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THE SUN SHINES ON EUROPE

P

harmaceutical companies employ a wide range
of promotional activities to increase medicines
prescription rates and maximise their profit. Some
of the strategies companies use to influence healthcare
professionals include the provision of hospitality
to attend events, free meals and gift-giving. At the
same time, healthcare professionals might be part of
companies’ advisory boards and receive speaking fees.
At the core of the issue around these types of activities is
the reality that financial conflicts of interest raise serious
concerns about the objectivity of medical research and
the commitment of healthcare professionals to patients’
best interest [1].

In recent years, several countries have enacted laws to
increase the transparency of financial relationships
between the healthcare industry and providers. In 2010,
after more than ten years in the making, the United
States (U.S.) adopted the Physician Payments Sunshine
Act (‘’Sunshine Act’’) as part of the Affordable Care Act
[2]. The Sunshine Act was implemented to allow patients
to make better-informed decisions about healthcare
professionals and treatment, and deter inappropriate
financial relationships that may lead to increased
healthcare costs [3]. Under these rules, manufacturers of
drugs, medical devices, biologicals or medical supplies
participating in federal healthcare programs have to
report direct or indirect payments or other transfers
of value of $10 or more to physicians and teaching
hospitals. This data is submitted to the Open Payments
program, managed by the Centers for Medicare and
Medicaid Services. The first reporting period covered
the last months of 2013 and the results were published
on the Open Payments website in September 2014. The
U.S. Sunshine Act also mandates companies to report
certain ownership interests held by physicians and their
immediate family members. There are some exemptions,
including: meals offered at large conferences, product
samples, independent certified and accredited
continuing medical education, and educational materials
that directly benefit patients [4]. Failure from companies
to comply with reporting requirements may result in
penalties of up to $1,000,000 [5].
European Union (EU) laws regulating pharmaceutical
promotion [6] do not include any provisions like those
found in the U.S. Sunshine Act, but some Member States
have adopted these rules in their national legislative
framework. Following the Mediator (benfluorex)
scandal, France adopted a new health law in December
2011 with specific provisions to increase the transparency
of relationships between the industry and healthcare
providers [7] [8]. This information was firstly disclosed at
the end of 2013 on companies’ websites and at the site of
the French National Medical Council (reporting period
2012) [9]. As of June 2014, disclosures have been available
on a centralised database managed by the Ministry
of Social Affairs and Health [10]. These reporting

requirements apply to a range of industries. For example,
companies producing or marketing medicines, medical
devices, cosmetic products and breast milk (milk banks).
Covered beneficiaries are healthcare professionals and
representative associations, students, medical centres,
universities and patient organisations amongst other
stakeholders. Those consulting the centralised database
can find certain information about agreements entered
into between companies and providers and the value
of cash or in-kind benefits valued at €10 or more.
However, an implementing decree exempted companies
from reporting the actual fee for services provided to a
given beneficiary. In 2015, following a complaint from
civil society groups, the French Council of State ruled
that this type of information also needs to be published
[11] [12]. According to a new decree issued at the end
of 2016, companies will have to report all granted fees
of €10 or more and, with respect to agreements, report
some additional information such as the precise subject
matter of the contract. These new requirements should be
applied by no later than 1 July 2017 [13]. In general, noncompliance by companies with disclosure requirements
may result in fines of up to €225,000 and additional
sanctions (e.g. suspension of business activities).
Similar legislative initiatives have been implemented
in other EU countries. Portugal adopted mandatory
Sunshine Act rules in 2013 [14]. At present, information
on subsidies, grants, sponsorship, occasional consultancy
fees and other benefits granted by the pharmaceutical and
medical devices industries can be viewed in a centralised
database managed by Infarmed, the Portuguese National
Authority for Medicines and Health Products [15]. In
this case, reporting requirements apply to both donors
and beneficiaries* (e.g. healthcare professionals and
representative organisations, medical centres, patient
organisations). A minimum reporting threshold of €60
applies (or €25 if the transfer of value was made before 6
October 2014).
Other examples of EU Member States with legislative
Sunshine Act provisions are Greece, Romania, Latvia
and Denmark [16] [17]. Disclosure requirements in
Denmark have been in place for several years and were
expanded at the end of 2014 [16] [18]. Since then, both
pharmaceutical and medical devices companies have
to forward an annual report to the Danish Medicines
Agency (DMA) with details of proprietary pharmacists,
doctors, nurses and dentists with whom they have
had a professional affiliation (either with or without
remuneration) the year before. This group of healthcare
professionals are also obliged to notify the DMA of their
professional affiliation with a company, or even to seek
prior permission depending on the type of activity (e.g.
participation in advisory boards) and they have to specify
remuneration received.
Based on the notifications
received from these healthcare professionals, the
DMA publishes on its website information about

*The new Decree-Law 5/2017 – which extends the transparency requirements to the medical devices industry – has replaced beneficiaries’ duty
to notify Infarmed about received benefits (double-notification system) by their obligation to proceed to validate the information submitted by
companies. These changes were applied in February 2017.
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the type of affiliation and the value of the remuneration
received [19]. Information on ownerships (e.g. shares) is
also available. In addition, a larger group of healthcare
professionals and certain professionals engaging in the
buying and selling of medicinal products and medical
devices shall notify the DMA if they receive payment
for expenses (sponsorship and hospitality) relating to
activities taking place outside Denmark and this is also
published on the website in a different register [19].
In Romania, pharmaceutical companies are also
mandated by law to declare sponsorship and other
benefits provided to healthcare professionals and
organisations to the Ministry of Health and the National
Agency for Medicines and Medical Devices (AMND)
[16]. Reporting obligations also apply to beneficiaries.
At present, declarations from sponsors for the 2014
reporting year are available on AMND’s website, as well
as declarations from sponsors and beneficiaries for the
2015 reporting year [20]. Greece also passed a new law
at the end of 2014 that includes provisions to increase
the transparency of financial relationships between the
pharmaceutical industry, healthcare professionals and
healthcare organisations. The law mandates disclosure
on companies’ own websites and on the website of the
National Organisation for Medicines [16]. Following a
2016 opinion from the Greek Data Protection Authority,
at least three companies have reported publishing
transfers of value executed in 2015 to healthcare
professionals on an aggregate basis [21] [22] [23]. At
present, disclosures are available on companies’ websites.
Latvia also adopted legislative reporting requirements
in 2014. Pharmaceutical companies submitted to
the Health Inspectorate of Latvia the first reports on
transfers of value to individual healthcare professionals,
associations, foundations and healthcare institutions
that were made in 2015. The information was published
in March 2016 on the Health Inspectorate’s website [17].
In other EU countries, disclosure is primarily
managed through self-regulation. The Netherlands is
a special case amongst these countries, as it involves
a self-regulatory approach with some government
involvement. In 2009, the then acting Minister of Health
initiated talks about the establishment of a system
similar to that of the U.S. Sunshine Act. The parties
involved expressed a preference for self-regulation and
the rules on the disclosure of financial relationships
ended up being implemented by the Foundation for
the Code of Pharmaceutical Advertising (CGR) in 2012
[24]. The CGR is a multi-stakeholder, self-regulatory
organisation comprised of pharmaceutical industry
and healthcare provider associations. The centralised
payments database was set up with financial support
from the Dutch Ministry of Health and is managed by
the Transparency Register Foundation (established at
the initiative of the CGR) [25]. Information on certain
transfers of value from the pharmaceutical industry has
been publicly available since 2013. The CGR code sets
a very high threshold amount: companies only have
to report financial support when it exceeds €500 per
beneficiary, per calendar year. Reporting requirements
also apply to beneficiaries, although it was agreed

that the main responsibility to report to the register
the financial relationships entered into within the
Netherlands lies with pharmaceutical companies [25].
Information on transfers of value from the veterinary
industry has been available in the registry since 2014
and from medical devices companies since 2016.
In June 2013, the European Federation of Pharmaceutical
Industry Associations (EFPIA) adopted a Code on the
‘Disclosure of Transfers of Value from Pharmaceutical
Companies to Healthcare Professionals and Healthcare
Organisations’ [26]. The Code mandates EFPIA
national member associations to transpose the rules
into their own codes (in full, except where its provisions
are in conflict with national laws and regulations).
The deadline for the first disclosures was at the end of
June 2016 (reporting year 2015). The EFPIA Code says
that disclosures have to be done on companies´ own
websites or ‘’on a central platform, such as one provided
by the relevant government, regulatory or professional
authority or body or a Member Association…’’ [26,
p.6]. Companies have to report support provided
to healthcare organisations (e.g. donations, grants,
sponsorship, hospitality and fee for service) and to
healthcare professionals (e.g. hospitality and fees for
service). EFPIA encourages companies to seek recipients’
consent to individual disclosure (not applicable to
transfers of value related to research and development
activities, which are reported in an aggregated way).
While some national industry associations had already
introduced self-regulatory provisions to enhance
transparency of financial relationships several years ago
(e.g. in Sweden and the United Kingdom to a certain
degree), the EFPIA Code has expanded disclosure
practices in Europe. The EFPIA initiative might be
more relevant in countries with non-existing disclosure
rules or less ambitious self-regulatory provisions, but
less in those countries where there have been legislative
developments on disclosure.

Expected benefits of Sunshine Act rules
Several studies examining data from the Open Payments
program in the U.S. and Medicare Part D prescription
data have revealed connections between the receipt
of industry support and prescription patterns more
aligned with commercial interests than with patient
interests. A study from ProPublica, published in
2016, found that physicians in five common medical
specialities who accepted industry payments in 2014
were two to three times as likely to prescribe high rates
of brand-name drugs compared with others in their
speciality [27]. Amongst those who received payments,
the group receiving larger payments had on average a
higher brand-name prescribing rate. Another analysis
of almost 342,000 physicians from 12 specialties with
documented payments in the Open Payments program,
revealed a relationship between the level of payment
and the level of prescribing costs per patient. Similar
associations were observed regarding the proportion
of brand-name prescriptions written for patients [28].
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Likewise, DeJong et al (2016) found that receipt of
industry-sponsored meals was associated with an
increased rate of prescribing the brand-name medicine
that was being promoted [29]. This is possible because
information on the type of drug being promoted is
available on the Open payments database. All of these
studies indicate an association between the provision
of financial assistance to healthcare professionals and
their prescribing habits. These patterns are strongly
suggestive of causality, although more research is needed.
Besides helping to uncover the extent of financial
relationships between the industry and healthcare
providers and their impact on prescribing patterns,

Sunshine Act rules can serve as a deterrent. Indeed,
transparency can help to dissuade healthcare professionals
from entering into inappropriate relationships that could
negatively affect clinical practice and increase healthcare
costs. Patients can also use information on payments to
make more informed decisions on healthcare professional
choice and treatment [3]. The extent to which this
happens will partly rely on the comprehensiveness of
Sunshine Act initiatives. Although this paper has not
addressed, in detail, the initiatives mentioned above,
some initial conclusions can be drawn, and general
recommendations issued, with the purpose of ensuring
that Sunshine Act initiatives are implemented in ways
that maximise their potential.

General recommendations for more effective Sunshine Acts
1. Adopt a comprehensive legislative approach towards
the disclosure of financial and professional relationships
Under self-regulation, pharmaceutical industry
associations or multi-stakeholder organisations
(representing a group of affected sectors) develop their
own codes and put in place procedures to respond
to complaints [30]. Self-regulatory bodies are, in
principle, responsible for ensuring that members are in
compliance with the rules and that corrective measures
and sanctions are applied as needed. A study of selfregulation of pharmaceutical promotion in Sweden
and the United Kingdom (UK) between 2004 and 2012
found that a total of 46 companies were ruled to be
in breach of the industry code for a serious offence at
least once in the two countries combined, and seven
companies were in serious violation more than ten
times each [31]. There was little indication of deterrence,
with charges incurred by companies equivalent to only
0.014% and 0.0051% of annual sales revenues in Sweden
and the UK, respectively. The authors concluded that
‘’the prevalence and severity of breaches testifies to a
discrepancy between the ethical standard approved by
companies and codified in industry codes of conduct
and the actual conduct of the industry’’[31, p18].
It is important to note that self-regulation by the
industry brings an intrinsic conflict of interest in and
of itself, whereas governmental action predominantly
focuses on public health outcomes. Instead of
relying on self-regulation, the EU and Member State
governments must take the lead and enact mandatory
rules for the disclosure of relationships between
the healthcare industry, healthcare professionals,
healthcare organisations and other entities working
in public health (e.g. patient associations). Disclosure
rules should be applicable to all the industries operating
in the healthcare sector (pharmaceutical and medical
devices industries) and with a potential for detrimental
effect on public health (e.g. nutrition, cosmetics).
Disclosures should be in a searchable, centralised
database managed by the government.

2. Mandate disclosure of transfers of value on an
individual level
Evidence shows that all gifts–big or small–create feelings
of reciprocity and self-serving bias, which negatively
influences prescribing practices [32] [33]. To allow for
an accurate overview of the extent of industry influence,
companies should report any transfer of value (direct
or indirect), regardless of its worth. At a minimum, the
database should display the value and type of support
provided (e.g. grant, gift, hospitality, fee for service),
the name of the company’s product or products that
are being promoted and some general information
about agreements entered into between companies
and beneficiaries. Since there is a public interest in
disclosure, consent by beneficiaries to publish the data
on an individual level should not be required. This is
already the case in countries such as France, Portugal,
Denmark, Romania, Latvia and The Netherlands. The
contrasting option involves putting in place an optout clause, which allows for incomplete disclosure. In
the United Kingdom, for example, the Association of
the British Pharmaceutical Industry reported in 2016
that 70% of healthcare professionals who allowed their
details to be disclosed received less than 50% of the
total amount of money paid. This means that those
who received the highest payments from the industry
preferred to remain anonymous [34]. Clearly, opt-out
clauses are inconsistent with the intent of transparency.
Another recommendation that we make is to offer
beneficiaries the opportunity to review the data. In the
case of a disagreement with the company, the data can
be marked as being disputed in the database. In any
case, reporting deadlines must always be respected.
3. Improve monitoring and compliance
Governments must actively monitor compliance with
reporting requirements. The main responsibility of data
disclosure must lie with the industry, but governments
should also encourage and facilitate reporting from
beneficiaries so that the data can be cross-checked. Noncompliance by companies with reporting requirements
should result in the application of effective sanctions
that deter future offenses.
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Transparency not an end in itself
Although transparency of professional and financial
relationships between the healthcare industry and
healthcare professionals is important, it cannot be
perceived as an end in and of itself. Exposure to
information from pharmaceutical companies negatively
affects prescribing and professional behaviour, with
potentially detrimental effects on patient health. Stricter
regulation of pharmaceutical promotion is therefore
needed. In addition, it is important for healthcare
professionals to better understand the implications of
companies’ promotional activities and to know how
to critically appraise promotions in ways that ensure
good clinical practice. Education on pharmaceutical
promotion and conflicts of interest should be adequately
addressed in the medical curriculum and in continuing
medical education.

To further capacitate healthcare professionals and
medical students, Health Action International has
published the following educational guides: ‘Fact
or Fiction? What Healthcare Professionals Need to
Know about Pharmaceutical Marketing in the European
Union’ (2016) and ‘Understanding and Responding
to Pharmaceutical Promotion: A Practical Guide’,
published in collaboration with the World Health
Organization (2009). More information about our work
on pharmaceutical promotion can be found on our
website: http://haiweb.org/what-we-do/pharmaceuticalmarketing/guides/.
Overall, a multi-faceted approach that combines robust
regulation with education is the best way forward
for ensuring that financial relationships between
pharmaceutical companies and healthcare practitioners
do not affect prescribing habits or have negative health
outcomes for patients.
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