affect their decision-making” (Licurse et al.,
2010, pp.679-680). However, while they want to find out about conflicts of interest,
patients might not be prepared to do so, despite the assumption of the Open
Payments database that patients tend to “engage with and search the database on

their own and can ask follow-up questions to their physicians later” (Saver, 2018,

p.81).

The US Sunshine Act implementation illustrates thus the main difference, valid for all
disclosure programs, between accessibility of information and the actual use of this

access by patients (Saver, 2018, p.81).
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6.3.2. Usability for patients

Asked if patients having accessed the databases are at all able to draw conclusions
from the disclosed data, the interviewees partly differ in their evaluation of usability:

| think they can because if as a patient you check if only to know how many times
the medical doctors have been wined and dined by the industry and how much
it may have influenced his prescriptions. There you can see the data, that’s quite
easy to find. The problem is more if you want to make some studies, large
national studies about the impact of these links with public health costs, that’s
impossible.

(FR-2)

I don’t think that a patient is able to judge what is behind the numbers that
they see.
Just for an example, if a patient earns 40,000 euros a year him or herself and
sees that this general practitioner is receiving 20,000 euros from different
pharma companies collectively, that would probably give a weird feeling to
that patient. Like ‘wow, he’s earning half my salary that I’'m being paid a year’
,and the patient doesn’t know what is behind that amount of money. So, it
takes someone who is familiar with relationships between pharma industry
and HCPs to understand what is behind the numbers. Such a person will be
able to say 20,000 to me looks kind of reasonable but when that person sees
100,000 he may say, ‘that’s a no go’.
(FR-1)
Zuger (2017, p.1748) is skeptical towards the benefits for patients arguing that the
“meaning behind the numbers still remains elusive” and asking, “Are lavishly
compensated physicians just shills for the pharmaceutical industry? Or are they simply

well-paid advisers, innocent experts in their fields?”.

For Armstrong and Freiberg (2017, p.1744), the simple declaration of company names
is not enough for patients to “understand how the financial interest may affect their
care”, because they would need additional information on the drugs the company
produces and how those could have an effect on their clinical care. Providing this
additional information, though, can result in patients being overwhelmed with the risk

that it does not affect their decision-making (Armstrong and Freiberg, 2017, p.1744).

67



Similarly, Gorlach and Pham-Kanter (2013, p.320) assume that it appears difficult for

«

the public to distinguish between “‘good’ research payments (i.e., those used to
contribute to the knowledge base and increase innovation) and ‘bad’ research
payments (i.e., those used to finance low-quality projects that are used primarily for
marketing)”. Hence, with even more transparency, patients may not be clear on the

meaning and consequence of the disclosed information and its therapeutic and

financial implications (Saver, 2018, p.101).

Sunshine has to be “filtered through the lens of a capable, motivated intermediary” in
order to “have a real disinfecting effect”, Rosenthal and Mello (2013, pp.2052-2054)
note, requesting to activate ““learned intermediaries’, such as health insurers”. They
consider the “Securities and Exchange Commission (SEC) reporting Requirements” a
useful counterpart as its target group, despite the reports being publicly available,
are “institutional investors” and “financial analysts” who have the knowledge, time and
motivation to go through the information and foster compliance of SEC-reporting
companies, with the result that “well-functioning financial markets thus offer a
mechanism through which disclosure protects investors and deters corporate
missteps” (Rosenthal and Mello, 2013, p.2054). Rosenthal and Mello (2013, p.2054)
suggest that, accordingly, health insurers in the role of learned intermediaries for the
Open Payments data can take “physicians’ involvement with industry into
consideration in network design decisions” and eventually designate as “‘preferred’
those physicians who receive no money from industry”. Health insurers have an
“economic incentive to discourage relationships that promote the use of expensive
drugs” and their “financial power, and their active surveillance” could lead to
“eliminate physicians’ perceptions that payment reports are inconsequential because

no one is looking” (Rosenthal and Mello, 2013, p.2054).
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In the view of Young, Xie and Schmidt (2018, p.115), with the help of “meaningful
contextualization of payment data” and “linking to physicians’ database entries
directly from professional portals”, both the “validity of patients’ consent” and
“physicians’ reflection” on financial conflicts of interest could be significantly
improved. Acknowledging that the Open Payments database was “redesigned to
provide national and specialty means”, revisions have to allow for comparisons not
solely nationally, but also within states and regions, the “more typical boundaries for
patients’ physician searches” (Young, Xie and Schmidt, 2018, p.115). Furthermore,
Young, Xie and Schmidt (2018, p.115) consider it “imperative” to improve access to
the database with the “most appropriate strategy”, namely to embed Open Payments
data in the typical searches of patients by adding hyperlinks on doctors’ professional

websites to their Open Payments data.

The education of patients about financial conflicts of interest must be on the agenda
of the government and can be driven by initiatives such as ProPublica’s “Dollars for
docs” and procedurally included in the enrollment for insurance or registration for the
healthcare system (Armstrong and Freiberg, 2017, p.1744). Thacker, Kesselheim and
Campbell (2014) propose that the “medical community” should help patients to
understand and correctly interpret the financial relationships, instead of criticizing
the Open Payments database. They plead for a conversation started by patients and
propose, inter alia that they should ask their doctor about the subject of the financial
transaction and be wary about doctors often being invited as speakers for the

promotion of a drug (Thacker, Kesselheim, and Campbell, 2014).
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6.4. Taking stock of the Sunshine policies in the US and France

While the US respondents are predominantly positive, ...

If I had to raise my hand and vote on something, | would vote on it had a positive
effect, it has definitely had a positive effect.
(US-1)

The US Sunshine Act is a work in progress, like any law. | think it’s really starting
to take effect now, but to believe that when a law gets passed that all of a sudden
it’s either a success or failure is an opinion of an uneducated person about how
these things work. The Sunshine Act was enacted just a few years ago and, so
far, people are learning about bias in medicine. You go to the meetings now and
people are more aware, particularly us, since a lot of news has gone into these
databases.
The public finding these things out is beneficial. Other doctors being more
skeptical of every new device that comes out just because it's new doesn’t mean
it’s good. Each year, 30-40 new devices and medications are pulled off market
by the FDA, that’s not mentioned a lot either.
So, overall, | think it is a success, it’s becoming a success, it’s making society
more aware. It’s a work in progress though, you can’t decide if something is a
failure or great within a year or two. | don’t think it’s a failure at all, | think it’s
on its way to becoming more and more successful.

(US-2)

... the French interviewees are extremely critical:
The problem is at several levels, the law is not coercive, the industry is not
interested, and the administration and the government are really not pushing

the industry to abide by the law.
(FR-2)

This critique of the French Sunshine regime is widely shared: there are complaints
about the “erratic evolution of the law, which has the potential to negatively impact
the healthcare industry in France” (Kadar, 2015, p.6). Furthermore, it may be doubted
that the Cour des Comptes (2016, p.65) will uphold its optimistic prediction that the
database Transparence Sante, despite its incomplete character, appears to be a tool

with “abundant potential to regulate conflicts of interest in the healthcare field”.

As regards the US disclosure policy, Saver (2018, p.67) concludes that “one clear

lesson from the Sunshine Act is that inherent implementation challenges, such as data
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identification and translation, can seriously undermine transparency as a regulatory
tool”. Furthermore, he states that there are “considerable doubts whether the law will
significantly impact decision-making of primary audiences such as patients and
physicians”, despite the acknowledgement that the Sunshine Act has created value

added by offering information about doctor-pharma relationships (Saver, 2018, p.67).

Thacker, Kesselheim and Campbell (2014) point out that “despite some flaws with the
Open Payments rollout”, the United States was the first country to systematically
publish information about industry payments to physicians and, therefore, is in
“uncharted territory, which makes it hard to say how this information will affect
medicine”. Disclosure by itself is promising but will not be sufficient in “making
medical decision making more unbiased”, so that patients should start to ask their
doctors about their financial relationships, and the members of the medical
community should be open for this dialogue (Thacker, Kesselheim and Campbell,

2014).

6.5. Policymakers: light on, deal done?

Grundy et al. (2018, p. 516) note that the debate around the Sunshine policies in the
US and France “seemed to imply that, simply by ‘letting the light in’, regulators have
performed their required duty when it comes to managing conflict of interest”. In
France, supporters of the policy did not specify how exactly disclosure of industry
payments to healthcare professionals could help to evade another public health
scandal in the future (Grundy, 2018, p.515). The French Sunshine Act rather seems
to have appeared as a “palatable political solution” which would allow the government
be seen as “responsive to public concerns” and healthcare industries to be seen as

“credible and compliant while avoiding actual regulation of their marketing activities”
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(Grundy, 2018, p.515). As Bernard Debré, physician and Member of Parliament, puts
it: “Conflict of interest remains rife, the pharmaceutical lobby is as powerful as ever,

and doctors and patients are still under-informed” (cited in Casassus, 2016, p.550).

The French doctors’ representative confirmed this negligence by French politics:
Our minister of health, she was asked about the level of this transparency
database and the way it was not implemented by most of the industry. She
bluntly replied that it was not her business at the moment.

(FR-2)
The “father” of the US Sunshine Act, Senator Grassley (2017), said the following about
the Open Payments data release 2017:
“I've been asked whether it’s possible to measure the success of the sunshine
database. We know that doctors continue to receive the research payments they
use for patient benefit, just as they did before sunshine. There’s no way to know
how many questionable payments were never made because someone didn’t
want to disclose them. If sunshine has deterred questionable payments while
letting doctors continue to act for patient benefit, then it’s a success.”
Yet, Grassley (2017) also had to admit that there had been “attempts to get rid of the

sunshine requirements”, which shows that it takes persistence to gain transparency

in the sense of constant enlightening rather than simply letting the sunshine in.

7. Conclusion: Constant enlightening and coalition building

As regards Austria and its experience with disclosure of payments to physicians, it
can be concluded that, despite an ambitious initiative, industry self-regulation has not
proven effective. Now is the time for Sunshine legislation in Austria, but - in the light
of the comparative analysis of the US and French Sunshine Acts - attention has to be
paid to several aspects before proposing such a law. The lessons to learn from the US
Sunshine Act have been the subject of extensive discussions by practitioners as well

as scholars, whereas gaps in legal analysis and academic research on the effects of
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the French legislation were identified in the course of this thesis and call for further

study.

If legislation is to be drafted, it should be comprehensive and oriented towards the
French model. Loopholes, such as the US exceptions of covered recipients like nurses
or of types of payments like meals, should be avoided. However, the French legislation
has its flaws as well: imposing a monetary threshold for reporting cannot be
considered a consistent policy. The various stakeholders should be involved and able
to participate as early as the law-making process and, later, in the implementation
process. If this had been done in France, it might have been possible to accept the
French physicians’ proposals for the implementation of a better functioning and user-
friendly database. With respect to the design and functionality of databases however,
further research could be conducted, as Saver (2018, p.98) suggests in the field of
“determining the hard to find sweet spot between financial conflicts disclosure that is

engaging, accessible, and understandable but also accurate and sufficiently detailed”.

The example of France shows that a comprehensive law is not worth much if it is
badly implemented, not driven by political will and not enforced. In comparison, the
US drivers, like Senator Grassley, at least credibly commit to the strategy and demand
progress, because, as regards the development of transparency policies, it is not
enough to “let the Sunshine in” once - it needs constant enlightening in the form of
political commitment and communication. If political will is lacking, it could be
encouraged or compensated by means of coalitions with initiatives, e.g. ProPublica,
TruthMD, Regards Citoyen, or already existing Austrian projects, e.g. “Euros for
doctors”, since “social action coalitions are essential to any strategy for broad-based,

sustained reform”, with a goal to “unite elites and civil society in a multi-faceted
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program of reform, deepening and rewarding political will while strengthening civil

society” (Johnston and Kpundeh, 2004, p.3).

Concluding with a view from each of the three scrutinized countries, this seems to be
the near future for sunshine policies, with the need also for the coalition members to
responsibly handle and use the disclosed data:

| think that the platforms will be consulted by anti-corruption authorities,
government institutions and publish all the information that they find like the
media are doing. That slowly but steadily will reach the patients so that they get
an expert opinion on what is disclosed instead of drawing conclusions
themselves.

(FR-1)

| think the main issue is going to be in the media. There’s stories coming out all
the time where you see people are using this information to figure out what some
doctor is doing. Stories are coming out every week and no journalist would be
able to do that stuff if that law has not passed, they wouldn’t be able to figure
any of this stuff out. If it’s not that then it’s like the attorney, the law
enforcement that’s trying to track some of this stuff.

(US-3)

By all means, all payments should be disclosed, but comments on disclosed data
should be fair. Not every payment should be regarded a potential bribe.
It is counterproductive to criminalize the volunteers. If the media pick out
examples and criticize amounts of payments without knowing which service was
provided, well, that is unfair and will achieve the opposite, meaning that there
will be no more volunteers.
(AT-2)
Public awareness raising, constant explanation by the stakeholders of the necessity
of cooperation in doctor-pharma relationships and the potential legitimacy of

payments, education offered to healthcare consumers and critical but fair media

coverage could make an “Austrian Sunshine Act” a successful policy.

In summary, Austria should introduce Sunshine legislation, but it should be aware
that it is not enough to just “let the Sunshine in” once, but rather that constant
enlightening in the form of political commitment and communication as well as

coalition building is essential needed.
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Appendix: Interview guide

Potential conflicts of interest
Do you think there are different interests of doctors and pharma?
Do you see potential conflicts of interest of doctors in the doctor-pharma relationships?
Do you think it is necessary to diminish such conflicts of interest?
What do you consider necessary to diminish conflicts of interests?

Need for transparency
Is it necessary to enhance transparency in this relationship?
How can such transparency be increased?
Does disclosure of payments help to create such enhanced transparency?
How can transparency be increased otherwise?

Means for transparency and their effectiveness
Do you think legislation is necessary or self-regulation by the pharmaceutical sector is
sufficient?
Has the current regime of payment reporting proven to be effective in order to increase
transparency?
Have you witnessed a change in the regulatory climate of the relationship between doctors
and pharma?
Were there changes in the conduct of pharma companies with doctors?
Have you witnessed a change of awareness among pharma representatives and doctors?
Has the current regime had any effect on medical practice/research/continuous medical
education (conference visits etc)?

About the pros/cons of the respective legal framework (self-regulation vs legislation)

Self-regulative:
Is it well publicized?
Is it used/complied with?
Is it explicit enough?
Is its scope broad enough?
What would you regard as vital components of the legal framework?
Does it have loopholes?
Is it feasible?
Is there any obstacle for legislation?

Legislation:
Is it well publicized?
Is it used/complied with?
Is it explicit enough?
Is its scope broad enough?
What would you regard as vital components of the legal framework?
Does it have loopholes?
Is it feasible?
Is there any obstacle for legislation?
Is it enforced?
Should there be stricter sanctions?

Future Role of the respective stakeholders
What are first/next steps in legislation?
What will be your contribution to enhanced transparency?
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