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Abstract

Objectives: To examine the accessibility and quality of drug company payment data in
European countries with different approaches to disclosure.

Design: Comparative policy analysis of payment data disclosed by drug companies, industry
trade groups, and public or public-private authorities.

Setting: 37 European countries.

Participants: European Federation of Pharmaceutical Industries and Associations, its
national trade group and drug company members; eurosfordocs.eu, an independent
database integrating company payments from seven countries; public and public-private
authorities managing payment disclosure.

Main outcome measures: Regulatory approaches to payment disclosure (self-regulation,
public regulation, mix of the two); data accessibility (format, structure, searchability,
summary statistics, downloadability) and quality (range of disclosed information, payment
aggregation, inclusion of taxes, recipient or donor identifiers).

Results: Of 30 countries with self-regulation five had centralised databases, of which only
one, Disclosure UK, had considerably higher data accessibility and quality than others. In 23
countries with self-regulation, disclosures were published as PDFs on individual company
websites, preventing members of the public from being able to understand payments
comprehensively. Eurosfordocs.eu had greater accessibility than any industry-run database
and integrated between 56% and 100% of the value of payments in countries with relevant
data available. Nevertheless, eurosfordocs.eu shared key quality shortcomings with the
underlying industry data, including ambiguities in identifying payments and their recipients.
Of 15 countries with public regulation or a mix of self- and public regulation 13 had
centralised databases, which had widely ranging accessibility and quality, and some of the
same shortcomings as industry-run databases. The French database, Transparence Santé,
had clearly the highest data accessibility and quality, also exceeding that of Disclosure UK.

Conclusions: Payment disclosure itself does not equal transparency. Without improving the
transparency of payment data, it cannot be used effectively to investigate conflicts of
interest. Some improvements quality are easily achievable while others will require major
regulatory change.

Strengths and limitations

e We investigate the quality and accessibility of drug company payment disclosure
data in 37 European countries.

e We use a set of measures relevant for countries with industry self-regulation, public
regulation, and a combination of the two.

e We present our results as a “heat map” showing the least and most problematic
aspects of payment data accessibility and quality.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

One key limitation is that that we did not quantify some aspects of the accessibility
and quality of payment data.
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1. Introduction

Conflicts of interest (COls) can bias healthcare research, practice, education, and policy.'3
The last decade has seen a global trend towards addressing concerns about COls by
publishing drug company payments to the healthcare sector.*2 It is best exemplified by the
US Sunshine Act, establishing Open Payments, a database which has triggered extensive
research on payment distribution,® 1% and its links with drug prescription!! and cost.1?13
Open Payments increases transparency of COls by enabling cross-checking information
collected by professional organisations,'* conference organisers,'® and scientific journals.®
It also aids investigations into undue influence or corruption by helping identify unusual
payment patterns.l’ 18

Unlike the US, in most European countries payments to healthcare professionals and
organisations are disclosed via industry self-regulation, managed by the European
Federation of Pharmaceutical Industries and Associations (EFPIA) and its national trade
group members.*® Only a few countries, including France, Portugal and Latvia, regulate
payment disclosure using government regulation.*® Notwithstanding regulatory approaches
taken in specific countries, payment distribution has only been mapped separately in the
UK?® 20 and Germany,?! and comparatively in the UK, Germany, Sweden, Switzerland, Italy,
Ireland and Spain.2??2 However, France is the sole country where relationships with
prescription have been investigated.?

Limited payment data scrutiny has detrimental impact on transparency. Notably, corrupt
relationships identified via official investigations pertaining to Greece,?* Poland and Russia?®
might have been revealed earlier by examining payment patterns, following the US’
example.l” 18 Similarly, discrepancies in payments reported separately by companies and
some healthcare providers?® and commissioners?’ in England suggest that many
organisation-level COls remain undetected, potentially also elsewhere in Europe.

The likely reasons behind the limited research on payment data are its low accessibility and
guality. Regarding accessibility, a study using a convenience sample of nine European
countries has found that of six countries with self-regulation five lacked centralised payment
databases.* The dispersal of disclosures on multiple drug company websites has been
identified as an obstacle in examining payments in Germany, one of the countries from the
EU sample.?1 28 A recent independent initiative by “activist data scientists” seeking to
enhance accessibility of payment data involved creating a database called eurosfordocs.eu.
Drawing on the example of a similar database in Germany,?! eurosfordocs.eu integrates
data disclosed separately by many companies in countries pursuing self-regulation.??2°
Contrastingly, of the four countries pursuing government regulation alone or in combination
with self-regulation three had databases integrating payments reported by all companies.*

A related aspect of low accessibility — both in countries with self-regulation and government
regulation —is the user interface.* Of the six European countries with self-regulation only
Disclosure UK, the database run by the Association of the British Pharmaceutical Industry
(ABPI), was judged as user friendly.* However, of the three databases in countries with
public regulation or a mix of government and self-regulation the Dutch and Portuguese
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databases were described as “partially” user friendly, while the French was deemed “not”
user friendly.* Importantly, challenges in the interface of the French database were only
addressed by an independent platform called eurosfordocs.fr, stimulating several high-
profile journalistic investigations into COls.30-32

Data quality is the second problem potentially constraining disclosure-based research.
However, it has only been examined in countries pursuing self-regulation. For example,
analyses of Disclosure UK revealed inconsistencies in reporting of payment values and
recipients,’®2° compounded by the absence of unique recipient identifiers.33 Yet these
issues have not been addressed in the newest edition of the ABPI’s Code of Practice, which
governs payment disclosure by its member companies.3* Similar shortcomings, including
duplicate entries, were identified in German data,?! indicating that they might characterise
self-regulation more broadly.

Therefore, important gaps exist in our understanding of the accessibility and quality of
European payment data. First, ongoing debates on the introduction of public regulation in
some countries® suggest that the only comprehensive European overview of approaches to
payment disclosure® might have missed key regulatory developments, potentially with
implications for data accessibility and quality.

Second, the EFPIA Code of Practice (hereafter: EFPIA Code),?® sets some common
requirements for data accessibility and quality, but it is unclear how closely they are
followed in practice by its member trade groups. Existing research suggests that although
some trade groups only meet the minimum standards (e.g. by publishing data on their
websites), others might exceed them (e.g. by creating centralised databases).* The need for
establishing a comprehensive European pattern of compliance with EFPIA’s self-regulatory
rules regarding payment disclosure is underscored by studies of self-regulation of drug

marketing in Sweden and the UK suggesting failure to meet some of its own key promises.3
36

Third, while some shortcomings of data quality have been identified in the independent
database integrating payments made by companies in Germany,?! no similar evaluation has
been undertaken in relation to eurosfordocs.eu, the largest database of this kind in Europe.

Fourth, regulatory approaches in many European countries have escaped scrutiny* and
therefore it is unclear whether payment data reported in these countries shares the
strengths and weaknesses identified elsewhere. Consequently, although some aspects of
government regulation, such as full disclosure by individual health professionals, have been
demonstrated as superior in relation to self-regulation,*® we cannot conclude definitively
whether this is reflected by payment data accessibility or quality.*

Finally, criteria used to evaluate data accessibility and quality need to be expanded and
refined, as some of them, such as “user-friendliness” have attracted a contrasting appraisal

of the same disclosure database by other expert commentators.*3’

The dearth of comparative research on the accessibility and quality of payment disclosures
has important practical implications. Crucially, it means that most European countries are
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likely to develop their government regulation in isolation, and the limited policy learning
and diffusion risks repeating mistakes made by others or not sharing effective and efficient
solutions. Notably, most countries brought in relevant government regulation around when
the Sunshine Act was introduced in the US and the self-regulation was adopted in Europe
and much fewer have adopted it recently.* Similarly, EFPIA has only recently started
collecting summary statistics from countries pursuing self-regulation, without, however,
covering accessibility or quality.38

We have two objectives. First, to identify regulatory approaches to drug company payment
disclosure in European countries, including specific arrangements for making payments
available to the public. Second, to examine the accessibility and quality of payment data
disclosed via self-regulation, integrated within eurosfordocs.eu, and disclosed via public
regulation.

2. Methods

2.1. Data collection

2.1.1. Identification of regulatory approaches

To identify regulatory approaches to payment disclosure in Europe, PO and LM first
identified available peer-reviewed English-language research on the regulation of drug
company payment disclosure. To this end, we searched Scopus using the terms “Sunshine
Act”, “Open Payments”, as well as “European Federation of Pharmaceutical Industries and
Associations” and “EFPIA” combined with “disclosure”. We applied the same terms in the
Google search engine to identify “grey literature”, including non-peer reviewed reports.

Second, PO and LM conducted iterative searches on websites dedicated to industry
payment disclosure, including EFPIA’s website, the websites of its national trade group
members, and industry transparency initiatives. We also examined the country profiles
published by MediSpend3?® and the websites of four major companies with presence across
Europe (Amgen, GSK, Merck Serono and Bayer) providing access to company disclosure
methodologies reflecting local regulatory requirements. Finally, we considered the websites
of public or public-private authorities which the previous steps identified as involved in
regulating payment disclosure.

Third, PO surveyed industry trade groups and public or public-private bodies regulating
payment disclosure (Online Supplement 1). The first round of standardised questions was
emailed in mid-November 2020, followed up by reminder messages in late December 2020,
asking recipients to provide answers by the end of the 15t week of January 2021. Of 34
approached pharmaceutical trade groups 17 replied. Of those, 14 answered at least some of
the questions, while the remaining ones sent holding messages. Of 13 approached public or
public/public-private bodies ten replied. Of those, six answered at least some of the
guestions, three sent holding messages, and one redirected us to another institution.
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2.1.2. Data on accessibility and quality of payment disclosures

First, in countries with self-regulation of payment disclosure, we considered industry codes
of conduct, reports, press releases, trade group websites and industry-run databases.
Second, LM and PAJ generated observations when collecting data from individual company
websites for the purposes of creating eurosfordocs.eu, as detailed elsewhere.?2 Third, in
countries with disclosure regulated by public or public-private bodies the data included
relevant legislation, the websites of bodies managing payment disclosure, and disclosure
databases. Fourth, in both countries pursuing self-regulation and public regulation we
considered responses from our email survey. Finally, in countries covered by
eurosfordocs.eu we also collected — for verification purposes — national-level summary
statistics published by EFPIA, industry trade groups, and survey responses from the trade
groups.

2.2. Data analysis

2.2.1. Confent analysis

Most of the source material, including industry codes and legislation, was available in
English. If this was not the case, we translated it to English using Google Translate and
Deepl.com. We clarified any linguistic issues by cross-checking with other online sources and
consulting with relevant national bodies and colleagues with language expertise.

The regulatory approaches were coded deductively building on an earlier categorisation
which distinguished countries pursuing government regulation, industry self-regulation,
government regulation existing in parallel to self-regulation, and a mix of the two
approaches.* We modified this categorisation in light of new regulatory developments, such
as the 2016 decision by the Spanish Data Protection Agency*® making payment disclosure by
healthcare professionals compulsory without introducing new government regulation.??
Specifically, we replaced the “government regulation” category with a new one called
“public regulation”, comprising government regulation and “regulatory intervention”
understood as decisions by data protection agencies.

For the most part, we coded the data deductively. Codes relating to data accessibility were
developed based on a categorisation used in earlier comparative European research.* Codes
relating to data quality were also developed deductively using earlier research findings2° >
and observations involved in creating eurosfordocs.eu. Inductive coding was only applied in
relation to the types of disclosed information and company techniques of decreasing data
accessibility as we lacked a pre-existing code list.

The data was coded by PO. We validated the results of the coding by discussions within the
research team and resolved any differences by agreement. In developing our analysis we set
the characteristics of disclosed data against recommendations from the EFPIA Code. This
was not necessary in relation to government regulation or regulatory interventions as they
did not introduce any optionality.
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2.2.2. Descriptive statistical analysis

As eurosfordocs.eu involved data extraction using disclosures published by individual
companies and industry trade groups we estimated the match between the database and
the underlying data by comparing the value of payments calculated in specific countries
using eurosfordocs.eu with national-level summaries obtained from industry sources.

2.2.3. Outcome measures

We had one outcome measure denoting a regulatory approach to payment disclosure in
each country — self-regulation; public regulation pursued either as government regulation or
regulatory intervention; a mix of self-regulation and public regulation. As we considered
whether self-regulation and public regulation were pursued in parallel, some countries were
coded as having both self- and public regulation.

The measures of accessibility and quality reflected the heterogeneity of the forms of
payment data presentation. The basic measure of accessibility applied in all countries was
whether it was disclosed on a centralised database or multiple websites. In addition, for
countries with centralised databases, we created a “heat map” of accessibility and quality
measures to aid data synthesis and interpretation (Table 1).
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Table 1 The heat map of measures of accessibility and quality of payment databases.

Database format

Database structure

Database searchability

Summary statistics

Downloadability

Range of disclosed information

Aggregation of payments

Inclusion of taxes

Unique identifiers

Measures of payment data accessibility

Higher accessibility
How is the database published (e.g. PDF, XLS,
CSV, embedded within websites)
Does the data from all companies follow a
single template consistently?

Can the database be searched? If so, can
database searches be carried out without
data users providing any additional
information?

Does the database offer users the possibility
of generating real-time, dynamic data
summaries based on selected database
characteristics?

Can the database be downloaded as a single
csv or Excel file for further analysis?

Webpage or XLS

Yes

Yes

Yes

Yes

Measures of payment data quality

Higher quality

What information is included in relation to

donors, recipients and payments?

Are payments reported individually (i.e. all
payments have separate entries in disclosure
documents) or are they aggregated on an Yes

annual basis (e.g. per recipient and/or
payment category)?

Webpage or XLS

Is it clear whether payments are reported Unclear
inclusive or exclusive of any taxes?
—do reported donors or recipients have
unique identifiers?

All donors or recipients
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Image-based PDFs
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No
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No

Lower quality

Image-based PDFs

No

Single rule

No unique identifiers
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On top of the measures included in Table 1 we had one additional measure of quality
related to eurosfordocs.eu given its nature as a database derived from payment disclosures
published by drug companies and industry trade groups. Specifically, we examined how
closely it matched the value of payments reported in industry data.

Finally, in countries pursuing self-regulation without centralised databases we examined
whether industry trade groups created gateways leading to disclosure documents. To
further illustrate challenges in data accessibility in these countries we also generated lists of
examples of, first, deviations from the data presentation format recommended by EFPIA
(called “EFPIA disclosure template”?8) and, second, the ways of presenting payment data
which decreased its accessibility. As these problems were clearly widespread and serious we
did not measure them quantitatively; instead, we documented their nature and implications
for data users.

2.3. Ethics

This study did not require a full ethics approval as no individual payment data was
processed. The study’s ethical implications of this study were approved via a peer ethics
review process at the Department of Social and Policy Sciences, University of Bath in April
2016.

2.4. Patient and public involvement

We did not involve patient groups or the public. Our policy recommendations seek to
increase public engagement with payment data by enhancing its accessibility and quality.

3. Results

We first map the regulatory approaches to payment disclosure in Europe. We then examine
the accessibility and quality of payment data published by pharmaceutical companies and
trade groups under the EFPIA Code. Subsequently, we consider industry data integrated
within eurosfordocs.eu. Finally, we analyse data disclosed within public regulation.

3.1. Mapping regulatory approaches to payment disclosure

We identified self-regulation in 30 countries (Online Supplement 2). Of those, in all but two,
industry trade groups adopt the provisions of the EFPIA Code?®4! as EFPIA members. In
addition, while the Luxembourgish trade group is not an EFPIA member, its member
companies also disclose payments following the EFPIA Code. Also, the Danish Denmark
trade group developed self-regulation covering “grants and donations” to hospitals,*? which
is separate from the EFPIA Code. In 22 of the 30 countries, self-regulation is the sole
regulatory approach, while in the remaining 8 it functions in parallel with public regulation.
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We found public regulation of payment disclosure in 12 countries, taking the form of
government regulation, while in Greece, an additional regulatory intervention took place in
the form of an interpretation of the government regulation by the Data Protection Agency.*?
Only in France, Portugal and Turkey public regulation is the exclusive regulatory approach,
while in the remaining 8 countries self-regulation exists in parallel. In 4 of these countries
(Denmark, Lithuania, Romania, and Slovakia), self- and public regulation cover different
donors, payments or recipients, whereas in the remaining ones (Estonia, Greece, Hungary
and Latvia) donors, recipients and payments disclosed via public and self-regulation may
overlap.

Self- and public regulation are combined in four countries. In two of these countries, public
regulation takes the form of government regulation (Belgium and Finland) or and in two
other — regulatory intervention (Spain and the Netherlands). Specifically, Belgium regulates
payment disclosure via a “Sunshine Act” but the interpretation of its key provisions has
been left to betransparent.be, a multi-stakeholder platform involving industry and
professional organisations,** 4> which also runs the Transparency Register integrating
company disclosures. 4647 In Finland, the Medicines Act stipulates that drug companies
“must keep available for public review” a list of all payments to “associations in the fields of
medicine and health care” %8 but in practice the disclosure takes place following the EFPIA
Code.

In Spain, public regulation involves an intervention by the Data Protection Authority*®
confirming that the publication of named payment recipients does not require recipient
consent.?? Like in Belgium, disclosure is managed by companies following the EFPIA Code. In
the Netherlands, payments are disclosed using self-regulatory rules developed by the
Foundation for the Code for Pharmaceutical Advertising. Like in Belgium, the central
platform involves multistakeholder collaboration, in this case between the industry and
healthcare providers.*® However, state authorities triggered the policy debate on payment
disclosure and, having considered self-regulation preferable to public regulation, they lent it
financial support and monitor its performance.>?>! Like in Spain, the Dutch Data Protection
Authority confirmed that recipient consent is not required.>!

3.2. Data disclosed via self-regulation by pharmaceutical companies and

trade groups

We were able to collect information on accessibility and quality of payment data in 28 of the
30 countries pursuing self-regulation. Regarding data accessibility, the EFPIA Code allows
companies within each country to disclose payments either on a centralised platform or
individual websites.?® However, only 5 trade groups have established databases for all
companies, including four countries following the EFPIA Code and one drawing on its own
Code of practice (LIF in Denmark).

The most frequent problems identified across all the industry databases were the lack of
summary statistics or donor or recipient identifiers. However, the databases differed
considerably, with Disclosure UK, run by the ABPI displaying decisively the highest overall
accessibility, while the one managed by the Hellenic Association of Pharmaceutical
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Companies (SFEE) — the lowest (Table 2). The differences in data quality were lower, with
the SFEE database having the highest, and the Irish database, the lowest data quality.
Overall, Disclosure UK had the highest combined data accessibility and quality, while the
SFEE database — the lowest.
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Table 2 Accessibility and quality of drug company payment data disclosed via centralised industry datab
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In 23 of the remaining countries with self-regulation, disclosures were published on
individual websites for each company. In 18 of these countries, trade groups have created
gateways to these websites, as recommended by EFPIA.?8 Nevertheless, without explicit
guidance from EFPIA on the electronic format of disclosure documents in countries with or
without gateways disclosures published on company websites were typically PDFs,
minimising possibilities for searching through and integrating data from different
companies. In addition, some companies presented data without strictly following the
EFPIA-recommended “disclosure template”?8, which, again, impeded possibilities for cross-
company comparisons (see Online Supplement 3 for examples of these deviations). Some
firms apparently manipulated data presentation further, for example, using low-resolution,

image-based PDFs, which prevented any searches (see Online Supplement 4 for a summary).

Given the problems identified above, assessing the quality of payment data was practically
impossible in countries without centralised databases. Therefore, we do this in the context
of eurosfordocs.eu, a database covering drug company disclosures made in countries
pursuing self-regulation (Ireland, Italy, Germany, Sweden, Switzerland, and the UK) or a mix
of self-and public regulation (Spain).

3.3. Industry data disclosed integrated within eurosfordocs.eu

Eurosfordocs.eu clearly had data accessibility superior to the industry-run databases (Table
2). While the Irish and UK databases were also searchable, eurosfordocs.eu offered many
customisable queries using combinations of involving donors and recipient names and
payment categories. 2 It was also the only database offering (customisable) summary
statistics allowing users to explore the data further. In addition, beyond Disclosure UK it was
the only downloadable database for further analysis.

A specific consideration regarding the quality of data included in eurosfordocs.eu is how
closely it matches the underlying industry disclosures. Complete data extraction was only
possible in the UK and Ireland, two countries with centralised industry-run databases (see
Online Supplement 5 for summary data extraction statistics). Elsewhere data scraping
prioritised the 20 largest donors known from the countries with complete data; more data
was scraped whenever formats used by companies made it possible.?> Nevertheless, except
for Spain, a country with a high proportion of image-based PDFs hindering data extraction,
the resulting dataset closely matched the industry’s summary country-level data®3 (Table 3).
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Table 3 Estimation of the comprehensiveness of industry payment data extracted for eurosfordocs.eu (%)1@
5 8
Q o
Total value of payments reported in  Total value of payments extracted Diffe@nq;é Difference as a share of
Country? industry summary data (€m)%3 to eurosfordocs.eu (€m)% 3 (€§1) o industry summary data (%)°
GERMANY 629 499 1%;) § 21%
IRELAND 35 35 ®53 0%
SWEDEN 90 82 &30 9%
N
SWITZERLAND 167 155 12 %; 7%
SPAIN 601 337 2645 44%
UK 619 611 &35 195
2o
270
— Only countries covered by both eurosfordocs.eu and available national-level summary data generated by mduét y®rade groups are included.
— Sources of national-level summary payment data. 3 S

e Germany,> Spain,>® Switzerland®® — publicly available pharmaceutical industry summary data published b‘zgtherpharmaceutical industry trade

—

groups. = 2
e Ireland — a combination of an Europe-wide report published by EFPIA3® and email communication with thB Iri gm harmaceutical industry trade
group. >7 (5 g
e Sweden — email communication with the pharmaceutical industry trade group. 2 %
e The UK - calculations based on data obtained from Disclosure UK, the centralised database of industry pa g e%ts run by the Association of the
British Pharmaceutical Industry.*® 3 E
— All payment values in non-euro currencies were converted to euros based on the average yearly exchanged ra %’g Bublished by the European Central
Bank 8 S
— The source of payment values reported in this column are centralised pharmaceutical industry payment databg % Ireland and the UK) and payment
reports covering payments made by individual companies (Germany, Spain, Sweden and Switzerland). g =

— All payment values in non-euro currencies were converted to euros based the exchange rate obtained from tlgp Cﬁ’rrencyConverter 39 a Python library
for exchange rates.

— Some of the difference between the value of payments based on summary industry data and extracted to eurosfogsdocs eu results from the differences
in the exchange rates. This is exemplified by the examples of Ireland (both values in euro, no difference) and the UK (ghgmal values in the sterling, the
difference is caused by different exchange rates used to convert the sterling to euro).
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Nevertheless, other aspects of the quality of data in eurosfordocs.eu have important
limitations determined by the underlying company disclosures.

First is the limited amount of disclosed information. For example, eurosfordocs.eu does not
present payment distribution within the healthcare system due to the incoherent use or
omission of recipient categories by drug companies. Specifically, of all countries covered by
eurosfordocs.eu the UK is the only one where the industry trade group categorised
healthcare professionals receiving payments,®° albeit incoherently;!® healthcare
organisations were nowhere categorised.

Second, consistent with the EFPIA Code %2 payments to healthcare professionals ought to be
aggregated annually per recipient within each payment category. The same applies to
payments to healthcare organisations, with the exception of the UK, where the ABPI
mandates that payments to healthcare organisations be reported individually.®® This UK-
specific rule might explain the large difference in the number of payments reported with
Germany, a country with a similar overall value of payments (Online Supplement 5).
However, it is equally possible that not all companies in the remaining six countries
aggregate payments consistently as some list more than one payment per recipient, which
might also indicate that although these recipients have the same names, they are different
entities.

Third, the reported payment values must be interpreted cautiously as it is unclear whether
they include VAT or other taxes without consulting documentation (“methodological notes”)
which the EFPIA Code requires to be published separately by each company.?2

Finally, while EFPIA introduces the option of unique recipient identifiers in disclosed
payment data 28, only the Spanish industry trade group followed this recommendation. In
the remaining countries, the number of recipients per company and, consequently, the
value of payments per recipient remains unknown. As companies apply inconsistent naming
approaches in disclosures made by the same or different companies the same recipient can
have different names, and, conversely, different recipients may have the same name.
Further, the same recipient can also be identified at different levels of aggregation (e.g.
hospital wards, departments or hospitals), with self-regulation at least in some countries
placing the onus of identifying multiple records on payment recipients and not companies.®!
More broadly, without identifiers payment data cannot be connected to other databases,
which prevents studying, for example, associations between payment and prescription
patterns.

3.4. Data disclosed via public regulation or a mix of public and self-

regulation

Of the 15 countries with public regulation or a mix of self-and public regulation, all but two
had centralised databases. The exceptions were Finland and Spain, where disclosures were
made on individual drug company websites, consistent with the requirements of the EFPIA
Code. Of the thirteen countries with centralised databases one had a database which was
not publicly available (Turkey) and two others had separate databases for different payment
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categories (Denmark) and healthcare professionals and organisations (Greece). As the
information included in the two databases in Denmark and Greece does not differ in the
context of our outcome measures, we consider them jointly (Table 4).
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Table 4 Accessibility and quality of drug company payment data disclosed via public regulation or a mix
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https://www.eof.gr/c/document_library/get_file?uuid=dbfa5375-6380-441e-bfc1-0db876ca86c4&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=dbfa5375-6380-441e-bfc1-0db876ca86c4&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=dbfa5375-6380-441e-bfc1-0db876ca86c4&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=dbfa5375-6380-441e-bfc1-0db876ca86c4&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=7b0ec72d-b688-4156-9cb1-c82f7ff8082a&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=7b0ec72d-b688-4156-9cb1-c82f7ff8082a&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=7b0ec72d-b688-4156-9cb1-c82f7ff8082a&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=7b0ec72d-b688-4156-9cb1-c82f7ff8082a&groupId=12225
https://www.eof.gr/c/document_library/get_file?uuid=7b0ec72d-b688-4156-9cb1-c82f7ff8082a&groupId=12225
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4 —Web links are accurate as of May 2021.
> —The recipient addresses ordinarily refer to the location of the payment recipient. In the case of Hun
we considered that the event addresses were equivalent to recipient addresses.
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Regarding overall data accessibility, the French database, Transparence Santé, was a clear
frontrunner. The remaining ones had varying strengths and weaknesses, with the lack of
customisable statistics, searchability and downloadability being key problems. However, the
databases all had similar overall accessibility, with the exception of the Greek database,
which presented disclosure documents as image-based PDFs, precluding any searches or
analysis. Transparence Santé also had the best data quality, although the distance between
the other databases was smaller. These databases had a similar level of overall quality, with
only five disclosing a greater range of donor or recipient characteristics than those covered
by the EFPIA Code. The Estonian database was an outlier with the lowest quality based on
our measures.

Transparence Santé had combined data accessibility and quality considerably exceeding that
of Disclosure UK, the frontrunner industry database, with the Latvian and Lithuanian
databases having similar overall levels of accessibility and quality.

4. Discussion

By examining 37 European countries we demonstrate that payment data disclosure does
not automatically increase transparency of financial relationships between drug companies
and the healthcare sector.?> Consistent with research on disclosure of aspects of health
policymaking by both public®>” and private-sector actors,®? we find that achieving “practical
transparency” is no less important than introducing transparency rules themselves.%3 64

Although Open Payments has attracted some criticism,® its quality and accessibility is vastly
superior to European data disclosed either via either self- or public regulation. Although
EFPIA calls payment data generated via self-regulation “open to public scrutiny”,®
establishing the entanglement of any recipient, let alone a system-level picture, is
impossible given the prevalent dispersal of disclosure documents on drug company
websites. Importantly, disclosures published as PDFs fall below Australian industry-endorsed
regulations requiring firms to use an analysable format.> Compared with previous research,
little progress has been made in establishing centralised industry databases.* Consequently,
self-regulation cannot address “the issues of perceived conflict of interest”,%” as promised
by EFPIA.

Eurosfordocs.eu radically enhances data accessibility in countries without centralised
industry databases by integrating disclosures made by multiple companies. By bringing
together data from several countries, eurosfordocs.eu also enables comparative
investigations of payment patterns reflecting the interconnected nature of European
pharmaceutical markets and accelerating EU-wide health initiatives.®® Although the
customisable opportunities for data exploration are new to the public, they have been
offered as a consultancy service to drug companies.®® 3° Consequently, payment data has
functioned predominantly as a commodity used to monitor internal compliance with
disclosure requirements and potentially inform marketing strategies targeting healthcare
professionals.”® Regarding data quality, insights gained through integrating payment data
for the purposes of eurosfordocs.eu reinforce conclusions from UK research highlighting
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that mapping payment distribution within a healthcare system requires forensic online
checks of the recipient of each payment.?°

It is well-documented that public regulation of payment disclosure can address key
limitations of self-regulation, for example, by extending disclosure requirements to other
industries or introducing compulsory disclosure.*> Our study shows that its key advantage
involves compulsory compliance, which contrasts sharply with many companies or industry
trade groups following only the minimum requirements from the EFPIA Code.

Nevertheless, public regulation has not seen consistent progress in data quality and
accessibility. Two of the countries investigated earlier, France and Portugal, still have limited
data accessibility, and only Latvia demonstrated major improvement by introducing a
centralised database.* In addition, public regulation often shares some of the key practical
shortcomings of self-regulation. For example, without unique identifiers it is difficult to
overcome the problem of duplicate entries in large databases.?2! or connect payment data
to other databases, which prevents studying, for example, associations between payment
and prescription patterns.!! Further, the lack of payment itemisation prevents examining
key aspects of marketing strategies, sometimes involving relatively “small payments”, which
have been associated with increased prescribing in the US.71 72

4.1. Limitations

This study has several limitations. The countries we classified as combining self-regulation
and public regulation could be interpreted differently. While the Netherlands has been
identified as a mixed approach by some,* others view it as a self-regulatory one.>® Similarly,
Spain could be interpreted as pursuing self-regulation, while Belgium — public regulation.
However, the nature of interactions between public authorities and private actors in these
countries is close to what was identified in the Netherlands, distinguishing them clearly
from “pure” examples of either self- or public regulation.

Our measures of data accessibility could be expanded. For example, some disclosure
databases are difficult to find, including web links to the Greek and Latvian databases
published within news releases, with no permeant online location. Further, by emphasising
on comparability between different types of data we did not measure “user-friendliness”
directly as this would have required a more qualitative judgement.* Data quality could be
scrutinised further by considering the comprehensiveness of disclosed information, for
example, the types of disclosed donors, payments and recipients. However, given the
difficulties involved in comparing the scope of disclosure in national regulations this would
require a separate study.* Further, arriving at more nuanced overall evaluations of data
accessibility and quality would require weighted measures based on qualitative insights
from data users.

Our focus on the database level might obscure cross-company differences. For example,
companies achieve widely varying consent rates from healthcare professionals, which
suggests that similar differences can occur in relation to data quality and accessibility.?> We
did not quantify some company-level aspects of data accessibility (e.g. the share of image-
based PDFs published by companies) and quality (e.g. the share of duplicate entries,
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consistency of the use of donor or recipient categories, categories, missing data, mistakes in
the data, such as negative values). Undertaking these calculations would have necessitated
extensive forensic work?® which was not possible within the resources available to this
project. However, these problems are likely to be widespread and serious.%-2

More broadly, we only considered databases originating in the pharmaceutical industry and
public authorities, excluding, for example, conflicts of interest regulation by professional
bodies. Neither did we examine self-regulation in the broader life sciences sector, including
manufacturers of generic medicines or medical devices.

4.2. Conclusions and policy recommendations

In Europe, drug company payments are typically disclosed in ways precluding public
engagement with the data. We formulate suggestions for improvement (Table 5) also
relevant for non-European countries, such as Japan, experiencing similar problems with
payment data accessibility and quality.”3

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

Table 5 How can the public authorities and the pharmaceutical industry improve the
transparency of payment data?

10

Recommendations for improving accessibility of payment data
Create national-level databases searchable for companies, recipients, and payment
categories.
Make the databases in the csv or XLS format for further analysis.
Enable users to explore the data by allowing them to generate enable data summaries
placing payments made or received in a broader context (e.g. payments made by other
companies or received by the same or other recipient categories, such as medical specialty)

Recommendations for improving quality of payment data

Publish unique identifiers for payment recipients shared by all companies and used
consistently over time.
Introduce clear rules on the levels of aggregation for identifying recipients (e.g. clinic, ward,
or hospital) to enhance the consistency of reporting.
Introduce categories of recipients to enable mapping the distribution of payments in the
healthcare system. The categories relating to healthcare professionals could include a
standardised list of medical specialties. The categories covering healthcare organisations
could reflect their functions in the healthcare system as providers, commissioners, or
professional organisations.
State clearly whether reported payments should include VAT or other taxes so that payment
values from different companies can be compared reliably.
Publish each payment individually instead of aggregating them annually per recipient.
Publish payment descriptions so that the public can understand the activities they fund as
well as their context. This requirement would follow the self-regulatory rules existing in
relation to the disclosure of payments to patient organisations.
Enforce and publish detail of data quality checks: eliminate missing values, payments with
the value of zero, and ensure that each recipient has a unique name and is reported at the
same level of aggregation by all companies. Other data quality checks should involve cross-
checking recipient name and address information to ensure consistency and avoid duplicate
reporting.
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Payment data accessibility could be enhanced very easily, with only minor revisions of the
existing regulatory approaches. The top priority should involve creating centralised
databases with expanded possibilities for data exploration allowing for contextualising
payments made or received, potentially indicating conflicts of interest or undue influence.

Improvement of payment data quality would require more considerable regulatory changes.

To allow meaningful engagement with the data it is vital to introducerecipient and donor
identifiers. Similarly, recipient characteristics should be expanded to accommodate the
ways in which the public engages with the healthcare system, including information on the
types of healthcare organisations and professionals.?? Further, to allow for meaningful
interpretation payments should be reported together with information on products in
relation to which they were made, following the example of Open Payments.2° Similarly,
drawing on EFPIA’s self-regulation of payments to patient organisations, payments should
be accompanied by meaningful descriptions covering their intended goals and funded
activities (e.g.. specific conferences or projects).”*7> No less important is granular disclosure
allowing for capturing payments of different sizes. Importantly, to ensure the transparency
and accountability of decision-making payment data should be connected — via recipient
and product identifiers — to other relevant publicly available datasets including those
detailing the patterns of prescription and procurement within publicly funded health
systems. The integration and management of payment data should be supported by strong
compliance mechanisms, including penalties for providing data of inadequate quality.

In countries following self-regulation, improving data accessibility and quality need to be
combined with eliminating the possibility for non-disclosure by payment recipients as it
translates into high levels of missing data.?? This regulatory change could follow the
interpretation of European data protection legislation (GDPR) by the Spanish Data
Protection Authority stipulating that payment data does not constitute personal data.??
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Online Supplement 1

Online Supplement 1, Part 1: Questions to national pharmaceutical industry trade

groups

Dear Sir or Madam
[Anonymised for the purposes of peer review]

| would be grateful if you could answer a few questions listed below regarding the way in which your
organisation and its Members disclose transfers of value to healthcare professionals and
organisations as well as patient organisations. Your answers would be very helpful in informing
scholarly publications on which | am currently working that are seeking to present a full and accurate
picture of transfers of value in Europe. Please let me know should you have any questions about this
research.

[if relevant] In particular, your answers would help me expand on the information your Association
provided in a recent EFPIA report and on its webpages, including here. Some of the matters covered
in my questions have been touched upon in the sources of data referred to above, although
incompletely. | would therefore be grateful if you could answer my questions so that | report correct
and accurate information in any research outputs.

Thank you very much in anticipation for your valuable time in answering my questions.

| look forward to hearing from you.

Sincerely yours

[Anonymised]
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2

431 I would be grateful if you could answer the following questions regarding your Association

Z 1. What is the number of member companies in your Association?

7 2. How many companies which are not members of your Association follow its Code of

) Practice?

9 3. Please could you send me the most recent version of your Association’s code of practice (if
10 available, | would appreciate an English version of the document)?

11

12 Please could you answer the following questions regarding the platform and mechanisms of

13 disclosure of transfers of value.

14

12 4. What is the platform for disclosing transfers of value to healthcare professionals and

17 organisations (e.g. individual pharmaceutical company websites, a single database of

18 transfers of value from all companies)?

19 5. If transfers of value are disclosed on individual pharmaceutical company websites, does your
20 Association have a website providing links to these websites? If so, please could you provide
21 me with a web link?

22 6. If transfers of value are disclosed on individual pharmaceutical company websites, has your
;i Association considered creating a single database of transfers of value from all companies?
25 7. Do healthcare professionals in your country have to consent to the transfers of value being
26 publicly disclosed; or is the disclosure of transfers of value to healthcare professionals

27 mandatory (i.e. healthcare professionals are not asked to consent)? If the disclosure of

28 transfers of value they received is mandatory, please could you state the regulation which
29 makes them mandatory?

30 8. If healthcare professionals in your country have to consent to the transfers of value being

31 publicly disclosed, does your Association have any expectations regarding the minimum HCP
32 consent rate that should be achieved by companies signing up to its Code of Practice? If so,
gi please could you specify this consent rate? Further, does your Association request

35 companies achieving lower-than-expected healthcare professional consent rates to explain
36 why this might be the case and identify possible ways of improving the consent rates?

37 9. If healthcare professionals in your country have to consent to the transfers of value being
38 publicly disclosed, has your association considered implementing a simple summary

39 disclosure rate statistic that is easily comparable between companies, such as the percent of
40 the amount of transfers of value disclosed in the aggregate and/or the percent of healthcare
41 professionals disclosed in the aggregate?

fé 10. If healthcare professionals in your country have to consent to the transfers of value being
44 publicly disclosed, does your association have any specific guidelines on how HCP disclosure
45 rates could be improved by its Member Companies? If so, | would be grateful if you could
46 share these guidelines with me?

47 11. If healthcare organisations have to consent to the transfers of value being publicly disclosed
48 could you provide examples of reasons that would necessitate placing them in the aggregate
49 disclosure?

50 12. Please could you state the threshold for the acceptable value of meals and drinks that was
g; set by your association?

53 13. If some transfers of value need to be disclosed in a database run by a public institution, are
54 there any transfers of value (e.g. research and development) that are still disclosed by

55 pharmaceutical companies themselves. If so, | would be grateful if you could specify what
56 these transfers of value are and why they are disclosed by pharmaceutical companies.

57 14. As far as your Association is aware, do companies disclosing their transfers of value use

58 “unique country identifiers” recommended in the EFPIA Code of Practice, and not only

Zg recipient names or locations, to distinguish payment recipients? If so, are these identifiers
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BMJ Open

shared among different companies so that they can identify the same recipient using the
same identifier?

Did members of your Association (or other companies following your Association’s code of
practice) disclose transfers of value to healthcare professionals and organisations in 2020
(i.e. covering payments made in the 2019 calendar year)?

If members of your Association (or other companies following your organisation’s code of
practice) disclosed transfers of value to healthcare professionals and organisations in 2020 (i.e.
covering the 2019 calendar year) please could you answer the following questions.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.
26.

27.

28.

29.

How many pharmaceutical companies in total disclosed transfers of value to healthcare
professionals and organisations made in 2019? How many of those companies were
members of your Association?

Is the number of companies which did not disclose any transfers of value made in 2019
known? If so, please could you state this number? How many of those companies were
members of your Association?

What was the overall share of healthcare professionals consenting to their transfers of value
being disclosed in 2019?

What was the overall share of healthcare organisations consenting to their transfers of value
being disclosed in 2019?

What was the total value of all non-research transfers of value to all healthcare
professionals and organisations made in 20197?

What was the total value of all non-research transfers of value to all healthcare
organisations made in 2019?

What was the value of all research-related (i.e. R&D) transfers of value to healthcare
professionals or organisations made in 2019?

What share of the overall value of transfers of value made to healthcare professionals
disclosed at the individual level in your country in 2019?

What share of the overall value of transfers of value made to healthcare organisations was
disclosed at the individual level in your country in 20197

What was the value of grants and donations made to healthcare organisations in 2019?
What was the value of fees for services and consultancy made to healthcare organisations in
2019?

What was the value of contributions to costs of events made to healthcare organisations in
2019?

What was the value of fees for services and consultancy made to healthcare professionals in
2019?

What was the value of contributions to costs of events made to healthcare professionals in
2019?

Finally, | would be grateful if you could answer the following questions regarding the public
disclosure of transfers of value to patient organisations.

30.

31.

32.

33.

Please could you send me the most recent version of your Association’s code of practice as it
relates to working with patient organisations (if available, | would appreciate an English
version of the document)?

Are there any companies that are not members of your Association which disclose transfers
of value to patient organisations in line with the EFPIA Code of practice?

How many companies disclosed transfers of value to patient organisations made in 2019?
How many of those companies were members of your Association?

What was the total value of all transfers of value to patient organisations made in 2019?

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 40 of 50

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


http://bmjopen.bmj.com/

Page 41 of 50

oNOYTULT D WN =

BMJ Open

Online Supplement 1, Part 2. Questions to public or public-private authorities

overseeing pharmaceutical industry payment disclosure

Dear Sir or Madam
[Anonymised for the purposes of peer review]

| would be grateful if you could answer a few questions listed below regarding the way in which your
institution discloses payments made by drug companies to individuals and organisations within the
healthcare system in your country. Your answers would be very helpful in informing scholarly
publications on which | am currently working that are seeking to present a full and accurate picture
of payments made by the pharmaceutical industry in Europe. Please let me know should you have
any questions about this research.

Some of the matters covered in my questions have been touched upon on your website. However, |
would be extremely grateful for your answers to avoid any misunderstandings which may be caused
by language issues, particularly as they relate to complex regulatory matters.

Thank you very much in anticipation for your valuable time in answering my questions.
| look forward to hearing from you.
Sincerely yours

[Anonymised]
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I would be grateful if you could answer the following questions regarding the nature of payments
disclosed by [insert name of institution]

10.
11.

12.

13.

14.

15.

16.

17.

What industries are covered by the disclosure requirements (e.g. pharmaceutical, medical
device, veterinary)?

Please could you briefly describe what is meant by each type of the industry covered by the
disclosure?

What types of payment recipients are covered by the disclosure requirements (e.g.
healthcare professionals, healthcare organisations, patient organisations)? Are these
definitions consistent with the ones used in the EFPIA Code of Practice
(https://www.efpia.eu/media/554677/efpia-code-2020.pdf) ?

Please could you briefly describe what is meant by each type of recipient (e.g. what is meant
by the healthcare processional or healthcare organisation)? Are these definitions consistent
with the ones used in the EFPIA Code of Practice?

What are the categories of payments covered by the disclosure managed by your institution
(e.g. sponsorship of conference attendance, consultancy fees, research and development)?
Are they the same one as those used in the EFPIA Code of Practice?

Please could you briefly describe what is meant by each type of payment (e.g. what is meant
sponsorship of by conference attendance)? Are these definitions consistent with the ones
used in the EFPIA Code of Practice?

If the definitions of payments or recipients used by your institution are not consistent with
the ones used in the EFPIA Code of Practice, please could you explain why this is the case? In
other words, why alternative definitions have been created for the reporting purposes of
your institution as opposed to using the ones introduced by the EFPIA Code of Practice?

Are all payments to all payment recipients publicly disclosed by your organisations or are
any payments or recipient types exempted from public disclosure?

Are payments reported by your institution reported on an individual basis (i.e. each payment
has a separate database entry) or are they aggregated on a yearly basis (i.e. all payments of
a certain type from a certain company are reported jointly)?

What are the responsibilities of companies making payments in relation to their disclosure?
What are the responsibilities of payment recipients in relation to their disclosure (e.g. do
they need to disclose payments themselves or just verify disclosures made by companies
making payments)?

Are payment disclosures managed by your institution reported based on calendar years or
financial years? If payments are made based on financial years, please could you specify
what are the start and end dates of a financial year in your country?

Are payment values made publicly available by your institution the same as those received
by payment recipients (e.g. do they include the value of any taxes, such as VAT, paid by
companies making the payments)?

If payments reported in by your institution are not reported consistently with or without
relevant taxes (e.g. VAT), where might database users find information on approaches to tax
reporting taken by each company making payments.

Do all industries covered by the payment disclosures managed by your institution report
payments in exactly the same way (e.g. using the same definitions of payments, payment
categories and recipients)?

Is the database of payments managed by your institution downloadable or not? Please could
you explain why the decision has been made to make it downloadable (or not)?

Please could you send me the most recent copy of the regulation and/or policy which
governs the disclosure of payments made your institution (if available, | would appreciate an
English version of the document)?
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Please could you answer the following questions regarding the disclosure requirements covered
by your institution and the self-regulatory disclosure system overseen by the European Federation
of Pharmaceutical Industries (EFPIA), as described in its Code of Practice?

18.

19.

Do pharmaceutical companies in your country have to disclose payments with your
institution as well as in line with the disclosure system managed by EFPIA (i.e. do companies
need to disclose payments to healthcare professionals and organisations with your
institution as well as using disclosure reports comprising payments to healthcare
professionals and organisations published on their individual websites)?

The EFPIA code of practice covers the category of payments related to research and
development. Are these payments disclosed by your institution on a named basis or on drug
company websites, in line with the EFPIA code of practice?

If payments made in 2019 calendar were reported year please could you answer the following
questions regarding payments from all industries whose payments are managed by your
institution?

20.
21.
22.
23.

24.
25.

26.

How many companies reported payments in 2019?

What was the overall number of healthcare professionals receiving payments in 2019?

(If relevant) What was the overall number of healthcare organisations receiving payments in
2019?

(If relevant) What was the overall number of patient organisations receiving payments in
2019?

What was the overall value of payments made to healthcare professionals in 2019?

(If relevant) What was the overall value of payments made to healthcare organisations in
2019?

(If relevant) What was the overall value of payments made to patient organisations in 2019?

Please could you answer the following questions regarding only payments made by
pharmaceutical companies only in the 2019 calendar year?

27.
28.

29.

30.

31.

32.

33.

34.

35.

36.

How many pharmaceutical companies reported payments in 2019?

Is the number of companies which did not disclose any payments made in 2019 known? If
so, please could you state this number?

What was the overall number of healthcare professionals receiving payments from
pharmaceutical companies in 2019?

(If relevant) What was the overall number of healthcare organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

(If relevant) What was the overall number of patient organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

What was the overall share of healthcare professionals consenting to their payments being
disclosed in 20197

(If relevant) What was the overall share of healthcare organisations consenting to their
payments being disclosed in 20197?

(If relevant) What was the overall share of patient organisations consenting to their
payments being disclosed in 20197?

What was the overall value of all payments made to healthcare professionals by
pharmaceutical companies in 20197

(If relevant) What was the overall value of payments made to healthcare organisations by
pharmaceutical companies in 2019?
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38.

39.

40.
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(If relevant) What was the overall value of payments made to patient organisations by
pharmaceutical companies in 2019?

Please could you provide the value of each category of payments received by healthcare
professionals from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by healthcare organisations from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by patient organisations from pharmaceutical companies in 2019?

Finally, | would be grateful if you could answer a few general questions regarding the direction
nature of payments disclosed.

41.

42.

43.

44,

45,

46.

47.

48.

49.

50.

The obligatory disclosure of payments by a public body, such as your institution,
seem be at odds the approach taken by many other European countries, which
support a self-regulatory system managed by the pharmaceutical industry and
allowing payment recipients not to have their payments disclosed based on the
General Data Protection Regulation (GDPR). How does the system for payment
disclosure managed by your institution addresses potential concerns regarding data
privacy of payment recipients?

What are the advantages of the mandatory disclosure of payments, overseen by
your institution, over a self-regulatory payment system based on the EFPIA Code of
practice, existing in many other European countries?

What is the source of funding of the disclosure system managed by your institution
(e.g. general taxation, health insurance, company fees)?

What is the yearly cost of maintaining the disclosure system managed by your
institution?

How there been any examples of healthcare professionals not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

(if relevant) How there been any examples of healthcare organisations not
complying with the requirements of the disclosure system managed by your
institution? If so, how were they addressed?

(if relevant) How there been any examples of patient organisations not complying
with the requirements of the disclosure system managed by your institution? If so,
how were they addressed?

How there been any examples of pharmaceutical companies not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

Does your institution monitor who uses the disclosed payment data? If so, would
you be able to say who the key types of users are?

What does your institution do to encourage the use of disclosed data (e.g. public
campaigns)?
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Online Supplement 2. List of approaches to regulating drug company payment

BMJ Open

disclosure in European countries

Country?

Regulation of drug company payment disclosure

AUSTRIA

BOSNIA AND HERZEGOVINA

BULGARIA
CROATIA
CYPRUS
CZECH REPUBLIC
GERMANY
ICELAND
IRELAND
ITALY
LUXEMBOURG
NORTH MACEDONIA
MALTA
NORWAY
POLAND
RUSSIA
SERBIA
SLOVENIA
SWEDEN
SWITZERLAND
UK
UKRAINE

Single disclosure system - only industry self-regulation
and no state regulation

FRANCE
PORTUGAL
TURKEY

Single disclosure system - only public regulation and no
industry self-regulation

BELGIUM
FINLAND
THE NETHERLANDS
SPAIN
DENMARK
ESTONIA
GREECE
HUNGARY
LATVIA
LITHUANIA
ROMANIA
SLOVAKIA

Single disclosure system - a combination of industry self-
regulation and public regulation or intervention

Two parallel systems - (1) Self regulation and (2) Public
regulation covering certain payments, donors or
recipients
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Notes
1 — European countries excluded from analysis: Albania, Andorra, Belarus, Lichtenstein,
Monaco, Montenegro, San Marino, and Vatican City.
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Online Supplement 3 Examples of deviations of data reporting formats from the

EFPIA standard “disclosure template”

Part 1: EFPIA “disclosure template”

ANNEX A (binding)
Standardised disclosure template

Transfers of Value re Research & Development as defined - Article 3.04 and Schedule 1 TOTAL AMOUNT

U
=
o
=
D
(9]
—
ANNEX A - STANDARDISED DISCLOSURE TEMPLATE 3
Date of |
<
HCPs: City of 5
Principal Practice | Country of Principal | Principal Practice Unique country e Fee for service and consultancy (A1, 201 1.c
FlHerre HCOs: city where Practica Mddress identifier OPTIONAL Ao e ot of Evnile (At AR 10 8 0557 0) &301.20) o
registered E
Danations and Grants =.
10 HCOs (Art expenses aﬂm@
3.01.1.8) -?';:W"-"-'“ =>
service or consullancy —
s i - - bk Travel & contract, including -
(Art. 1.01) (At 3) (Schedute 1) (At 3 (At 3) HCOs / third parties | Registration Fees Fees —]
Accommadation travel &
|appointed by HCOs 10| accommodation >
manage an Event i O
contract c
brA WA A Yearly amount Yoarly amount Yearly amount Yearly amount
[ore | 1 | A | A | veanyamount | veadyamount | vearyamount | Yearly amount | —
2l /A N/A Yearly amount Yearly amount Vearly amount Yoarly amount
) o R, NO DED ABC
Aggragate to value to such - Art. .02 NiA N/A Aggregate HCPs | _Aggregate HCPs | Aggregale HCPs | _ Aggregaie HCPs Optional
Number of Recipients in aggregate disclosure - A 7 0 NA N/A number number number number Optional_ (D
% of the number of Recipients included in the aggreate disclosure in the total number, by category, of
= i sl na N % % % % NA
HCO 1 Yaarly amount Yaarly amount Yearly amount Vearly amount Vearly amount Yearly amount Optional =+ |0y
|Hcoz | i { | | Yearyamount | Yeadyamount | Yeadyamount | Yearyamount | Yearyamount | Yearlyamount | Optional n
CE Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Optional 3
g 0 R, NOT INCLUDED ABO c
Aggregate amount attributable to ransfers of value to such Recipients /1 10 Aggregaie HCOs | Aggregale HCOs | Aggregete HCOs | Aggregate HCOs | Aggregate HCOs | Aggregate HCOs Optional =+ g
i
Number of Recipients in aggregate disclosure - At 502 number number number number number number Optional N2 |0
% of the number of | inciuded in the aggr in the , by category, of —+{O
Recipients disclosed - Ant. 3.02 %* * % % % * " o o
=
AGGREGATE DISCLOSURE =
a o
£ 2

g
:

Iatest update: 27 June 2019

Note
The screenshot was taken from version the EFPIA Code which was in force the time of
writing 1.

Part 2: Examples of data reporting not following the EFPIA “disclosure template”
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vy

HHEUM UL

= =T = E

_E
|
]

T

| —
de__merck__2016.pdf sia de__bayer_ 2016.pdf T de__berlin-chemie__2016.pdf ...
PDF PDF PDF
de__abbvie__2016.pdf Sad de__bial__2017.pdf A de__biogen__2017.pdf S
PDF PDF PDF
Note

The screenshots were taken as part of the data curation process involved in creating the
eurosfordocs.eu database.?
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Online Supplement 4: Approaches to data presentation decreasing the

accessibility of payment disclosures

Part A: Techniques used when publishing payment data on individual company websites

1.

Publish data as PDF documents (and not csv or XLS files) to make analysis difficult
(example: most companies throughout Europe, except where the pharmaceutical
industry trade groups created centralised databases).

Make the PDF document available only in an online viewer rather than as a separate
file to prevent it from being downloaded for analysis (example: Menarini
Switzerland).

Publish PDF documents consisting of images (and not text) to prevent any searches
within the data (e.g. for recipient names) (example: Pfizer Sweden).

Reduce the resolution of image-based PDF documents to make them a/most
unreadable without constantly zooming in and out (example: Novo-Nordisk Spain).
Create PDF documents with repeated table headers occupying most of each page in
the disclosure report. In some cases, if the content is image-based, the resulting PDF
can exceed 1800 pages, and over 350 MB, which discourages users from opening or
downloading it (example: Novartis Italy).

Require users to follow a lengthy process of accepting the “Terms of use” of the
disclosed information to discourage engagement with the data (example: Pfizer

Spain).

Note: Different techniques can be combined. For example, the disclosure report can be
made available only in an online viewer (2), with each page published as an image (3) and in
a low resolution (4) (example: Roche Italy).

Part B: Techniques used when publishing payment data in centralised databases.

1.

Require users to follow a lengthy process of accepting the “terms of use” of the
disclosed information to discourage engaging with the data (example: the Czech
Transparentni spoluprace database).

Enable searching only for specific recipients, without the possibility of searching for
companies or recipient categories (e.g. medical specialties) (the Czech Transparentni
spoluprace database).

Make searches conditional on obtaining recipient ID numbers from another website
(example: the Czech Transparentni spoluprace database)

Do not include the possibility of downloading the database as a single file to prevent
analysis (Examples: the Irish Transfer of Value database — and all centralised industry
platforms except Disclosure UK)

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 50 of 50

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


https://www.menarini.ch/en-us/Home/Ethics-and-Compliance
https://www.menarini.ch/en-us/Home/Ethics-and-Compliance
https://www.pfizer.se/sites/default/files/EFPIA_Disclosure_Report_Sweden_2019.pdf
https://www.novonordisk.es/content/dam/Spain/AFFILIATE/www-novonordisk-es/about-novo-nordisk/Transparencia/Plantilla%20de%20recogida%20de%20Informaci%C3%B3n%20ejercicio%202020.pdf
https://www.novartis.it/dati-relativi-ai-trasferimenti-di-valore-novartis-farma-2019
https://www.pfizer.es/transparencia/transacciones-de-valor.aspx
https://www.pfizer.es/transparencia/transacciones-de-valor.aspx
https://www.roche.it/it/sostenibilita/etica-e-trasparenza/collaborare-operatori/report-2019.html
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.transferofvalue.ie/
http://bmjopen.bmj.com/

g g
Page 51 of 50 BMJ Open s 3
s 3
< 3
Q@ N
! Z B
2 =7
3 a §
4 Online supplement 5. Eurosfordocs.eu — database summary (2017-2019)’ S &
>
Z Companies Number of g S
7 Successfully associated payments to RN
8 extracted with healthcare o &
9 (parsed) parsed professionals o mg
10 Disclosure disclosure Parse disclosure and Value df 3 &
11 . .. S Ao
12 Country reports reports ratio reports organisations payments4€ S
13 UK 13 1 100% 141 164,112 1,771 785;831;
—~Q
14 Germany 112 89 79% 32 103,477 1,524 zalgeé
" Spain 60 48 80% 16 370,444 959,704 gz% 2
17 Italy 60 57 95% 19 143,244 954,063 %72[
18 Switzerland 138 117 85% 41 36,503 471,638, &9
o Sweden 184 168 91% 68 15,434 249,913, 6‘18
21 Ireland 13 1 100% 46 18,312 97,259, 959 g
22 Total 556 481 160 851,526 6,028 597;505
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25 — All data is accurate as of January 2021. Eurosfordocs.eu is updated regularly to reflect occasmﬁhalghanges in disclosure reports
26 publlshed by drug companies. e 3
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;2 a Python library for exchange rates. = 2
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31 database. In all other countries, disclosure reports are published on individual websites for each %on%pany
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Abstract

Objectives: To examine the accessibility and quality of drug company payment data in
Europe.

Design: Comparative policy review of payment data in countries with different regulatory
approaches to disclosure.

Setting: 37 European countries.

Participants: European Federation of Pharmaceutical Industries and Associations, its trade
group and their drug company members; eurosfordocs.eu, an independent database
integrating payments disclosed by companies and trade groups; regulatory bodies
overseeing payment disclosure.

Main outcome measures: Regulatory approaches to disclosure (self-regulation, public
regulation, combination of the two); data accessibility (format, structure, searchability,
customisable summary statistics, downloadability) and quality (spectrum of disclosed

characteristics, payment aggregation, inclusion of taxes, recipient or donor identifiers).

Results: Of 30 countries with self-regulation five had centralised databases, with Disclosure
UK displaying the highest accessibility and quality. In 23 of the remaining countries with self-
regulation and available data, disclosures were published as PDFs on individual company
websites, preventing the public from understanding payment patterns. Eurosfordocs.eu had
greater accessibility than any industry-run database, but the match between of the value of
payments integrated in eurosfordocs.eu and summarised separately by industry in seven
countries ranged between 56%-100% depending on country. Eurosfordocs.eu shared quality
shortcomings with the underlying industry data, including ambiguities in identifying
payments and their recipients. Public regulation was found in 15 countries, used either
alone (3), in combination (4) or in parallel with (8) self-regulation. Of these countries, 13
established centralised databases with widely ranging accessibility and quality and sharing
some shortcomings with the industry-run databases. The French database, Transparence
Santé, had the highest accessibility and quality, exceeding that of Disclosure UK.

Conclusions: The accessibility and quality of payment data disclosed in European countries
are typically low, hindering investigation of financial conflicts of interest. Some
improvements are straightforward but reaching the standards characterising the widely
researched US Open Payments database requires major regulatory change.

Strengths and limitations

e We investigate the quality and accessibility of drug company payment disclosure
data in 37 European countries.

e We use a set of measures relevant for countries with industry self-regulation, public
regulation, and a combination of the two.

e We present our results as a “heat map” showing the least and most problematic
aspects of payment data accessibility and quality.
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One key limitation is that that we did not quantify some aspects of the accessibility
and quality of payment data.
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1. Introduction

Financial conflicts of interest (FCOIs) can bias healthcare research, practice, education, and
policy.1® The last decade has seen a global trend towards addressing concerns about FCOls
by publishing drug company payments to the healthcare sector.*2 It is best exemplified by
the US Sunshine Act, establishing Open Payments, a database triggering extensive research
on payment distribution,® 1% and its links with drug prescription!! and cost.213 Open
Payments increases transparency of FCOls by enabling cross-checking information collected
by professional organisations,!* conference organisers,’ and scientific journals.1® It also aids
identifying corruption by highlighting unusual payment patterns.1” 18

Unlike the US, in most European countries drug company payments are disclosed via
industry self-regulation.*® In Europe, the prevalent form of self-regulation draws on the
Code of Practice of the European Federation of Pharmaceutical Industries and Associations
(EFPIA), with its minimum requirements transposed into the codes of EFPIA’s national trade
group members.1? Self-regulation allows the industry to develop, implement, and oversee
the rules of payment disclosure.*?° Compared to the US Sunshine Act, one key shortcoming
of self-regulation, resulting from the industry’s interpretation of European privacy laws, is
making company disclosures conditional on consent granted by payment recipients.?! 22
Other problems include broader, and therefore difficult to interpret, payment categories
(grants and donations, contributions to costs of events, fees for service and consultancy),??
which are also fewer than in the US, excluding royalties, ownership and investments.
Additionally, research payments are only disclosed as lump sums per company without
named recipients.> 22 One advantage of self-regulation is a greater scope of covered
healthcare professionals, including not only physicians but also nurses (to be included in the
US starting from 20222%), pharmacists, and others. > 2! Further, self-regulation includes, like
in the US, hospital recipients of payments but also general practice surgeries, professional
associations, and other healthcare organisations.> 23

Only few European countries, including France, Portugal and Latvia, use government
regulation, principally legislation, to impose disclosure requirements for donors and
recipients, including mandatory disclosure.*® Finally, one country, the Netherlands, has
been identified as using a combination of self- and public regulation, with the disclosure
regulations developed with government’s input, lacking a legal basis and enforced via self-
regulation.*

The scrutiny of European payment data has been limited, except for case studies of
payment distribution in the UK,%! 22 Germany,?° and Ireland,?® and a comparative analysis of
payments shares not disclosed by recipients in the UK, Germany, Sweden, Switzerland, Italy,
Ireland, and Spain.?” However, France is the sole country where relationships between
payments and prescribing have been investigated.?® Similarly, the potential for detecting
organisational-level FCOls is unrealised, with only two studies examining discrepancies in
payments reported separately by companies and some healthcare providers?® and
commissioners3® in England. Further, corrupt relationships identified via official
investigations pertaining to Greece,3! Poland and Russia3? might have been revealed earlier
by examining payment patterns, following the US’ example.'” 18 Therefore, the evidence
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base for any policy reform is thin, leaving the industry as the only stakeholder likely to have
in-depth understanding of payment data, particularly in countries with self-regulation.

The likely reasons behind the scant disclosure research are the low accessibility and quality
of payment data. Regarding accessibility, a study of European disclosure approaches has
found that of six countries with self-regulation five lacked centralised payment databases.*
In one of these countries, Germany, the dispersal of disclosures on drug company websites
was a major obstacle in data analysis.'®2° 27 A recent remedial initiative by activist data
scientists has involved creating a database called eurosfordocs.eu. Inspired by a similar

German project,? eurosfordocs.eu integrates data disclosed separately by many companies
in countries with self-regulation.?” 33 Contrastingly, of the four countries identified as having

government regulation or combining it with self-regulation three had databases integrating
payments reported by all companies.*

A related aspect of low accessibility both in countries with self-regulation and government
regulation is poor user interface.* Of the six studied countries with self-regulation only
Disclosure UK, the database run by the Association of the British Pharmaceutical Industry
(ABPI), was judged as user friendly.* However, of the three databases in countries using
government regulation or combining it with self-regulation the Dutch and Portuguese
databases were described as “partially” user friendly, while the French was deemed “not”
user friendly.* Challenges in the interface of the French database were only addressed by
the independent data platform eurosfordocs.fr, stimulating journalistic investigations into
FCOls.34-36

The second problem, payment data quality, has only been examined in countries with self-
regulation. For example, analyses of Disclosure UK revealed inconsistencies in reporting of
payment values and recipients,?! 22 compounded by the absence of unique recipient
identifiers.3” Similar shortcomings, including duplicate entries, were found in Germany,?
indicating that they might characterise self-regulation more broadly.

Therefore, important gaps exist in our understanding of the accessibility and quality of
European payment data. First, ongoing debates on the introduction of public regulation in

some countries® suggest that the only comprehensive European regulatory overview® might

have missed key regulatory developments, potentially with implications for data
accessibility and quality.

Second, the implementation of the requirements of the EFPIA Code?® has not been fully
scrutinised. For example, although some trade groups will only meet the minimum
standards (e.g. by expecting companies to publish data on their websites), others might
exceed them (e.g. by creating centralised databases).* 2’ The need for establishing a
comprehensive pattern of compliance is underscored by findings from Sweden and the UK
suggesting failure of self-regulation of drug marketing to meet some of its own key
promises.2038

Third, regulatory approaches in many European countries have escaped scrutiny,* making it

unclear whether payment data reported in these countries shares the strengths and
weaknesses identified elsewhere. Consequently, although some aspects of government
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1
2
2 regulation, such as a greater scope of covered industries, have been demonstrated as
5 superior to self-regulation,*® it remains uncertain whether this is reflected by payment data
6 accessibility or quality.*
7
8 Finally, the to-date evaluative criteria need refinement, as some, such as “user friendliness”
?o have attracted a contrasting appraisal of the same disclosure database by different expert
11 commentators.* 2
12
13 We have two objectives. First, to identify regulatory approaches to payment disclosure in
1‘5‘ Europe. Second, to examine the accessibility and quality of payment data disclosed in
16 countries with different approaches to disclosure.
17
o 2. Methods
20
21
22 2.1. Data collection
23
24
25 2.1.1. Identification of regulatory approaches
26
;é To identify regulatory approaches to payment disclosure in Europe, PO and LM identified
29 available peer-reviewed English-language research on the regulation of drug company
30 payment disclosure. We searched Scopus using the terms “Sunshine Act”, “Open
31 Payments”, as well as “European Federation of Pharmaceutical Industries and Associations”
gg and “EFPIA” combined with “disclosure”. We applied the same terms in the Google search
34 engine to identify “grey literature”, including non-peer reviewed reports.
35
36 Subsequently, PO and LM conducted iterative searches on websites dedicated to industry
37 payment disclosure, including EFPIA’s website and its national trade group members’
gg websites. We also examined the country profiles published by MediSpend?3® and the
40 websites of four major companies with presence across Europe (Amgen, GSK, Merck
41 Serono, and Bayer) providing access to company disclosure methodologies which reflect
42 local regulatory requirements. Finally, we considered the websites of public or
ji multistakeholder bodies which the previous steps identified as involved in overseeing
45 payment disclosure.
46
47 Finally, PO surveyed industry trade groups and public or multistakeholder bodies overseeing
48 payment disclosure (Online Supplement 1). The first round of standardised questions was
gg emailed in mid-November 2020, followed up by reminder messages in late December 2020,
51 asking recipients to provide answers by the end of the 15t week of January 2021. Of 34
52 approached pharmaceutical trade groups 17 replied. Of those, 14 answered at least some of
53 the questions, while the remaining ones sent holding messages. Of 13 approached public or
gg public or multistakeholder bodies ten replied. Of those, six answered at least some of the
56 guestions, three sent holding messages, and one redirected us to another institution (Online
57 Supplement 2).
58
59
60
6
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2.1.2. Data on accessibility and quality of payment disclosures

First, in countries with self-regulation, we considered industry codes, reports, press
releases, trade group websites, and industry-run databases. Second, LM and PAJ recorded
their observations regarding the format and structure of payment data when designing
scripts for scraping company and trade group websites to be integrated in
eurosfordocs.eu.?’ Third, in countries with disclosure overseen by public or
multistakeholder bodies the data included relevant legislation, the websites of bodies
managing payment disclosure, and disclosure databases. Fourth, in both countries with self-
regulation and public regulation we considered responses from our stakeholder survey.
Finally, in countries with self-regulation and covered by eurosfordocs.eu we collected — for
verification purposes — national-level summary statistics published by EFPIA, industry trade
groups, and survey responses from the trade groups.

2.2. Data analysis

2.2.1. Confent analysis

Most of the source material was available in English. If this was not the case, we used
Google Translate and Deepl.com, clarifying any linguistic issues by cross-checking with other
online sources and consulting with relevant national bodies and colleagues with language
expertise.

We coded the regulatory approaches deductively building on an earlier categorisation which
distinguished countries with self-regulation, government regulation, and a combination of
the two.* We modified it by considering new regulatory developments, such as the 2016
decision by the Spanish Data Protection Agency*® making disclosure by healthcare
professionals compulsory without new government regulation.?’ Therefore, we replaced
“government regulation” with “public regulation”, comprising “government regulation”, i.e.
legislation relating directly to payment disclosure, and “regulatory intervention”, i.e.
decisions by data protection agencies clarifying the rules of payment disclosure based on
other existing legislation.

Deductive codes relating to data accessibility and quality were developed using earlier
research.*>23 Inductive coding was applied to the types of disclosed information and
company techniques of decreasing data accessibility, which were identified when
integrating industry data within eurosfordocs.eu

The data was coded by PO and results were validated by team discussions, resolving any
differences by agreement. In analysing industry-self regulation, we set the characteristics of

disclosed data against recommendations from the EFPIA Code. Similar comparison was not
necessary in relation public regulation as it does not introduce any optionality.

2.2.2. Descriptive statistical analysis
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As eurosfordocs.eu involved data extraction using disclosures published by individual
companies and industry trade groups, we estimated the match between the database and
the underlying data by comparing the value of payments calculated in specific countries
using eurosfordocs.eu with national-level summaries obtained from industry sources.

2.2.3. Outcome measures

We had one primary outcome measure identifying the regulatory approaches to payment

disclosure in each country — self-regulation, public regulation and a combination of the two.

As we identified both self-regulation and public regulation in some countries, we noted the
number of regulatory approaches in each country — single (only self-regulation, public
regulation, or a combination of the two) or two (self-regulation and public regulation used
in parallel).

In countries with self-regulation, we recorded whether it was based on the EFPIA Code,
including shared payment, donor, and recipient categories, or involved a distinct national
industry code. For countries following the EFPIA Code, we specified whether trade groups
were obliged to do so as EFPIA members or did this voluntarily as non-members.

Considering countries with public regulation, we distinguished those using government
regulation, regulatory intervention, or both. In countries with government regulation, we
distinguished those introducing bespoke legislation focusing on payment disclosure or
incorporating new provisions into existing pharmaceutical or medical device legislation. In
countries where public-and self-regulation were used in parallel, we recorded whether any
overlap existed between the donors, recipients and payments covered by each approach.

In countries combining self-and public regulation, we denoted the form of both self-
regulation and public regulation and how they were integrated.

The measures of accessibility and quality reflected the heterogeneity of payment data
presentation. The basic measure of accessibility applied in all countries was whether it was
disclosed on a centralised database or multiple websites. In addition, for countries with
centralised databases, we created a “heat map” aiding data synthesis and interpretation
(Table 1).
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Table 1 Heat map of measures of accessibility and quality of payment databases.

Database format

Database structure

Database searchability

Customisable summary statistics

Downloadability

Spectrum of disclosed characteristics

Aggregation of payments

Inclusion of taxes

Unique identifiers

Notes

[%2)
1—The EFPIA Code stipulates that companies must publish documents, called “methodological notes”, which should explain thei

Measures of payment data accessibility

How is the database published (i.e. PDF, XLS,
CSV, webpage)?
Does the data from all companies follow a
single template consistently?

Can the database be searched? If so, can
database searches be carried out without data
users providing any additional information?
Does the database offer users the possibility of
generating real-time, dynamic data summaries
based on selected database characteristics?
Can the database be downloaded (e.g. as a
single CSV or XLS file) for further analysis?

Higher accessibility
Webpage, XLS or CSV

Yes

Yes

Yes

Yes

Measures of payment data quality

What characteristics are included in relation to
donors, recipients, and payments?

Are payments itemised (i.e. all payments have

separate entries) or are they aggregated on an

annual basis (e.g. per recipient and/or payment
category)?

Is it clear whether payments are reported
inclusive or exclusive of any taxes, such as VAT?

Do reported donors (drug companies) or
recipients (healthcare professionals or
organisations) have unique identifiers?

Higher quality

All characteristics from the EFPIA
disclosure template covered as
well as some additional ones

All payments itemised

Single rule for all companies and
payments

All donors and recipients
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Lower accessibility

Image-based PDFs

No

No

No

No

Lower quality
At least some characteristics from
the EFPIA disclosure template not
covered, including instances
where some additional
characteristics are provided

All payments aggregated

Rules around tax reporting are
unclear

No unique identifiers

%pproach to reporting VAT and other

taxes. Companies publish these documents separately from payment disclosures but consulting them is necessary to understandg,i':ompare, and aggregate payment values.
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On top of the measures included in Table 1 we had one additional measure of quality for
eurosfordocs.eu as a database derived from payment disclosures published by drug
companies and industry trade groups. We estimated the comprehensiveness of data
extraction by comparing the value of payments available in eurosfordocs.eu with those
reported separately in national-level industry data summaries. We set three arbitrary levels
of match — exact (no difference between eurosfordocs.eu and summary industry data),
close (difference between eursofrdocs.eu and industry data worth less than 10% of
summary industry data) and low (difference exceeding 10% of summary industry data).

Finally, in countries with self-regulation but without centralised databases we examined
whether industry trade groups created gateways leading to disclosure documents, as
recommended by EFPIA.2® To illustrate challenges in data accessibility we also generated
lists of examples of, first, deviations from the EFPIA-recommended data presentation
format (“EFPIA disclosure template”?®); and, second, the ways of presenting data which
decreased its accessibility.

2.3. Ethics

This study did not require a full ethics approval as no individual payment data was
processed. Its ethical implications were approved via a peer ethics review process at the
Department of Social and Policy Sciences, University of Bath in April 2016.

2.4. Patient and public involvement

We did not involve patient groups or the public. Our policy recommendations seek to
increase public engagement with payment data by enhancing its accessibility and quality.

3. Results

We first map the regulatory approaches to payment disclosure in Europe. We then examine
the accessibility and quality of payment data published by pharmaceutical companies and
trade groups in countries with self-regulation. Subsequently, we focus on industry data in
the subset of countries with self-regulation and covered by eurosfordocs.eu. Finally, we
analyse payment data in countries with public regulation or combining public regulation
with industry self-regulation.

3.1. Mapping European regulatory approaches to payment disclosure

Before analysing the accessibility and quality of industry payment data we must describe
how it is disclosed in each European country (Box 1).
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Box 1. Approaches to regulating payment disclosure in European countries

Regulatory approaches to payment disclosure

Country?! L
Combination of self- and

Self-regulation Public regulation public regulation

AUSTRIA

BOSNIA AND HERZEGOVINA

BULGARIA

CROATIA

CYPRUS

CZECH REPUBLIC

GERMANY

ICELAND

IRELAND

ITALY

LUXEMBOURG

NORTH MACEDONIA

MALTA

NORWAY

POLAND

RUSSIA

SERBIA

SLOVENIA

SWEDEN

SWITZERLAND

UK

UKRAINE

DENMARK

ESTONIA

GREECE

HUNGARY

LATVIA

LITHUANIA

ROMANIA

RO U P OO RO G OER G GEE G G G G G G G G SR R U G G S N NN

SLOVAKIA

FRANCE

PORTUGAL

‘RN PO O R R G NR Y

TURKEY

BELGIUM

FINLAND

THE NETHERLANDS
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Notes
1— Excluded countries: Albania, Andorra, Belarus, Lichtenstein, Monaco, Montenegro, San Marino, and Vatican
City.
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We identified self-regulation in 30 countries in the form of codes issued and overseen by
industry trade groups.®® In 28 of those, the industry codes incorporate the provisions of the
EFPIA Code'® 4! as a necessary requirement of trade groups membership in EFPIA. This
makes self-regulation the “default approach” to payment disclosure in Europe, with EFPIA
holding power to exempt certain countries from following its Code.*? The first exception is
Luxembourg. While the Luxembourgish trade group is not an EFPIA member, it decides
voluntarily to implement the regulation of payment disclosure modelled on the EFPIA
Code.*®3 The second exception is Denmark. Although the Danish trade group is an EFPIA
member, EFPIA exempts Denmark from following its Code, given the country’s separate
public regulation provisions.*? As the public regulation of payment disclosure in Denmark
covers only healthcare professionals,** the Danish pharmaceutical trade group developed a
code covering only “grants and donations” to hospitals.*

We found public regulation in 11 countries. In all cases, it takes the form of government
regulation, in which provisions relating to payment disclosure are included either in bespoke
new legislation (France, Lithuania, and Romania) or are incorporated into existing
pharmaceutical legislation (the remaining countries). In addition, in Greece, the Data
Protection Agency made a regulatory intervention by issuing an interpretation of the
government regulation.*®

Only in France, Portugal and Turkey public regulation is the sole regulatory approach,
replacing self-regulation entirely. EFPIA excepted France and Portugal from applying the
EFPIA Code considering the nature of their public regulation; 4> however, the
implementation of the EFPIA Code in Turkey is only suspended while its compatibility with
the EFPIA Code is being reviewed.*’

In the remaining 8 countries with public regulation, there is also parallel self-regulation. In 4
of these (Denmark, Lithuania, Romania, and Slovakia), self- and public regulation cover
different donors, payments, or recipients, whereas in the remaining ones (Estonia, Greece,
Hungary, and Latvia) donors, recipients and payments disclosed via public and self-
regulation may overlap. Consequently, the existence of parallel self-and public regulation in
the 8 countries means that self-regulation is used exclusively in 22 of the 30 countries with
this approach.

Self- and public regulation are combined as a single approach in four countries. Contrasting
with countries with public regulation, here the industry contributes to managing payment
disclosure. However, unlike in countries with self-regulation, the industry derives at least
some of its regulatory power from public authorities, often sharing it with other
stakeholders. In two of the four countries, public regulation takes the form of government
regulation (Belgium and Finland) and, and in the two others — regulatory intervention (Spain
and the Netherlands).

Belgium regulates payment disclosure via a bespoke “Sunshine Act” but the interpretation
of its key provisions is left to betransparent.be, a multi-stakeholder body involving industry
and professional organisations,*® 4° which also runs the Transparency Register integrating
company disclosures.”®>! In Finland, new provisions have been introduced into the
Medicines Act, stipulating that drug companies “must keep available for public review” a list
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of all payments to “associations in the fields of medicine and health care”>2 but in practice
the disclosure takes place following the EFPIA Code.

In Spain, public regulation involves an intervention by the Data Protection Authority*°
confirming that the publication of named payment recipients does not require recipient
consent.?” However, like in Belgium and Finland, disclosure is managed by companies based
on the EFPIA Code. In the Netherlands, payments are disclosed using self-regulatory rules
developed by the Foundation for the Code for Pharmaceutical Advertising, which are
separate from the EFPIA Code. Like in Belgium, the central platform is a multistakeholder
body involving the industry and healthcare providers.>® However, public authorities
triggered the policy debate on payment disclosure and, having considered self-regulation
preferable to public regulation, they lent it financial support and monitor its performance.>*
>> Further, consistent with the regulatory intervention in Spain, the Dutch Data Protection
Authority confirmed that recipient consent is not required.>®

3.2. Data disclosed via self-regulation by pharmaceutical companies and

trade groups

We were able to collect information on accessibility and quality of payment data in 28 of the
30 countries with self-regulation.

Regarding data accessibility, the EFPIA Code allows companies within each country to
disclose payments either on a centralised platform or individual websites.'®> However, only
five trade groups have established databases for all companies, including four countries
following the EFPIA Code and one using its own Code (Danish Association of the
Pharmaceutical Industry, LIF). Of the five industry-run databases none had customisable
summary statistics (Table 2). Moreover, only one was fully searchable (i.e. without
additional information required for searches) and just two were downloadable. Overall,
Disclosure UK had by far the highest data accessibility.

Turning to data quality, only the Czech database used unique donor and recipient identifiers
consistently, but, because they were required for searches, they paradoxically decreased
data accessibility. The second most frequent problem across the databases was tax
reporting. While in the four databases established under the EFPIA Code the rules on tax
reporting might be reconstructed using "methodological notes" published separately by
each company,'® the Danish database had no information regarding tax. Taken altogether,
Disclosure UK had the highest data quality, although here it was more closely matched by
the Czech database.
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Table 2 Accessibility and quality of drug company payment data disclosed via centralised industry datab

Name of
regulatio
n

Country

EFPIA

EFPIA Code

ABPI Code
of
Practice

UNITED
KINGDOM

Eticky
Kodex
AIPF

CZECH
REPUBLIC

Ethical
rules for
the
pharmace
DENMARK utical
industry’s
donations
and
grants

Overseeing
authority
and
database

web link 23
4

EFPIA

Association
of the
British

Pharmaceuti

cal Industry

Asociace
inovativniho
farmaceutic

kého
pramyslu

Leegemiddel
industrifore

ningen

Docum
ent
format

Not
regulat
ed

Websit
e, XLS

Websit
e

Readabl
e PDFs

Payment data accessibility*

Single data
template

Yes (“EFPIA
disclosure
template”),
but deviations
allowed

Yes

Yes

Yes

Customis
Database able
searchabl
e summary
statistics

Self-regulation at the European level — minimum requirements

Not Not
regulated regulated
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Database
download
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Not

regulated

Characteristics
included

Donors; recipients;
recipient location;
payment categories
and amounts; year

Centralised online industry databases

Yes No

Yes (but

requires

donor or
recipient
identifiers

)

No

No No

Yes

No

Yes

Donors; recipients;
recipient categories
(healthcare
professionals) and
location; payment
categories and
amounts; year; web
links with further
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In 23 of the remaining countries with self-regulation and available data, disclosures were
published on individual websites for each company. Of these, in 18 countries, trade groups
had the EFPIA-recommended gateways to these websites.'® Nevertheless, without EFPIA’s
explicit guidance on the electronic format of disclosure documents disclosures published on
company websites in countries with and without gateways were typically PDFs. While some
of these documents were “readable”, allowing for copying and pasting of information, they
offered limited possibilities for efficient searches and integrating data from different
companies. Additionally, some companies presented data without strictly following the
“EFPIA disclosure template”??, which further impeded possibilities for cross-company
comparisons (Online Supplement 3 has examples of these deviations). Some firms
apparently manipulated data presentation using low-resolution, image-based PDFs, which
prevented any searches (Online Supplement 4 summarises these techniques).

Given the low accessibility of payment data, analysing its quality was practically impossible
in countries without centralised databases. Therefore, we do this using eurosfordocs.eu, a
database covering drug company disclosures in countries with self-regulation (Ireland, Italy,
Germany, Sweden, Switzerland, and the UK); in this part of the analysis, we also include
Spain, a country with a combination of self-and public regulation as it helps illustrate
problems characteristic of self-regulation.

3.3. Industry data disclosed via self-regulation and integrated within

eurosfordocs.eu

Eurosfordocs.eu had data accessibility superior to all industry-run databases (Table 2). While
the Irish and UK databases were also searchable, eurosfordocs.eu offered customisable
queries using combinations of donor and recipient names and payment categories. °® It was
the only database offering customisable summary statistics enhancing data exploration. In
addition, only eursofordos.eu and Disclosure UK were downloadable for further analysis.

A specific consideration regarding data is estimating how closely eurosfordocs.eu matches
the underlying industry disclosures (Table 3). Complete data extraction was only possible in
the UK and Ireland, the two countries with centralised trade group databases (Online
Supplement 5 summarises the data extraction statistics). Elsewhere data scraping prioritised
the 20 largest donors known from the countries with complete data; more data was scraped
whenever allowed by formats used by companies.?” For four of the six countries, the
resulting dataset closely or exactly matched the industry’s summary country-level data. The
two countries with a low match were Germany and Spain, given a high proportion of image-
based PDFs hindering data extraction.?’
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Table 3 Estimation of the comprehensiveness of industry payment data extracted for
eurosfordocs.eu (2019)

Level of match

Total value of payments Total value of payments Difference as a share between summary
reported in summary extracted to Difference  of summary industry industry data and
Country? industry data (€m)?3 eurosfordocs.eu (€Em)* 5 (€m) data (%)° eurosfordocs.eu
Low
GERMANY 629 499 130 21%
Exact
IRELAND 35 35 0 0%
Close
SWEDEN 90 82 8 9%
Close
SWITZERLAND 167 155 12 7%
Low
SPAIN 601 337 264 44%

Exact/Close
UK 619 611 8 1%°

1— Only countries covered by both eurosfordocs.eu and available national-level summary data generated by
industry trade groups are included.
2 — Sources of national-level summary payment data.
e Germany,> Spain,*8 Switzerland®® — publicly available pharmaceutical industry summary data
published by the pharmaceutical industry trade groups.
e Ireland — a combination of an Europe-wide report published by EFPIA®® and email communication
with the Irish pharmaceutical industry trade group.®!
e Sweden —email communication with the pharmaceutical industry trade group.
e The UK - calculations based on data obtained from Disclosure UK, the centralised database of
industry payments run by the Association of the British Pharmaceutical Industry.?
3 — All payment values in non-euro currencies were converted to euros based on the average yearly exchanged
rates published by the European Central Bank.
4—The source of payment values reported in this column are centralised pharmaceutical industry payment
databases (Ireland and the UK) and payment reports covering payments made by individual companies
(Germany, Spain, Sweden, and Switzerland).
5 — All payment values in non-euro currencies were converted to euros based the exchange rate obtained from
the CurrencyConverter,® a Python library for exchange rates.
6 — Some of the difference between the value of payments based on summary industry data and extracted to
eurosfordocs.eu results from the differences in the exchange rates. This is exemplified by the examples of
Ireland (both values in euro, no difference) and the UK (original values in the sterling, the difference is caused
by different exchange rates used to convert the sterling to euro). By contrast, the 1% difference between
eurosfordoscs.eu and Disclosure UK results from two marginally different exchange rates used to convert the
sterling to euros
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Nevertheless, other aspects of the data quality in eurosfordocs.eu share key limitations with
the underlying company disclosures.

First is a narrow spectrum of reported recipient, donor, and payment characteristics.
Eurosfordocs.eu does not present payment distribution within the healthcare system due to
the incoherent use or omission of recipient categories by drug companies. Of all countries
covered by eurosfordocs.eu the UK is the only one where the industry trade group
categorised healthcare professionals receiving payments,®* albeit incoherently;?! healthcare
organisations were nowhere categorised.

Second, consistent with the EFPIA Code'® payments to healthcare professionals are not
itemised but aggregated annually per recipient within each payment category. The same
applies to payments to healthcare organisations, except for the UK, where the ABPI
mandates that payments to healthcare organisations be itemised.®* This UK-specific rule
might explain the large difference in the number of payments reported with Germany, a
country with a similar overall value of payments (Online Supplement 5). However, it is
equally possible that not all companies in the remaining six countries covered by the
database aggregate payments consistently as some list more than one payment per
recipient, which might also indicate that although these recipients have the same names,
they are different entities.

Third, the reported payment values must be interpreted cautiously as it is unclear whether
they include taxes without consulting the separately published “methodological notes”.1®
Some companies have different approaches to tax reporting depending on payment or
recipient categories. Consequently, establishing the value of payments made by each
company requires additional forensic work.?3

Finally, while EFPIA introduces the option of unique recipient identifiers in disclosed
payment data,® of the seven countries covered by eurosfordocs.eu only the Spanish trade
group followed this recommendation. Elsewhere the number of recipients per company
and, consequently, the value of payments per recipient remains unknown. Given
inconsistent naming approaches in disclosures made by the same or different companies,
the same recipient can have different names, and, conversely, different recipients may have
the same name.?3 Further, the same recipient can be identified at different levels of
aggregation (e.g. hospital wards, departments or hospitals), with self-regulation at least in
some countries placing the onus of identifying possible multiple records on payment
recipients and not companies.?3 % Lastly, without identifiers payment data cannot be
connected to other databases.

3.4. Data disclosed via public regulation or a combination of public and

self-regulation

Having examined countries with self-regulation, we proceed to those with public regulation
or a combination of public and self-regulation.
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Of the 15 countries with public regulation or a combination of self-and public regulation, all
but two had centralised databases. The exceptions were Finland and Spain, where
disclosures were made on individual drug company websites, consistent with the EFPIA
Code. Of the thirteen countries with centralised databases, one had a database which was
not publicly available (Turkey) and two others had separate databases for different payment
categories (Denmark) and healthcare professionals and organisations (Greece). As the
information included in the separate Danish and Greek databases did not differ according to
our outcome measures, we consider them jointly (Table 4).
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The databases established via public regulation or a combination of public and self-
regulation had the pattern of accessibility similar to the industry-run databases. Of the
thirteen databases none had customisable summary statistics, and only six were
downloadable and fully searchable. Overall, Transparence Santé was the frontrunner.

The most frequent data quality shortcoming was unclear tax reporting, with only two
databases providing relevant rules. However, over half of the databases had at least partial
donor or recipient identifiers, which was the most frequent problem in the industry-run
databases. Further, just five databases covered a spectrum of donor or recipient
characteristics exceeding the minimum recommendations from the EFPIA Code .
Transparence Santé again had the highest overall data quality.

In sum, Transparence Santé had combined data accessibility and quality exceeding that of
Disclosure UK, the frontrunner industry database.

4. Discussion

Our policy review suggests that payment data disclosure does not automatically increase
transparency of financial relationships between drug companies and the healthcare sector.*
> Consistently with research on disclosure of aspects of health policymaking by both public
and private-sector actors, we find that achieving “practical” or “actionable” transparency is
no less important than introducing transparency rules themselves.66-68

Although EFPIA calls payment data generated via self-regulation “open to public scrutiny”,®®
establishing the entanglement of any recipient, let alone a system-level picture, is
impossible given the dispersal of disclosures on company websites in most European
countries. Additionally, documents published as PDFs, sometimes in ways suggesting
deliberate attempts to impede user engagement, fall below the Australian industry-
endorsed regulations requiring firms to use an analysable format.> Therefore, self-regulation
cannot address “the issues of perceived conflict of interest”,”? as promised by EFPIA. More
broadly, the evidence of some companies and trade groups meeting only the minimum
requirements from the EFPIA Code, or fulfilling them in ways inconsistent with the Code’s
spirit, reflects the limited success of self-regulation in modifying corporate behaviour in
areas of public health policy such as reduction of sugar content in food’ or managing
viewers’ exposure to alcohol advertising.”?

Eurosfordocs.eu radically enhances data accessibility in countries without centralised
industry databases, also enabling comparative investigations of payment patterns,?’” which
is important given the accelerating EU-wide health initiatives.”® Although the customisable
opportunities for data exploration are new to the public, data analytics firms have offered
them as a consultancy service to drug companies.’* 3° Consequently, eurosfordocs.eu may
contribute to changing what may be the de-facto status of payment data as a commodity
used to monitor internal compliance with disclosure requirements and potentially inform
marketing strategies targeting healthcare professionals.”>
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In countries with self-regulation, the challenges in data accessibility and quality are
exacerbated by non-disclosed payments. Some companies may not disclose all their
payments, as suggested by instances of underreporting of payments to patient
organisations, with their disclosure also regulated by the EFPIA Code but with distinct
policies.”® 77 Further, self-regulation only covers companies and trade groups that have
ratified the EFPIA Code or its transposition into country-level codes. Therefore, disclosure
requirement may not extend to companies focusing on generic or over-the-counter
medicines and even major manufacturers of branded prescription medicines (e.g. Vertex
does not follow the ABPI Code). However, some non-member companies may choose to
follow the trade group codes. For example, the list of Disclosure UK participants exceeds
ABPI membership.”” Further, some companies may belong to other trade groups (e.g.
generic or small biotech trade groups), which, in some countries, require their members to
abide by the national Codes (e.g. Sweden, Denmark).

Although data reported in Open Payments has attracted some criticism,?* 72 its accessibility
and quality are vastly superior to European data disclosed using self-regulation but also
public regulation. Although Transparence Santé indicates that public regulation can
generate payment data outpacing industry-run databases, it often shares major
shortcomings with self-regulation, including the lack of recipient identifiers or payment
itemisation.?32> Moreover, in some databases the spectrum of disclosed characteristics is
even narrower than the minimum which EFPIA recommends for the industry. Nevertheless,
public regulation eliminates optionality characterising the EFPIA Code, regarding, for
example, centralised databases. The legally binding nature of public regulation should also
involve high levels of compliance. However, instances of inaccurate or incomplete reporting
by some companies are possible.?*

4.1. Limitations

This study has several limitations. Our measures of data accessibility could be expanded. For
example, some databases are difficult to find, including web links to the Greek and Latvian
databases published within news releases, without permanent online location. Similarly,
although Transparence Santé can be downloaded, the size of the dataset prevents it from
being opened using the standard Excel package. Data quality could be scrutinised further by
considering the types of disclosed donors, payments and recipients.* Further, qualitative
insights from data users would be essential for ranking the outcome measures and
attributing weights to their values, such as degrees of user-friendliness.

Our focus on the database level might obscure cross-company differences. For example, the
widely ranging consent rates achieved by companies from healthcare professionals suggests
that similar differences can occur in data quality and accessibility.?! 27 Further, we did not
calculate company-level aspects of data accessibility (e.g. the share of image-based PDFs)
and quality (e.g. the share of duplicate entries, consistency in using donor or recipient
categories and identifiers, missing data, and mistakes, such as negative values). Undertaking
these calculations would have necessitated extensive forensic work.?* However, these
problems are likely to be widespread and serious, affecting even Transparence Santé, the
database we ranked the highest based on its quality .2123%>
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4.2. Conclusions and policy recommendations

We formulate suggestions for enhancing public engagement with disclosed payment data.
(Table 5), which are also relevant for non-European countries, such as Japan, experiencing
problems similar to those identified in this study.”®

Table 5 How can public authorities and the pharmaceutical industry improve the
transparency of payment data?

10

Recommendations for improving accessibility of payment data
Create national-level databases searchable for companies, recipients, and payment categories.
Make the databases in the CSV or XLS format for further analysis, while ensuring that the released data can be split using different
variables, for example, by year or recipient type to make it manageable for users.
Enable users to explore the data by allowing them to generate data summaries placing payments made or received in a broader context
(e.g. payments made by other companies or received by the same or other recipient categories, such as medical specialty).

Recommendations for improving quality of payment data

Publish unique identifiers for payment recipients shared by all companies and used consistently over time.
Introduce clear rules on the levels of aggregation for identifying recipients (e.g. clinic, ward, or hospital) to enhance the consistency of
reporting.
Introduce categories of recipients to enable mapping the distribution of payments in the healthcare system. The categories relating to
healthcare professionals could include a standardised list of medical specialties. The categories covering healthcare organisations could
reflect their functions in the healthcare system as providers, commissioners, or professional organisations.
State clearly whether reported payments should include VAT or other taxes so that payment values from different companies can be
compared reliably.
Publish each payment individually instead of aggregating them annually per recipient.
Publish payment descriptions so that the public can understand the activities they fund as well as their context. This requirement would
follow the self-regulatory rules existing in relation to the disclosure of payments to patient organisations.
Enforce and publish detail of data quality checks: eliminate missing values, payments with the value of zero, and ensure that each
recipient has a unique name and is reported at the same level of aggregation by all companies. Other data quality checks should involve
cross-checking recipient name and address information to ensure consistency and avoid duplicate reporting.
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Payment data accessibility can be easily enhanced with only minor revisions of the existing
regulatory approaches, with the top priority being centralised databases offering
possibilities for payment exploration and contextualisation.

Improving payment data quality would require new comprehensive public regulation,
preferably at the European level.* 2’ Following Open Payments, payments should be
reported together with information on related products to allow generating insights into
company marketing strategies.?3 8 Another vital piece of information might be the numbers
of clinical trials associated with payments, which are listed in the database run by the Slovak
National Health Information Center. No less important is granular disclosure allowing for
capturing payments of different sizes, with some US studies suggesting that even small
payments impact prescribing behaviour,81 82 while others indicating a more complex dose-
effect relationship.!! 288384 Interpretation can be enhanced by descriptions of funded
activities (e.g. specific conferences or projects), consistent with the EFPIA Code’s
requirements regarding payments to patient organisations.’” 8> Recipient characteristics
should be also expanded, reflecting how the public engages with the healthcare system.??
Lastly, the example of Open Payments highlights that recipient identifiers are necessary for
reliable analysis and connecting payment data to datasets with details of prescription and
procurement.11 28818284 Datga integration and management should be supported by strong
compliance mechanisms, including penalties for providing data of inadequate quality.?

Additionally, in European countries with self-regulation, eliminating possibilities for refusing
disclosure by recipients is necessary to reduce high levels of missing data.?’ The decision by
the Spanish Data Protection Authority is illustrative here, exempting payment data from the
provisions of the European data protection legislation (GDPR).?”

Finally, transparency alone cannot address conflicts of interest. Even in the US, the
increased of transparency brought in by Open Payments does not seem have decreased
physicians’ acceptance of FCOls or increased patient concerns about their possible effects
on the care they receive.8 Paradoxically, transparency may normalise FCOls or increase
their impact via moral licensing.8® Therefore, transparency should be accompanied by policy
measures seeking to reduce or eliminate certain FCOls. Key European examples include
banning some financial relationships,®” including payments to healthcare professionals for
conference participation in Sweden?’ or prohibiting sponsored meals over €60 in France.®
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Online Supplement 1. Stakeholder survey
Stakeholder survey, Part 1: Questions to national pharmaceutical industry trade groups

Dear Sir or Madam

| would be grateful if you could answer a few questions listed below regarding the way in which your
organisation and its Members disclose transfers of value to healthcare professionals and
organisations as well as patient organisations. Your answers would be very helpful in informing
scholarly publications on which | am currently working that are seeking to present a full and accurate
picture of transfers of value in Europe. Please let me know should you have any questions about this
research.

[if relevant] In particular, your answers would help me expand on the information your Association
provided in a recent EFPIA report and on its webpages, including here. Some of the matters covered
in my questions have been touched upon in the sources of data referred to above, although
incompletely. | would therefore be grateful if you could answer my questions so that | report correct
and accurate information in any research outputs.

Thank you very much in anticipation for your valuable time in answering my questions.

| look forward to hearing from you.

Sincerely yours

Piotr Ozieranski
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1

2

431 | would be grateful if you could answer the following questions regarding your Association

Z 1. What is the number of member companies in your Association?

7 2. How many companies which are not members of your Association follow its Code of

) Practice?

9 3. Please could you send me the most recent version of your Association’s code of practice (if
10 available, | would appreciate an English version of the document)?

11

12 Please could you answer the following questions regarding the platform and mechanisms of

12 disclosure of transfers of value.

15 . . . .

16 4. What is the platform for disclosing transfers of value to healthcare professionals and

17 organisations (e.g. individual pharmaceutical company websites, a single database of

18 transfers of value from all companies)?

19 5. [If transfers of value are disclosed on individual pharmaceutical company websites, does your
20 Association have a website providing links to these websites? If so, please could you provide
21 me with a web link?

22 6. If transfers of value are disclosed on individual pharmaceutical company websites, has your
;i Association considered creating a single database of transfers of value from all companies?
25 7. Do healthcare professionals in your country have to consent to the transfers of value being
26 publicly disclosed; or is the disclosure of transfers of value to healthcare professionals

27 mandatory (i.e. healthcare professionals are not asked to consent)? If the disclosure of

28 transfers of value they received is mandatory, please could you state the regulation which
29 makes them mandatory?

30 8. If healthcare professionals in your country have to consent to the transfers of value being

31 publicly disclosed, does your Association have any expectations regarding the minimum HCP
32 consent rate that should be achieved by companies signing up to its Code of Practice? If so,
gi please could you specify this consent rate? Further, does your Association request

35 companies achieving lower-than-expected healthcare professional consent rates to explain
36 why this might be the case and identify possible ways of improving the consent rates?

37 9. If healthcare professionals in your country have to consent to the transfers of value being
38 publicly disclosed, has your association considered implementing a simple summary

39 disclosure rate statistic that is easily comparable between companies, such as the percent of
40 the amount of transfers of value disclosed in the aggregate and/or the percent of healthcare
H professionals disclosed in the aggregate?

fé 10. If healthcare professionals in your country have to consent to the transfers of value being
44 publicly disclosed, does your association have any specific guidelines on how HCP disclosure
45 rates could be improved by its Member Companies? If so, | would be grateful if you could
46 share these guidelines with me?

47 11. If healthcare organisations have to consent to the transfers of value being publicly disclosed
48 could you provide examples of reasons that would necessitate placing them in the aggregate
49 disclosure?

50 12. Please could you state the threshold for the acceptable value of meals and drinks that was
g; set by your association?

53 13. If some transfers of value need to be disclosed in a database run by a public institution, are
54 there any transfers of value (e.g. research and development) that are still disclosed by

55 pharmaceutical companies themselves. If so, | would be grateful if you could specify what
56 these transfers of value are and why they are disclosed by pharmaceutical companies.

57 14. As far as your Association is aware, do companies disclosing their transfers of value use

58 “unique country identifiers” recommended in the EFPIA Code of Practice, and not only

Zg recipient names or locations, to distinguish payment recipients? If so, are these identifiers
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shared among different companies so that they can identify the same recipient using the
same identifier?

Did members of your Association (or other companies following your Association’s code of
practice) disclose transfers of value to healthcare professionals and organisations in 2020
(i.e. covering payments made in the 2019 calendar year)?

If members of your Association (or other companies following your organisation’s code of
practice) disclosed transfers of value to healthcare professionals and organisations in 2020 (i.e.
covering the 2019 calendar year) please could you answer the following questions.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.
26.

27.

28.

29.

How many pharmaceutical companies in total disclosed transfers of value to healthcare
professionals and organisations made in 2019? How many of those companies were
members of your Association?

Is the number of companies which did not disclose any transfers of value made in 2019
known? If so, please could you state this number? How many of those companies were
members of your Association?

What was the overall share of healthcare professionals consenting to their transfers of value
being disclosed in 20197

What was the overall share of healthcare organisations consenting to their transfers of value
being disclosed in 2019?

What was the total value of all non-research transfers of value to all healthcare
professionals and organisations made in 2019?

What was the total value of all non-research transfers of value to all healthcare
organisations made in 2019?

What was the value of all research-related (i.e. R&D) transfers of value to healthcare
professionals or organisations made in 2019?

What share of the overall value of transfers of value made to healthcare professionals
disclosed at the individual level in your country in 2019?

What share of the overall value of transfers of value made to healthcare organisations was
disclosed at the individual level in your country in 2019?

What was the value of grants and donations made to healthcare organisations in 2019?
What was the value of fees for services and consultancy made to healthcare organisations in
2019?

What was the value of contributions to costs of events made to healthcare organisations in
2019?

What was the value of fees for services and consultancy made to healthcare professionals in
2019?

What was the value of contributions to costs of events made to healthcare professionals in
2019?

Finally, | would be grateful if you could answer the following questions regarding the public
disclosure of transfers of value to patient organisations.

30.

31.

32.

33.

Please could you send me the most recent version of your Association’s code of practice as it
relates to working with patient organisations (if available, | would appreciate an English
version of the document)?

Are there any companies that are not members of your Association which disclose transfers
of value to patient organisations in line with the EFPIA Code of practice?

How many companies disclosed transfers of value to patient organisations made in 2019?
How many of those companies were members of your Association?

What was the total value of all transfers of value to patient organisations made in 2019?
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Stakeholder survey, Part 2. Questions to public or multistakeholder bodies overseeing
pharmaceutical industry payment disclosure

Dear Sir or Madam

| would be grateful if you could answer a few questions listed below regarding the way in which your
institution discloses payments made by drug companies to individuals and organisations within the
healthcare system in your country. Your answers would be very helpful in informing scholarly
publications on which | am currently working that are seeking to present a full and accurate picture
of payments made by the pharmaceutical industry in Europe. Please let me know should you have
any questions about this research.

Some of the matters covered in my questions have been touched upon on your website. However, |
would be extremely grateful for your answers to avoid any misunderstandings which may be caused
by language issues, particularly as they relate to complex regulatory matters.

Thank you very much in anticipation for your valuable time in answering my questions.
| look forward to hearing from you.
Sincerely yours

Piotr Ozieranski
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| would be grateful if you could answer the following questions regarding the nature of payments
disclosed by [insert name of institution]

10.
11.

12.

13.

14.

15.

16.

17.

What industries are covered by the disclosure requirements (e.g. pharmaceutical, medical
device, veterinary)?

Please could you briefly describe what is meant by each type of the industry covered by the
disclosure?

What types of payment recipients are covered by the disclosure requirements (e.g.
healthcare professionals, healthcare organisations, patient organisations)? Are these
definitions consistent with the ones used in the EFPIA Code of Practice
(https://www.efpia.eu/media/554677/efpia-code-2020.pdf) ?

Please could you briefly describe what is meant by each type of recipient (e.g. what is meant
by the healthcare processional or healthcare organisation)? Are these definitions consistent
with the ones used in the EFPIA Code of Practice?

What are the categories of payments covered by the disclosure managed by your institution
(e.g. sponsorship of conference attendance, consultancy fees, research and development)?
Are they the same one as those used in the EFPIA Code of Practice?

Please could you briefly describe what is meant by each type of payment (e.g. what is meant
sponsorship of by conference attendance)? Are these definitions consistent with the ones
used in the EFPIA Code of Practice?

If the definitions of payments or recipients used by your institution are not consistent with
the ones used in the EFPIA Code of Practice, please could you explain why this is the case? In
other words, why alternative definitions have been created for the reporting purposes of
your institution as opposed to using the ones introduced by the EFPIA Code of Practice?

Are all payments to all payment recipients publicly disclosed by your organisations or are
any payments or recipient types exempted from public disclosure?

Are payments reported by your institution reported on an individual basis (i.e. each payment
has a separate database entry) or are they aggregated on a yearly basis (i.e. all payments of
a certain type from a certain company are reported jointly)?

What are the responsibilities of companies making payments in relation to their disclosure?
What are the responsibilities of payment recipients in relation to their disclosure (e.g. do
they need to disclose payments themselves or just verify disclosures made by companies
making payments)?

Are payment disclosures managed by your institution reported based on calendar years or
financial years? If payments are made based on financial years, please could you specify
what are the start and end dates of a financial year in your country?

Are payment values made publicly available by your institution the same as those received
by payment recipients (e.g. do they include the value of any taxes, such as VAT, paid by
companies making the payments)?

If payments reported in by your institution are not reported consistently with or without
relevant taxes (e.g. VAT), where might database users find information on approaches to tax
reporting taken by each company making payments.

Do all industries covered by the payment disclosures managed by your institution report
payments in exactly the same way (e.g. using the same definitions of payments, payment
categories and recipients)?

Is the database of payments managed by your institution downloadable or not? Please could
you explain why the decision has been made to make it downloadable (or not)?

Please could you send me the most recent copy of the regulation and/or policy which
governs the disclosure of payments made your institution (if available, | would appreciate an
English version of the document)?
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Please could you answer the following questions regarding the disclosure requirements covered
by your institution and the self-regulatory disclosure system overseen by the European Federation
of Pharmaceutical Industries (EFPIA), as described in its Code of Practice?

18.

19.

Do pharmaceutical companies in your country have to disclose payments with your
institution as well as in line with the disclosure system managed by EFPIA (i.e. do companies
need to disclose payments to healthcare professionals and organisations with your
institution as well as using disclosure reports comprising payments to healthcare
professionals and organisations published on their individual websites)?

The EFPIA code of practice covers the category of payments related to research and
development. Are these payments disclosed by your institution on a named basis or on drug
company websites, in line with the EFPIA code of practice?

If payments made in 2019 calendar were reported year please could you answer the following
questions regarding payments from all industries whose payments are managed by your
institution?

20.
21.
22.
23.

24,
25.

26.

How many companies reported payments in 2019?

What was the overall number of healthcare professionals receiving payments in 2019°?

(If relevant) What was the overall number of healthcare organisations receiving payments in
2019?

(If relevant) What was the overall number of patient organisations receiving payments in
2019?

What was the overall value of payments made to healthcare professionals in 2019?

(If relevant) What was the overall value of payments made to healthcare organisations in
2019?

(If relevant) What was the overall value of payments made to patient organisations in 2019?

Please could you answer the following questions regarding only payments made by
pharmaceutical companies only in the 2019 calendar year?

27.
28.

29.

30.

31.

32.

33.

34.

35.

36.

How many pharmaceutical companies reported payments in 2019?

Is the number of companies which did not disclose any payments made in 2019 known? If
so, please could you state this number?

What was the overall number of healthcare professionals receiving payments from
pharmaceutical companies in 20197?

(If relevant) What was the overall number of healthcare organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

(If relevant) What was the overall number of patient organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

What was the overall share of healthcare professionals consenting to their payments being
disclosed in 20197

(If relevant) What was the overall share of healthcare organisations consenting to their
payments being disclosed in 2019?

(If relevant) What was the overall share of patient organisations consenting to their
payments being disclosed in 20197?

What was the overall value of all payments made to healthcare professionals by
pharmaceutical companies in 20197?

(If relevant) What was the overall value of payments made to healthcare organisations by
pharmaceutical companies in 2019?
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37.

38.

39.

40.
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(If relevant) What was the overall value of payments made to patient organisations by
pharmaceutical companies in 2019?

Please could you provide the value of each category of payments received by healthcare
professionals from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by healthcare organisations from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by patient organisations from pharmaceutical companies in 2019?

Finally, | would be grateful if you could answer a few general questions regarding the direction
nature of payments disclosed.

41.

42.

43.

44,

45,

46.

47.

48.

49.

50.

The obligatory disclosure of payments by a public body, such as your institution,
seem be at odds the approach taken by many other European countries, which
support a self-regulatory system managed by the pharmaceutical industry and
allowing payment recipients not to have their payments disclosed based on the
General Data Protection Regulation (GDPR). How does the system for payment
disclosure managed by your institution addresses potential concerns regarding data
privacy of payment recipients?

What are the advantages of the mandatory disclosure of payments, overseen by
your institution, over a self-regulatory payment system based on the EFPIA Code of
practice, existing in many other European countries?

What is the source of funding of the disclosure system managed by your institution
(e.g. general taxation, health insurance, company fees)?

What is the yearly cost of maintaining the disclosure system managed by your
institution?

How there been any examples of healthcare professionals not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

(if relevant) How there been any examples of healthcare organisations not
complying with the requirements of the disclosure system managed by your
institution? If so, how were they addressed?

(if relevant) How there been any examples of patient organisations not complying
with the requirements of the disclosure system managed by your institution? If so,
how were they addressed?

How there been any examples of pharmaceutical companies not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

Does your institution monitor who uses the disclosed payment data? If so, would
you be able to say who the key types of users are?

What does your institution do to encourage the use of disclosed data (e.g. public
campaigns)?
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4 Online Supplement 2. Responses to stakeholder survey s g
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o
6 Part 1. Pharmaceutical industry trade groups s 2
(o]
: 2 9
9 Country Name of pharmaceutical industry trade group ;heﬂy received Nature of reply
.. =m3
10 AUSTRIA Fachverband der Chemischen Industrie Osterreichs % g S Yes Answered all questions
D_ -~
1; BOSNIA AND HERZEGOVINA Association of Research-based Medicine Producers in Bosnia & Herzegovina 2 § N No N/A
0N
13 BULGARIA Association of the Research-based Pharmaceutical Manufacturers in Bulgaria o g; No N/A
—~Q
14 CROATIA iF! — Inovativna farmaceutska inicijativa 2322 No N/A
00>
12 CYPRUS The Cyprus Association of Research and Development Pharmaceutical Companies 2 3 ;C,’_J No N/A
- O
17 CZECH REPUBLIC Asociace inovativniho farmaceutického pramyslu g - E Yes Answered some questions
18 DENMARK LaegemiddelindustriforeningenlLersg 5 Z'VYes Answered some questions
19 3
20 ESTONIA The Association of Pharmaceutical Manufacturers in Estonia @ i No N/A
> =
21 FINLAND Laaketeollisuus = T VYes Answered all questions
Q =
22 GERMANY Freiwillige Selbstkontrolle fiir die Arzneimittelindustrie 5 S No N/A
23 5 2
24 GREECE Hellenic Association of Pharmaceutical Companies @ 8 No N/A
Q 0]
25 HUNGARY Association of Innovative Pharmaceutical Manufacturers 2 g_ No N/A
26 ICELAND Icelandic Association of the Pharmaceutical Industry % 3 Yes Holding message
27 = g
28 IRELAND Irish Pharmaceutical Healthcare Association 2 S VYes Answered all questions
29 ITALY Associazione delle imprese del farmaco § S No N/A
30 Association of International 3 =z
31 Innovative Pharmaceuticals % 2
32 LATVIA Producers ‘%- '5 Yes Answered some questions
(%]
33 LITHUANIA Innovative Pharmaceutical Industry Association ’ %Yes Answered all questions
34 a
35 LUXEMBOURG Association pharmaceutique luxembourgeoise o Yes Answered all questions
36 NORTH MACEDONIA Association of Foreign Innovative Manufacturers in Macedonia S Yes Answered all questions
©
37 NORWAY Legemiddelindustrien £ Yes Answered all questions
38 3
39 POLAND Zwigzek Pracodawcéw Innowacyjnych Firm Farmaceutycznych @ Yes Holding message
40 )
41 N
42 g
>
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PORTUGAL
ROMANIA
RUSSIA
SERBIA
SLOVAKIA
SLOVENIA
SPAIN
SWEDEN
SWITZERLAND
TURKEY
UK
UKRAINE
EUROPE

BMJ Open

Associagao Portuguesa da Industria Farmacéutica
Association of International Medicines Manufacturers
Association of International Pharmaceutical Manufacturers
Innovative Drug Manufacturers' Association
Association of the Innovative Pharmaceutical Industry
Forum of International Research and Development Pharmaceutical Companies, EIG
Asociacién Nacional Empresarial de la Industria Farmacéutica
Lakemedelsindustriféreningen
Science Industries Switzerland
Arastirmaci ilag Firmalari Dernegi
Association of the British Pharmaceutical Industry
Association of Pharmaceutical Research and Development
EFPIA
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Part 2. Public and multistakeholder bodies overseeing payment disclosure

Country

BELGIUM

DENMARK
ESTONIA
FRANCE
GREECE

HUNGARY
LATVIA
LITHUANIA
THE
NETHERLANDS
PORTUGAL

ROMANIA

SLOVAKIA
TURKEY

Name of public or multistakeholder body overseeing
payment disclosure

betransparent.be

Danish Medicines Agency
State Agency of Medicines
Ministry of Health

National Organisation for Medicines
National Institute of Pharmacy and Nutrition
Latvian Health Inspectorate
Lithuanian State Medicines Control Agency
Vereniging Innovatieve Geneesmiddelen
INFARMED - National Authority of Medicines and Health
Products
National Agency for Medicines and Medical Devices in

Romania

National Health Information Center

Turkish Medicines and Medical Devices Agency

BMJ Open

Nature of authority overseeing pay

disclosure

Multistakeholder body

Public body
Public body
Public body
Public body

Public body
Public body
Public body
Multistakeholder body
Public body
Public body

Public body
Public body
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Reply
received

No

Yes
No
Yes
No

Yes
Yes
Yes
Yes
Yes
Yes

Yes

Yes

Nature of reply

N/A
Answered some
questions
N/A
Holding message
N/A
Answered all
questions
Answered all
questions

Answered all
questions

Inquiry redirected
Answered some
questions

Holding message
Answered some
questions

Holding message
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Online Supplement 3. Examples of deviations of data reporting formats from the
EFPIA standard “disclosure template”
Part 1: EFPIA “disclosure template”
ANNEX A (binding)
Standardised disclosure template
)
ANNEX A - STANDARDISED DISCLOSURE TEMPLATE 2-
Date of 12 8
Full Name P:‘:’;:‘:;L Country of Principal Principal Practice Unique country Gontribution o costs of Events (Art. 3.01.1.6 & 3.01.2.8) Fee for service and consultancy (A 3201.1.¢ 3
HCOs: city where Practice Address identifier OPTIONAL &3.01.2¢c) O
registered <
Donations and Grants: 8
1o HCOs (Art Related expenses TOTAL
3011 rﬂ sw,m,:,m n?ﬂ::’;{""‘"“
(Art. 1.01) (An. 3) (Schedule 1) (At 3) (At 3 HCOs / third parties. | Registration Fees T""‘:‘;m Foos m":""'“’
lappointed by HCOS 1o son
manage an Event e T

INDIVIDUAL NAMED DISCLOSURE - one line per HGP (i.e. all transfers of vaiue during a year for an indivictual HGP will be summed up: itemization should be available for tha individuai Recipient or public authorities’ consultation only, as appropriate)

HCPs

Or A A N/A Yearly amount Yeardy amount Yearly amount Yearly amount

[ore | | | | NiA | NA | vearyamount |  Yearyamount |  Yearlyamount |  Yearly amount |

e NiA WA Yearly amount Yearly amount Yearly amount ‘Yearly amount
OTHER, NOT INCLUDED ABOVE -

Aggregate amount attributable to transters of value to such Recipients - 21 507 NIA N/A Aggregate HCPs Aggregate HCPs Aggregale HCPs Aggregaie HCPs

Number of in aggregate disclosure - A 302 NiA NiA number number number number

% of the number of included in the.

Recipients disclosed - At 3.02

=
the fotal number, by category, of o o "

%

%

%

INDIVIDUAL NAMED DISCLOSURE - one line per HCO (Le. all transfers of value during a year for an individval HCO will be summed up: itemization should be available for the individual Recipient or public autharities’ consultation oniy, as appropriate)

HCO 1 Yearly amount Yearty amount Yearly amount Yearly amount Yearly amount Yearly amount

|Hco2 i i | | Vearlyamount | Vearlyamount | Vearyamount | Yearlyamount | Yearyamount | Yearlyamount |

etc Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amaount
OTHER, NOT INCLUDED ABOVE -

Aggregate amount attributable to transfers of value to such Reciplents - A .02 Aggregate HCOs Aggregate HCOs Aggregate HCOs Aggregate HCOs Aggregate HCOs

Number of Reciplents In aggregate disclosure 5 02

number number

number

number

|R.dpi-u’: disclosed - Arl. 302

% of the number of Recipients included in the aggreate disclosure in the total number, by category, of

% % %

%

%

g
| :
$a5N 10} D 1 ‘ybuAd

AGGREGATE DISCLOSURE

Transfers of Value re Research & Development as defined - Article 3.04 and Schedule 1

TOTAL AMOUNT

latest update: 27 June 2019

Note

The screenshot was taken from version the EFPIA Code which was in force the time of

writing.!
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Part 2: Examples of data reporting not following the EFPIA “disclosure template”
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PDF PDF PDF PDF
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o
)
37 Note ®
38 The screenshots were taken as part of the data curation process involved in creating the eurosfordocs.eu da:%‘abase.2
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Online Supplement 4. Approaches to data presentation decreasing the accessibility of
payment disclosures

Part A: Techniques used when publishing payment data on individual company websites

1.

Publish data as PDF documents (and not csv or XLS files) to make analysis difficult
(example: most companies throughout Europe, except where the pharmaceutical
industry trade groups created centralised databases).

Make the PDF document available only in an online viewer rather than as a separate
file to prevent it from being downloaded for analysis (example: Menarini
Switzerland).

Publish PDF documents consisting of images (and not text) to prevent any searches
within the data (e.g. for recipient names) (example: Pfizer Sweden).

Reduce the resolution of image-based PDF documents to make them almost
unreadable without constantly zooming in and out (example: Novo-Nordisk Spain).
Create PDF documents with repeated table headers occupying most of each page in
the disclosure report. In some cases, if the content is image-based, the resulting PDF
can exceed 1800 pages, and over 350 MB, which discourages users from opening or
downloading it (example: Novartis Italy).

Require users to follow a lengthy process of accepting the “Terms of use” of the
disclosed information to discourage engagement with the data (example: Pfizer

Spain).

Note: Different techniques can be combined. For example, the disclosure report can be
made available only in an online viewer (2), with each page published as an image (3) and in
a low resolution (4) (example: Roche Italy).

Part B: Techniques used when publishing payment data in centralised databases.

1.

Require users to follow a lengthy process of accepting the “terms of use” of the
disclosed information to discourage engaging with the data (example: the Czech
Transparentni spoluprace database).

Enable searching only for specific recipients, without the possibility of searching for
companies or recipient categories (e.g. medical specialties) (the Czech Transparentni
spoluprace database).

Make searches conditional on obtaining recipient ID numbers from another website
(example: the Czech Transparentni spoluprace database)

Do not include the possibility of downloading the database as a single file to prevent
analysis (Examples: the Irish Transfer of Value database — and all centralised industry
platforms except Disclosure UK)
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Online supplement 5. Eurosfordocs.eu — database summary (2017-2019)*

palejal sasn 10} Buipnjoul ‘1ybiAdoo Aq |
02 Jaquwadad 9T Uo 8£TES0-TZ0Z-uadolway

Companies Number of
Successfully associated payments to
extracted with healthcare
(parsed) parsed professionals m
Disclosure disclosure disclosure and Value of @ &
Country reports reports Parse ratio reports organisations payments (€22 S
UK 13 1 100% 141 164,112 1,771,785,8'@:15;
Germany 112 89 79% 32 103,477 1,524,231,5685 %
Spain 60 48 80% 16 370,444 959,704,223: 835
Italy 60 57 95% 19 143,244 954,063,97% - o
Switzerland 138 117 85% 41 36,503 471,638,8821 3
Sweden 184 168 91% 68 15,434 249,913,01?> g
Ireland 13 1 100% 46 18,312 97,259,959% g
Total 556 481 160 851,526 6,028,597,5(%1 g
e 3
Notes. %’ i
1 — All data is accurate as of January 2021. Eurosfordocs.eu is updated regularly to reflect occasidgnal_ét
published by drug companies. 5 %
2 — All payment values in non-euro currencies were converted to euros based the exchange rate gbtg
a Python library for exchange rates. S =

hanges in disclosure reports

ned from the CurrencyConverter !

3 —The UK and Ireland are the only countries reported in the table in which all drug company pagne#ts are included in a single
database. In all other countries, disclosure reports are published on individual websites for each%orEpany.
h N
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Abstract

Objectives: To examine the accessibility and quality of drug company payment data in
Europe.

Design: Comparative policy review of payment data in countries with different regulatory
approaches to disclosure.

Setting: 37 European countries.

Participants: European Federation of Pharmaceutical Industries and Associations, its trade
group and their drug company members; eurosfordocs.eu, an independent database
integrating payments disclosed by companies and trade groups; regulatory bodies
overseeing payment disclosure.

Main outcome measures: Regulatory approaches to disclosure (self-regulation, public
regulation, combination of the two); data accessibility (format, structure, searchability,
customisable summary statistics, downloadability) and quality (spectrum of disclosed

characteristics, payment aggregation, inclusion of taxes, recipient or donor identifiers).

Results: Of 30 countries with self-regulation five had centralised databases, with Disclosure
UK displaying the highest accessibility and quality. In 23 of the remaining countries with self-
regulation and available data, disclosures were published as PDFs on individual company
websites, preventing the public from understanding payment patterns. Eurosfordocs.eu had
greater accessibility than any industry-run database, but the match between of the value of
payments integrated in eurosfordocs.eu and summarised separately by industry in seven
countries ranged between 56%-100% depending on country. Eurosfordocs.eu shared quality
shortcomings with the underlying industry data, including ambiguities in identifying
payments and their recipients. Public regulation was found in 15 countries, used either
alone (3), in combination (4) or in parallel with (8) self-regulation. Of these countries, 13
established centralised databases with widely ranging accessibility and quality and sharing
some shortcomings with the industry-run databases. The French database, Transparence
Santé, had the highest accessibility and quality, exceeding that of Disclosure UK.

Conclusions: The accessibility and quality of payment data disclosed in European countries
are typically low, hindering investigation of financial conflicts of interest. Some
improvements are straightforward but reaching the standards characterising the widely
researched US Open Payments database requires major regulatory change.

Strengths and limitations

e We investigate the quality and accessibility of drug company payment disclosure
data in 37 European countries.

e We use a set of measures relevant for countries with industry self-regulation, public
regulation, and a combination of the two.

e We present our results as a “heat map” showing the least and most problematic
aspects of payment data accessibility and quality.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

One key limitation is that that we did not quantify some aspects of the accessibility
and quality of payment data.
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1. Introduction

Financial conflicts of interest (FCOIs) can bias healthcare research, practice, education, and
policy.1® The last decade has seen a global trend towards addressing concerns about FCOls
by publishing drug company payments to the healthcare sector.*2 It is best exemplified by
the US Sunshine Act, establishing Open Payments, a database triggering extensive research
on payment distribution,® 1% and its links with drug prescription!! and cost.213 Open
Payments increases transparency of FCOls by enabling cross-checking information collected
by professional organisations,!* conference organisers,’ and scientific journals.1® It also aids
identifying corruption by highlighting unusual payment patterns.1” 18

Unlike the US, in most European countries drug company payments are disclosed via
industry self-regulation.*® In Europe, the prevalent form of self-regulation draws on the
Code of Practice of the European Federation of Pharmaceutical Industries and Associations
(EFPIA), with its minimum requirements transposed into the codes of EFPIA’s national trade
group members.1? Self-regulation allows the industry to develop, implement, and oversee
the rules of payment disclosure.*?° Compared to the US Sunshine Act, one key shortcoming
of self-regulation, resulting from the industry’s interpretation of European privacy laws, is
making company disclosures conditional on consent granted by payment recipients.?-3
Other problems include broader, and therefore difficult to interpret, payment categories
(grants and donations, contributions to costs of events, fees for service and consultancy),??
which are also fewer than in the US, excluding royalties, ownership and investments.
Additionally, research payments are only disclosed as lump sums per company without
named recipients.> #* One advantage of self-regulation is a greater scope of covered
healthcare professionals, including not only physicians but also nurses (to be included in the
US starting from 20222°%), pharmacists, and others. > 2! Further, self-regulation includes, like
in the US, hospital recipients of payments but also general practice surgeries, professional
associations, and other healthcare organisations.>2*

Only few European countries, including France, Portugal and Latvia, use government
regulation, principally legislation, to impose disclosure requirements for donors and
recipients, including mandatory disclosure.*® Finally, one country, the Netherlands, has
been identified as using a combination of self- and public regulation, with the disclosure
regulations developed with government’s input, lacking a legal basis and enforced via self-
regulation.*

The scrutiny of European payment data has been limited, except for case studies of
payment distribution in the UK,%! 2* Germany,?® and Ireland,?’ and a comparative analysis of
payments shares not disclosed by recipients in the UK, Germany, Sweden, Switzerland, Italy,
Ireland, and Spain.?2 However, France is the sole country where relationships between
payments and prescribing have been investigated.?® Similarly, the potential for detecting
organisational-level FCOls is unrealised, with only two studies examining discrepancies in
payments reported separately by companies and some healthcare providers3® and
commissioners3! in England. Further, corrupt relationships identified via official
investigations pertaining to Greece,3? Poland and Russia3? might have been revealed earlier
by examining payment patterns, following the US’ example.'” 18 Therefore, the evidence
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base for any policy reform is thin, leaving the industry as the only stakeholder likely to have
in-depth understanding of payment data, particularly in countries with self-regulation.

The likely reasons behind the scant disclosure research are the low accessibility and quality
of payment data. Regarding accessibility, a study of European disclosure approaches has
found that of six countries with self-regulation five lacked centralised payment databases.*
In one of these countries, Germany, the dispersal of disclosures on drug company websites
was a major obstacle in data analysis.'® 26 28 A recent remedial initiative by activist data
scientists has involved creating a database called eurosfordocs.eu. Inspired by a similar

German project,?® eurosfordocs.eu integrates data disclosed separately by many companies
in countries with self-regulation.?834 Contrastingly, of the four countries identified as having

government regulation or combining it with self-regulation three had databases integrating
payments reported by all companies.*

A related aspect of low accessibility both in countries with self-regulation and government
regulation is poor user interface.* Of the six studied countries with self-regulation only
Disclosure UK, the database run by the Association of the British Pharmaceutical Industry
(ABPI), was judged as user friendly.* However, of the three databases in countries using
government regulation or combining it with self-regulation the Dutch and Portuguese
databases were described as “partially” user friendly, while the French was deemed “not”
user friendly.* Challenges in the interface of the French database were only addressed by
the independent data platform eurosfordocs.fr, stimulating journalistic investigations into
FCOls.3>37

The second problem, payment data quality, has only been examined in countries with self-
regulation. For example, analyses of Disclosure UK revealed inconsistencies in reporting of
payment values and recipients,?! ¢ compounded by the absence of unique recipient
identifiers.38 Similar shortcomings, including duplicate entries, were found in Germany,2°
indicating that they might characterise self-regulation more broadly.

Therefore, important gaps exist in our understanding of the accessibility and quality of
European payment data. First, ongoing debates on the introduction of public regulation in

some countries® suggest that the only comprehensive European regulatory overview® might

have missed key regulatory developments, potentially with implications for data
accessibility and quality.

Second, the implementation of the requirements of the EFPIA Code?® has not been fully
scrutinised. For example, although some trade groups will only meet the minimum
standards (e.g. by expecting companies to publish data on their websites), others might
exceed them (e.g. by creating centralised databases).* 22 The need for establishing a
comprehensive pattern of compliance is underscored by findings from Sweden and the UK
suggesting failure of self-regulation of drug marketing to meet some of its own key
promises.203°

Third, regulatory approaches in many European countries have escaped scrutiny,* making it

unclear whether payment data reported in these countries shares the strengths and
weaknesses identified elsewhere. Consequently, although some aspects of government
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1
2
2 regulation, such as a greater scope of covered industries, have been demonstrated as
5 superior to self-regulation,*® it remains uncertain whether this is reflected by payment data
6 accessibility or quality.*
7
8 Finally, the to-date evaluative criteria need refinement, as some, such as “user friendliness”
?o have attracted a contrasting appraisal of the same disclosure database by different expert
11 commentators.* 2
12
13 We have two objectives. First, to identify regulatory approaches to payment disclosure in
1‘5‘ Europe. Second, to examine the accessibility and quality of payment data disclosed in
16 countries with different approaches to disclosure.
17
o 2. Methods
20
21
22 2.1. Data collection
23
24
25 2.1.1. Identification of regulatory approaches
26
;é To identify regulatory approaches to payment disclosure in Europe, PO and LM identified
29 available peer-reviewed English-language research on the regulation of drug company
30 payment disclosure. We searched Scopus using the terms “Sunshine Act”, “Open
31 Payments”, as well as “European Federation of Pharmaceutical Industries and Associations”
gg and “EFPIA” combined with “disclosure”. We applied the same terms in the Google search
34 engine to identify “grey literature”, including non-peer reviewed reports.
35
36 Subsequently, PO and LM conducted iterative searches on websites dedicated to industry
37 payment disclosure, including EFPIA’s website and its national trade group members’
gg websites. We also examined the country profiles published by MediSpend* and the
40 websites of four major companies with presence across Europe (Amgen, GSK, Merck
41 Serono, and Bayer) providing access to company disclosure methodologies which reflect
42 local regulatory requirements. Finally, we considered the websites of public or
ji multistakeholder bodies which the previous steps identified as involved in overseeing
45 payment disclosure.
46
47 Finally, PO surveyed industry trade groups and public or multistakeholder bodies overseeing
48 payment disclosure (Online Supplement 1). The first round of standardised questions was
gg emailed in mid-November 2020, followed up by reminder messages in late December 2020,
51 asking recipients to provide answers by the end of the 15t week of January 2021. Of 34
52 approached pharmaceutical trade groups 17 replied. Of those, 14 answered at least some of
53 the questions, while the remaining ones sent holding messages. Of 13 approached public or
gg public or multistakeholder bodies ten replied. Of those, six answered at least some of the
56 guestions, three sent holding messages, and one redirected us to another institution (Online
57 Supplement 2).
58
59
60
6
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2.1.2. Data on accessibility and quality of payment disclosures

First, in countries with self-regulation, we considered industry codes, reports, press
releases, trade group websites, and industry-run databases. Second, LM and PAJ recorded
their observations regarding the format and structure of payment data when designing
scripts for scraping company and trade group websites to be integrated in
eurosfordocs.eu.?8 Third, in countries with disclosure overseen by public or
multistakeholder bodies the data included relevant legislation, the websites of bodies
managing payment disclosure, and disclosure databases. Fourth, in both countries with self-
regulation and public regulation we considered responses from our stakeholder survey.
Finally, in countries with self-regulation and covered by eurosfordocs.eu we collected — for
verification purposes — national-level summary statistics published by EFPIA, industry trade
groups, and survey responses from the trade groups.

2.2. Data analysis

2.2.1. Confent analysis

Most of the source material was available in English. If this was not the case, we used
Google Translate and Deepl.com, clarifying any linguistic issues by cross-checking with other
online sources and consulting with relevant national bodies and colleagues with language
expertise.

We coded the regulatory approaches deductively building on an earlier categorisation which
distinguished countries with self-regulation, government regulation, and a combination of
the two.* We modified it by considering new regulatory developments, such as the 2016
decision by the Spanish Data Protection Agency*! making disclosure by healthcare
professionals compulsory without new government regulation.?® Therefore, we replaced
“government regulation” with “public regulation”, comprising “government regulation”, i.e.
legislation relating directly to payment disclosure, and “regulatory intervention”, i.e.
decisions by data protection agencies clarifying the rules of payment disclosure based on
other existing legislation.

Deductive codes relating to data accessibility and quality were developed using earlier
research.*> 2% Inductive coding was applied to the types of disclosed information and
company techniques of decreasing data accessibility, which were identified when
integrating industry data within eurosfordocs.eu

The data was coded by PO and results were validated by team discussions, resolving any
differences by agreement. In analysing industry-self regulation, we set the characteristics of

disclosed data against recommendations from the EFPIA Code. Similar comparison was not
necessary in relation public regulation as it does not introduce any optionality.

2.2.2. Descriptive statistical analysis
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As eurosfordocs.eu involved data extraction using disclosures published by individual
companies and industry trade groups, we estimated the match between the database and
the underlying data by comparing the value of payments calculated in specific countries
using eurosfordocs.eu with national-level summaries obtained from industry sources.

2.2.3. Outcome measures

We had one primary outcome measure identifying the regulatory approaches to payment

disclosure in each country — self-regulation, public regulation and a combination of the two.

As we identified both self-regulation and public regulation in some countries, we noted the
number of regulatory approaches in each country — single (only self-regulation, public
regulation, or a combination of the two) or two (self-regulation and public regulation used
in parallel).

In countries with self-regulation, we recorded whether it was based on the EFPIA Code,
including shared payment, donor, and recipient categories, or involved a distinct national
industry code. For countries following the EFPIA Code, we specified whether trade groups
were obliged to do so as EFPIA members or did this voluntarily as non-members.

Considering countries with public regulation, we distinguished those using government
regulation, regulatory intervention, or both. In countries with government regulation, we
distinguished those introducing bespoke legislation focusing on payment disclosure or
incorporating new provisions into existing pharmaceutical or medical device legislation. In
countries where public-and self-regulation were used in parallel, we recorded whether any
overlap existed between the donors, recipients and payments covered by each approach.

In countries combining self-and public regulation, we denoted the form of both self-
regulation and public regulation and how they were integrated.

The measures of accessibility and quality reflected the heterogeneity of payment data
presentation. The basic measure of accessibility applied in all countries was whether it was
disclosed on a centralised database or multiple websites. In addition, for countries with
centralised databases, we created a “heat map” aiding data synthesis and interpretation
(Table 1).
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Table 1 Heat map of measures of accessibility and quality of payment databases.

Database format

Database structure

Database searchability

Customisable summary statistics

Downloadability

Spectrum of disclosed characteristics

Aggregation of payments

Inclusion of taxes

Unique identifiers

Notes

[%2)
1—The EFPIA Code stipulates that companies must publish documents, called “methodological notes”, which should explain thei

Measures of payment data accessibility

How is the database published (i.e. PDF, XLS,
CSV, webpage)?
Does the data from all companies follow a
single template consistently?

Can the database be searched? If so, can
database searches be carried out without data
users providing any additional information?
Does the database offer users the possibility of
generating real-time, dynamic data summaries
based on selected database characteristics?
Can the database be downloaded (e.g. as a
single CSV or XLS file) for further analysis?

Higher accessibility
Webpage, XLS or CSV

Yes

Yes

Yes

Yes

Measures of payment data quality

What characteristics are included in relation to
donors, recipients, and payments?

Are payments itemised (i.e. all payments have

separate entries) or are they aggregated on an

annual basis (e.g. per recipient and/or payment
category)?

Is it clear whether payments are reported
inclusive or exclusive of any taxes, such as VAT?

Do reported donors (drug companies) or
recipients (healthcare professionals or
organisations) have unique identifiers?

Higher quality

All characteristics from the EFPIA
disclosure template covered as
well as some additional ones

All payments itemised

Single rule for all companies and
payments

All donors and recipients
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Lower accessibility

Image-based PDFs

No

No

No

No

Lower quality
At least some characteristics from
the EFPIA disclosure template not
covered, including instances
where some additional
characteristics are provided

All payments aggregated

Rules around tax reporting are
unclear

No unique identifiers

%pproach to reporting VAT and other

taxes. Companies publish these documents separately from payment disclosures but consulting them is necessary to understandg,i':ompare, and aggregate payment values.
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On top of the measures included in Table 1 we had one additional measure of quality for
eurosfordocs.eu as a database derived from payment disclosures published by drug
companies and industry trade groups. We estimated the comprehensiveness of data
extraction by comparing the value of payments available in eurosfordocs.eu with those
reported separately in national-level industry data summaries. We set three arbitrary levels
of match — exact (no difference between eurosfordocs.eu and summary industry data),
close (difference between eursofrdocs.eu and industry data worth less than 10% of
summary industry data) and low (difference exceeding 10% of summary industry data).

Finally, in countries with self-regulation but without centralised databases we examined
whether industry trade groups created gateways leading to disclosure documents, as
recommended by EFPIA.2® To illustrate challenges in data accessibility we also generated
lists of examples of, first, deviations from the EFPIA-recommended data presentation
format (“EFPIA disclosure template”?®); and, second, the ways of presenting data which
decreased its accessibility.

2.3. Ethics

This study did not require a full ethics approval as no individual payment data was
processed. Its ethical implications were approved via a peer ethics review process at the
Department of Social and Policy Sciences, University of Bath in April 2016.

2.4. Patient and public involvement

We did not involve patient groups or the public. Our policy recommendations seek to
increase public engagement with payment data by enhancing its accessibility and quality.

3. Results

We first map the regulatory approaches to payment disclosure in Europe. We then examine
the accessibility and quality of payment data published by pharmaceutical companies and
trade groups in countries with self-regulation. Subsequently, we focus on industry data in
the subset of countries with self-regulation and covered by eurosfordocs.eu. Finally, we
analyse payment data in countries with public regulation or combining public regulation
with industry self-regulation.

3.1. Mapping European regulatory approaches to payment disclosure

Before analysing the accessibility and quality of industry payment data we must describe
how it is disclosed in each European country (Box 1).
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Box 1. Approaches to regulating payment disclosure in European countries

Regulatory approaches to payment disclosure

Country?! L
Combination of self- and

Self-regulation Public regulation public regulation

AUSTRIA

BOSNIA AND HERZEGOVINA

BULGARIA

CROATIA

CYPRUS

CZECH REPUBLIC

GERMANY

ICELAND

IRELAND

ITALY

LUXEMBOURG

NORTH MACEDONIA

MALTA

NORWAY

POLAND

RUSSIA

SERBIA

SLOVENIA

SWEDEN

SWITZERLAND

UK

UKRAINE

DENMARK

ESTONIA

GREECE

HUNGARY

LATVIA

LITHUANIA

ROMANIA

RO U P OO RO G OER G GEE G G G G G G G G SR R U G G S N NN

SLOVAKIA

FRANCE

PORTUGAL

‘RN PO O R R G NR Y

TURKEY

BELGIUM

FINLAND

THE NETHERLANDS
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Notes
1— Excluded countries: Albania, Andorra, Belarus, Lichtenstein, Monaco, Montenegro, San Marino, and Vatican
City.
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We identified self-regulation in 30 countries in the form of codes issued and overseen by
industry trade groups.®® In 28 of those, the industry codes incorporate the provisions of the
EFPIA Code'®#? as a necessary requirement of trade groups membership in EFPIA. This
makes self-regulation the “default approach” to payment disclosure in Europe, with EFPIA
holding power to exempt certain countries from following its Code.*® The first exception is
Luxembourg. While the Luxembourgish trade group is not an EFPIA member, it decides
voluntarily to implement the regulation of payment disclosure modelled on the EFPIA
Code.** The second exception is Denmark. Although the Danish trade group is an EFPIA
member, EFPIA exempts Denmark from following its Code, given the country’s separate
public regulation provisions.*® As the public regulation of payment disclosure in Denmark
covers only healthcare professionals,*> the Danish pharmaceutical trade group developed a
code covering only “grants and donations” to hospitals.*®

We found public regulation in 11 countries. In all cases, it takes the form of government
regulation, in which provisions relating to payment disclosure are included either in bespoke
new legislation (France, Lithuania, and Romania) or are incorporated into existing
pharmaceutical legislation (the remaining countries). In addition, in Greece, the Data
Protection Agency made a regulatory intervention by issuing an interpretation of the
government regulation.*’

Only in France, Portugal and Turkey public regulation is the sole regulatory approach,
replacing self-regulation entirely. EFPIA excepted France and Portugal from applying the
EFPIA Code considering the nature of their public regulation; 43 however, the
implementation of the EFPIA Code in Turkey is only suspended while its compatibility with
the EFPIA Code is being reviewed.*8

In the remaining 8 countries with public regulation, there is also parallel self-regulation. In 4
of these (Denmark, Lithuania, Romania, and Slovakia), self- and public regulation cover
different donors, payments, or recipients, whereas in the remaining ones (Estonia, Greece,
Hungary, and Latvia) donors, recipients and payments disclosed via public and self-
regulation may overlap. Consequently, the existence of parallel self-and public regulation in
the 8 countries means that self-regulation is used exclusively in 22 of the 30 countries with
this approach.

Self- and public regulation are combined as a single approach in four countries. Contrasting
with countries with public regulation, here the industry contributes to managing payment
disclosure. However, unlike in countries with self-regulation, the industry derives at least
some of its regulatory power from public authorities, often sharing it with other
stakeholders. In two of the four countries, public regulation takes the form of government
regulation (Belgium and Finland) and, and in the two others — regulatory intervention (Spain
and the Netherlands).

Belgium regulates payment disclosure via a bespoke “Sunshine Act” but the interpretation
of its key provisions is left to betransparent.be, a multi-stakeholder body involving industry
and professional organisations,*®>° which also runs the Transparency Register integrating
company disclosures.>* > In Finland, new provisions have been introduced into the
Medicines Act, stipulating that drug companies “must keep available for public review” a list
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of all payments to “associations in the fields of medicine and health care”>3 but in practice
the disclosure takes place following the EFPIA Code.

In Spain, public regulation involves an intervention by the Data Protection Authority*!
confirming that the publication of named payment recipients does not require recipient
consent.?® However, like in Belgium and Finland, disclosure is managed by companies based
on the EFPIA Code. In the Netherlands, payments are disclosed using self-regulatory rules
developed by the Foundation for the Code for Pharmaceutical Advertising, which are
separate from the EFPIA Code. Like in Belgium, the central platform is a multistakeholder
body involving the industry and healthcare providers.>* However, public authorities
triggered the policy debate on payment disclosure and, having considered self-regulation
preferable to public regulation, they lent it financial support and monitor its performance.>
>6 Further, consistent with the regulatory intervention in Spain, the Dutch Data Protection
Authority confirmed that recipient consent is not required.>®

3.2. Data disclosed via self-regulation by pharmaceutical companies and

trade groups

We were able to collect information on accessibility and quality of payment data in 28 of the
30 countries with self-regulation.

Regarding data accessibility, the EFPIA Code allows companies within each country to
disclose payments either on a centralised platform or individual websites.'®> However, only
five trade groups have established databases for all companies, including four countries
following the EFPIA Code and one using its own Code (Danish Association of the
Pharmaceutical Industry, LIF). Of the five industry-run databases none had customisable
summary statistics (Table 2). Moreover, only one was fully searchable (i.e. without
additional information required for searches) and just two were downloadable. Overall,
Disclosure UK had by far the highest data accessibility.

Turning to data quality, only the Czech database used unique donor and recipient identifiers
consistently, but, because they were required for searches, they paradoxically decreased
data accessibility. The second most frequent problem across the databases was tax
reporting. While in the four databases established under the EFPIA Code the rules on tax
reporting might be reconstructed using "methodological notes" published separately by
each company,'® the Danish database had no information regarding tax. Taken altogether,
Disclosure UK had the highest data quality, although here it was more closely matched by
the Czech database.
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Table 2 Accessibility and quality of drug company payment data disclosed via centralised industry datab
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In 23 of the remaining countries with self-regulation and available data, disclosures were
published on individual websites for each company. Of these, in 18 countries, trade groups
had the EFPIA-recommended gateways to these websites.'® 23 Nevertheless, without EFPIA’s
explicit guidance on the electronic format of disclosure documents disclosures published on
company websites in countries with and without gateways were typically PDFs. While some
of these documents were “readable”, allowing for copying and pasting of information, they
offered limited possibilities for efficient searches and integrating data from different
companies. Additionally, some companies presented data without strictly following the
“EFPIA disclosure template”??, which further impeded possibilities for cross-company
comparisons (Online Supplement 3 has examples of these deviations). Some firms
apparently manipulated data presentation using low-resolution, image-based PDFs, which
prevented any searches (Online Supplement 4 summarises these techniques).

Given the low accessibility of payment data, analysing its quality was practically impossible
in countries without centralised databases. Therefore, we do this using eurosfordocs.eu, a
database covering drug company disclosures in countries with self-regulation (Ireland, Italy,
Germany, Sweden, Switzerland, and the UK); in this part of the analysis, we also include
Spain, a country with a combination of self-and public regulation as it helps illustrate
problems characteristic of self-regulation.

3.3. Industry data disclosed via self-regulation and integrated within

eurosfordocs.eu

Eurosfordocs.eu had data accessibility superior to all industry-run databases (Table 2). While
the Irish and UK databases were also searchable, eurosfordocs.eu offered customisable
queries using combinations of donor and recipient names and payment categories. °’ It was
the only database offering customisable summary statistics enhancing data exploration. In
addition, only eursofordos.eu and Disclosure UK were downloadable for further analysis.

A specific consideration regarding data is estimating how closely eurosfordocs.eu matches
the underlying industry disclosures (Table 3). Complete data extraction was only possible in
the UK and Ireland, the two countries with centralised trade group databases (Online
Supplement 5 summarises the data extraction statistics). Elsewhere data scraping prioritised
the 20 largest donors known from the countries with complete data; more data was scraped
whenever allowed by formats used by companies.?8 For four of the six countries, the
resulting dataset closely or exactly matched the industry’s summary country-level data. The
two countries with a low match were Germany and Spain, given a high proportion of image-
based PDFs hindering data extraction.?8

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 18 of 50

"salbojouyoal Jejiwis pue ‘Bulures; | ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o) Bulpnjoul ‘1ybliAdoo Aq paldalold

* jooyasaboysnwselq


http://bmjopen.bmj.com/

Page 19 of 50

oNOYTULT D WN =

BMJ Open

Table 3 Estimation of the comprehensiveness of industry payment data extracted for
eurosfordocs.eu (2019)

Level of match

Total value of payments Total value of payments Difference as a share between summary
reported in summary extracted to Difference  of summary industry industry data and
Country? industry data (€m)?3 eurosfordocs.eu (€Em)* 5 (€m) data (%)° eurosfordocs.eu
Low
GERMANY 629 499 130 21%
Exact
IRELAND 35 35 0 0%
Close
SWEDEN 90 82 8 9%
Close
SWITZERLAND 167 155 12 7%
Low
SPAIN 601 337 264 44%

Exact/Close
UK 619 611 8 1%°

1— Only countries covered by both eurosfordocs.eu and available national-level summary data generated by
industry trade groups are included.
2 — Sources of national-level summary payment data.
e Germany,>® Spain,*® Switzerland®® — publicly available pharmaceutical industry summary data
published by the pharmaceutical industry trade groups.
e Ireland — a combination of an Europe-wide report published by EFPIA®! and email communication
with the Irish pharmaceutical industry trade group.®?
e Sweden —email communication with the pharmaceutical industry trade group.
e The UK - calculations based on data obtained from Disclosure UK, the centralised database of
industry payments run by the Association of the British Pharmaceutical Industry.®3
3 — All payment values in non-euro currencies were converted to euros based on the average yearly exchanged
rates published by the European Central Bank.
4—The source of payment values reported in this column are centralised pharmaceutical industry payment
databases (Ireland and the UK) and payment reports covering payments made by individual companies
(Germany, Spain, Sweden, and Switzerland).
5 — All payment values in non-euro currencies were converted to euros based the exchange rate obtained from
the CurrencyConverter,®* a Python library for exchange rates.
6 — Some of the difference between the value of payments based on summary industry data and extracted to
eurosfordocs.eu results from the differences in the exchange rates. This is exemplified by the examples of
Ireland (both values in euro, no difference) and the UK (original values in the sterling, the difference is caused
by different exchange rates used to convert the sterling to euro). By contrast, the 1% difference between
eurosfordoscs.eu and Disclosure UK results from two marginally different exchange rates used to convert the
sterling to euros
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Nevertheless, other aspects of the data quality in eurosfordocs.eu share key limitations with
the underlying company disclosures.

First is a narrow spectrum of reported recipient, donor, and payment characteristics.
Eurosfordocs.eu does not present payment distribution within the healthcare system due to
the incoherent use or omission of recipient categories by drug companies. Of all countries
covered by eurosfordocs.eu the UK is the only one where the industry trade group
categorised healthcare professionals receiving payments,®® albeit incoherently;?! healthcare
organisations were nowhere categorised.

Second, consistent with the EFPIA Code'® payments to healthcare professionals are not
itemised but aggregated annually per recipient within each payment category. The same
applies to payments to healthcare organisations, except for the UK, where the ABPI
mandates that payments to healthcare organisations be itemised.®> This UK-specific rule
might explain the large difference in the number of payments reported with Germany, a
country with a similar overall value of payments (Online Supplement 5). However, it is
equally possible that not all companies in the remaining six countries covered by the
database aggregate payments consistently as some list more than one payment per
recipient, which might also indicate that although these recipients have the same names,
they are different entities.

Third, the reported payment values must be interpreted cautiously as it is unclear whether
they include taxes without consulting the separately published “methodological notes”.1®
Some companies have different approaches to tax reporting depending on payment or
recipient categories. Consequently, establishing the value of payments made by each
company requires additional forensic work.?*

Finally, while EFPIA introduces the option of unique recipient identifiers in disclosed
payment data,® of the seven countries covered by eurosfordocs.eu only the Spanish trade
group followed this recommendation. Elsewhere the number of recipients per company
and, consequently, the value of payments per recipient remains unknown. Given
inconsistent naming approaches in disclosures made by the same or different companies,
the same recipient can have different names, and, conversely, different recipients may have
the same name.?* Further, the same recipient can be identified at different levels of
aggregation (e.g. hospital wards, departments or hospitals), with self-regulation at least in
some countries placing the onus of identifying possible multiple records on payment
recipients and not companies.?*%® Lastly, without identifiers payment data cannot be
connected to other databases.

3.4. Data disclosed via public regulation or a combination of public and

self-regulation

Having examined countries with self-regulation, we proceed to those with public regulation
or a combination of public and self-regulation.
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Of the 15 countries with public regulation or a combination of self-and public regulation, all
but two had centralised databases. The exceptions were Finland and Spain, where
disclosures were made on individual drug company websites, consistent with the EFPIA
Code. Of the thirteen countries with centralised databases, one had a database which was
not publicly available (Turkey) and two others had separate databases for different payment
categories (Denmark) and healthcare professionals and organisations (Greece). As the
information included in the separate Danish and Greek databases did not differ according to
our outcome measures, we consider them jointly (Table 4).
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The databases established via public regulation or a combination of public and self-
regulation had the pattern of accessibility similar to the industry-run databases. Of the
thirteen databases none had customisable summary statistics, and only six were
downloadable and fully searchable. Overall, Transparence Santé was the frontrunner.

The most frequent data quality shortcoming was unclear tax reporting, with only two
databases providing relevant rules. However, over half of the databases had at least partial
donor or recipient identifiers, which was the most frequent problem in the industry-run
databases. Further, just five databases covered a spectrum of donor or recipient
characteristics exceeding the minimum recommendations from the EFPIA Code .
Transparence Santé again had the highest overall data quality.

In sum, Transparence Santé had combined data accessibility and quality exceeding that of
Disclosure UK, the frontrunner industry database.

4. Discussion

Our policy review suggests that payment data disclosure does not automatically increase
transparency of financial relationships between drug companies and the healthcare sector.*
> Consistently with research on disclosure of aspects of health policymaking by both public
and private-sector actors, we find that achieving “practical” or “actionable” transparency is
no less important than introducing transparency rules themselves.67-6°

Although EFPIA calls payment data generated via self-regulation “open to public scrutiny”,”°
establishing the entanglement of any recipient, let alone a system-level picture, is
impossible given the dispersal of disclosures on company websites in most European
countries. Additionally, documents published as PDFs, sometimes in ways suggesting
deliberate attempts to impede user engagement, fall below the Australian industry-
endorsed regulations requiring firms to use an analysable format.> Therefore, self-regulation
cannot address “the issues of perceived conflict of interest”,”! as promised by EFPIA. More
broadly, the evidence of some companies and trade groups meeting only the minimum
requirements from the EFPIA Code, or fulfilling them in ways inconsistent with the Code’s
spirit, reflects the limited success of self-regulation in modifying corporate behaviour in
areas of public health policy such as reduction of sugar content in food’? or managing
viewers’ exposure to alcohol advertising.”3

EFPIA is clearly aware of at least some of the problems in payment data accessibility. For
example, in 2019, it listed “improv[ing] access” via “[c]reateing platforms with [a]
searchable tool” as one of the “main topics” to be considered by EFPIA itself and its member
trade groups.2® However, little evidence exists of subsequent discussions on this issue
except for a planned “feasibility study” of possible “options for improving the disclosure” to
be considered from 2021 to 2023.74 Further, EFPIA does not seem to have recognised or
engaged with the issues of low payment data quality.
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Against this background, eurosfordocs.eu radically enhances data accessibility in countries
without centralised industry databases, also enabling comparative investigations of country
payment patterns,?® which is important given the accelerating EU-wide health initiatives.”>
Although the customisable opportunities for data exploration are new to the public, data
analytics firms have offered them as a consultancy service to drug companies.’® 40
Consequently, eurosfordocs.eu may contribute to changing what may be the de-facto status
of payment data as a commodity used to monitor internal compliance with disclosure
requirements and potentially inform marketing strategies targeting healthcare
professionals.”’

In countries with self-regulation, the challenges in data accessibility and quality are
exacerbated by non-disclosed payments. EFPIA admits the problem of “[c]Jonsent issues in
general but also by country and by speciality”,2® while evidence also exists of varying
consent rates between companies.?® In addition, some companies may not disclose all their
payments, as suggested by instances of underreporting of payments to patient
organisations, with their disclosure also regulated by the EFPIA Code but with distinct
policies.”® 72 Further, self-regulation only covers companies and trade groups that have
ratified the EFPIA Code or its transposition into country-level codes. Therefore, disclosure
requirement may not extend to companies focusing on generic or over-the-counter
medicines and even major manufacturers of branded prescription medicines (e.g. Vertex
does not follow the ABPI Code). However, some non-member companies may choose to
follow the trade group codes. For example, the list of Disclosure UK participants exceeds
ABPI membership.”® Further, some companies may belong to other trade groups (e.g.
generic or small biotech trade groups), which, in some countries, require their members to
abide by the national Codes (e.g. Sweden, Denmark). Problems with underreported
payments may be particularly prominent in countries with parallel self- and public
regulation due to possible confusion relating to where payments should be reported. For
example, some healthcare organisations in England underreported some of the payments
they had received given their implicit or explicit expectations that the payments would be
disclosed via self-regulation.303!

Although data reported in the US Open Payments database has attracted some criticism,2> 80
its accessibility and quality are vastly superior to European data disclosed using self-
regulation but also public regulation. While Transparence Santé indicates that public
regulation can generate payment data outpacing industry-run databases, it often shares
major shortcomings with self-regulation, including the lack of recipient identifiers or
payment itemisation.?* 26 Moreover, in some databases the spectrum of disclosed
characteristics is even narrower than the minimum which EFPIA recommends for the
industry. Nevertheless, public regulation eliminates optionality characterising the EFPIA
Code, regarding, for example, centralised databases. The legally binding nature of public
regulation should also involve high levels of compliance. However, instances of inaccurate
or incomplete reporting by some companies are possible.?>

Inconsistencies in the approaches to public regulation between European counties are
highlighted by EFPIA and used as a key argument in favour of self-regulation, which, in
EFPIA’s words, represents a “global and consistent approach for companies across Europe
and common understanding for the public”.?3 France is one country in which problems in
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data accessibility and “ergonomics” have been recognised by the Ministry of Health in
2018.8! Following this, a new version of Transparence Santé is due to be launched in late
2021, and is expected to adopt approaches to data presentation, including visualisations,
similar to those developed earlier for eurosfordocs.fr. We are not aware of similar
discussions in other countries with public regulation or combining self- and public
regulation.

Therefore, one key area of further study would involve using qualitative methods to identify
and trace relationships between the likely causes of limited corrective action seeking to
address the shortcomings of the current reporting systems in European countries. Of
particular importance would be examining the incentive structures and motivations of
public authorities, industry trade groups and companies, healthcare professional
associations and patient organisations at the national and EU levels.

4.1. Limitations

This study has several limitations. Our measures of data accessibility could be expanded. For
example, some databases are difficult to find, including web links to the Greek and Latvian
databases published within news releases, without permanent online location. Similarly,
although Transparence Santé can be downloaded, the size of the dataset prevents it from
being opened using the standard Excel package. Data quality could be scrutinised further by
considering the types of disclosed donors, payments and recipients.* Further, qualitative
insights from data users would be essential for ranking the outcome measures and
attributing weights to their values, such as degrees of user-friendliness.

Our focus on the database level might obscure cross-company differences. For example, the
widely ranging consent rates achieved by companies from healthcare professionals suggests
that similar differences can occur in data quality and accessibility.?1 22 Further, we did not
calculate company-level aspects of data accessibility (e.g. the share of image-based PDFs)
and quality (e.g. the share of duplicate entries, consistency in using donor or recipient
categories and identifiers, missing data, and mistakes, such as negative values). Undertaking
these calculations would have necessitated extensive forensic work.2* However, these
problems are likely to be widespread and serious, affecting even Transparence Santé, the
database we ranked the highest based on its quality .21 2426

4.2. Conclusions and policy recommendations

We formulate suggestions for enhancing public engagement with disclosed payment data.
(Table 5), which are also relevant for non-European countries, such as Japan, experiencing
problems similar to those identified in this study.?2
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Table 5 How can public authorities and the pharmaceutical industry improve the
transparency of payment data?

10

Recommendations for improving accessibility of payment data
Create national-level databases searchable for companies, recipients, and payment
categories.
Make the databases in the CSV or XLS format for further analysis, while ensuring that
the released data can be split using different variables, for example, by year or
recipient type to make it manageable for users.
Enable users to explore the data by allowing them to generate data summaries
placing payments made or received in a broader context (e.g. payments made by
other companies or received by the same or other recipient categories, such as
medical specialty).

Recommendations for improving quality of payment data

Publish unique identifiers for payment recipients shared by all companies and used
consistently over time.
Introduce clear rules on the levels of aggregation for identifying recipients (e.g. clinic,
ward, or hospital) to enhance the consistency of reporting.
Introduce categories of recipients to enable mapping the distribution of payments in
the healthcare system. The categories relating to healthcare professionals could
include a standardised list of medical specialties. The categories covering healthcare
organisations could reflect their functions in the healthcare system as providers,
commissioners, or professional organisations.
State clearly whether reported payments should include VAT or other taxes so that
payment values from different companies can be compared reliably.
Publish each payment individually instead of aggregating them annually per
recipient.
Publish payment descriptions so that the public can understand the activities they
fund as well as their context. This requirement would follow the self-regulatory rules
existing in relation to the disclosure of payments to patient organisations.
Enforce and publish detail of data quality checks: eliminate missing values, payments
with the value of zero, and ensure that each recipient has a unique name and is
reported at the same level of aggregation by all companies. Other data quality checks
should involve cross-checking recipient name and address information to ensure
consistency and avoid duplicate reporting.
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Payment data accessibility can be enhanced with only minor revisions of the existing
regulatory approaches, with the top priority being centralised databases offering
possibilities for payment exploration and contextualisation.

Improving payment data quality would require new comprehensive public regulation,
preferably at the European level.* 28 Following Open Payments, payments should be
reported together with information on related products to allow exploring company
marketing strategies.?* 83 Another vital piece of information to include might be the
numbers of clinical trials associated with payments, as exemplified by the database run by
the Slovak National Health Information Center. Further, granular disclosure is vital for
capturing payments of different sizes, with some US studies suggesting that even small
payments impact prescribing behaviour,3* 8> while others indicating a more complex dose-
effect relationship.! 228387 Data interpretation can be enhanced by descriptions of funded
activities (e.g. specific conferences or projects), consistent with the EFPIA Code’s
requirements regarding payments to patient organisations.” 88 Recipient characteristics
should be also expanded, reflecting how the public engages with the healthcare system.?*
Lastly, Open Payments highlights that recipient identifiers are necessary for reliable analysis
and connecting payment data to datasets with details of prescription and procurement.1t2°
848587 Data integration and management requires strong compliance mechanisms, including
penalties for providing data of inadequate quality.?®

Additionally, in European countries with self-regulation, eliminating possibilities for refusing
disclosure by recipients is necessary to reduce high levels of missing data.?® The decision by
the Spanish Data Protection Authority is illustrative here, exempting payment data from the
provisions of the European data protection legislation (GDPR).28

Finally, transparency alone cannot address FCOls. Even the increased transparency brought
in by Open Payments does not seem have decreased physicians’ acceptance of FCOls or
increased patient concerns about their possible effects on the care they receive.?®
Paradoxically, transparency may normalise FCOls or increase their impact via moral
licensing.®® Therefore, transparency should be accompanied by policy measures seeking to
reduce or eliminate certain FCOIs. Key European examples include banning some financial
relationships,®® including payments to healthcare professionals for conference participation
in Sweden?8 or prohibiting sponsored meals over €60 in France.%?
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Online Supplement 1. Stakeholder survey
Stakeholder survey, Part 1: Questions to national pharmaceutical industry trade groups

Dear Sir or Madam

| would be grateful if you could answer a few questions listed below regarding the way in which your
organisation and its Members disclose transfers of value to healthcare professionals and
organisations as well as patient organisations. Your answers would be very helpful in informing
scholarly publications on which | am currently working that are seeking to present a full and accurate
picture of transfers of value in Europe. Please let me know should you have any questions about this
research.

[if relevant] In particular, your answers would help me expand on the information your Association
provided in a recent EFPIA report and on its webpages, including here. Some of the matters covered
in my questions have been touched upon in the sources of data referred to above, although
incompletely. | would therefore be grateful if you could answer my questions so that | report correct
and accurate information in any research outputs.

Thank you very much in anticipation for your valuable time in answering my questions.

| look forward to hearing from you.

Sincerely yours

Piotr Ozieranski
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| would be grateful if you could answer the following questions regarding your Association

What is the number of member companies in your Association?

How many companies which are not members of your Association follow its Code of
Practice?

Please could you send me the most recent version of your Association’s code of practice (if
available, | would appreciate an English version of the document)?

Please could you answer the following questions regarding the platform and mechanisms of
disclosure of transfers of value.

4.

10.

11.

12.

13.

14.

What is the platform for disclosing transfers of value to healthcare professionals and
organisations (e.g. individual pharmaceutical company websites, a single database of
transfers of value from all companies)?

If transfers of value are disclosed on individual pharmaceutical company websites, does your
Association have a website providing links to these websites? If so, please could you provide
me with a web link?

If transfers of value are disclosed on individual pharmaceutical company websites, has your
Association considered creating a single database of transfers of value from all companies?
Do healthcare professionals in your country have to consent to the transfers of value being
publicly disclosed; or is the disclosure of transfers of value to healthcare professionals
mandatory (i.e. healthcare professionals are not asked to consent)? If the disclosure of
transfers of value they received is mandatory, please could you state the regulation which
makes them mandatory?

If healthcare professionals in your country have to consent to the transfers of value being
publicly disclosed, does your Association have any expectations regarding the minimum HCP
consent rate that should be achieved by companies signing up to its Code of Practice? If so,
please could you specify this consent rate? Further, does your Association request
companies achieving lower-than-expected healthcare professional consent rates to explain
why this might be the case and identify possible ways of improving the consent rates?

If healthcare professionals in your country have to consent to the transfers of value being
publicly disclosed, has your association considered implementing a simple summary
disclosure rate statistic that is easily comparable between companies, such as the percent of
the amount of transfers of value disclosed in the aggregate and/or the percent of healthcare
professionals disclosed in the aggregate?

If healthcare professionals in your country have to consent to the transfers of value being
publicly disclosed, does your association have any specific guidelines on how HCP disclosure
rates could be improved by its Member Companies? If so, | would be grateful if you could
share these guidelines with me?

If healthcare organisations have to consent to the transfers of value being publicly disclosed
could you provide examples of reasons that would necessitate placing them in the aggregate
disclosure?

Please could you state the threshold for the acceptable value of meals and drinks that was
set by your association?

If some transfers of value need to be disclosed in a database run by a public institution, are
there any transfers of value (e.g. research and development) that are still disclosed by
pharmaceutical companies themselves. If so, | would be grateful if you could specify what
these transfers of value are and why they are disclosed by pharmaceutical companies.

As far as your Association is aware, do companies disclosing their transfers of value use
“unique country identifiers” recommended in the EFPIA Code of Practice, and not only
recipient names or locations, to distinguish payment recipients? If so, are these identifiers
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1

2

3 shared among different companies so that they can identify the same recipient using the

4 same identifier?

Z 15. Did members of your Association (or other companies following your Association’s code of
7 practice) disclose transfers of value to healthcare professionals and organisations in 2020

) (i.e. covering payments made in the 2019 calendar year)?

9

10 If members of your Association (or other companies following your organisation’s code of

11 practice) disclosed transfers of value to healthcare professionals and organisations in 2020 (i.e.

g covering the 2019 calendar year) please could you answer the following questions.

1;' 16. How many pharmaceutical companies in total disclosed transfers of value to healthcare

16 professionals and organisations made in 2019? How many of those companies were

17 members of your Association?

18 17. Is the number of companies which did not disclose any transfers of value made in 2019

19 known? If so, please could you state this number? How many of those companies were

20 members of your Association?

21 18. What was the overall share of healthcare professionals consenting to their transfers of value
22 being disclosed in 20197

;i 19. What was the overall share of healthcare organisations consenting to their transfers of value
25 being disclosed in 2019?

26 20. What was the total value of all non-research transfers of value to all healthcare

27 professionals and organisations made in 2019?

28 21. What was the total value of all non-research transfers of value to all healthcare

29 organisations made in 2019?

30 22. What was the value of all research-related (i.e. R&D) transfers of value to healthcare

31 professionals or organisations made in 2019?

32 23. What share of the overall value of transfers of value made to healthcare professionals

gi disclosed at the individual level in your country in 2019?

35 24. What share of the overall value of transfers of value made to healthcare organisations was
36 disclosed at the individual level in your country in 2019?

37 25. What was the value of grants and donations made to healthcare organisations in 2019?

38 26. What was the value of fees for services and consultancy made to healthcare organisations in
39 2019?

40 27. What was the value of contributions to costs of events made to healthcare organisations in
41 2019?

fé 28. What was the value of fees for services and consultancy made to healthcare professionals in
44 2019?

45 29. What was the value of contributions to costs of events made to healthcare professionals in
46 20197

47

48 Finally, I would be grateful if you could answer the following questions regarding the public

49 disclosure of transfers of value to patient organisations.

50

51 30. Please could you send me the most recent version of your Association’s code of practice as it
52 relates to working with patient organisations (if available, | would appreciate an English

gi version of the document)?

55 31. Are there any companies that are not members of your Association which disclose transfers
56 of value to patient organisations in line with the EFPIA Code of practice?

57 32. How many companies disclosed transfers of value to patient organisations made in 2019?
58 How many of those companies were members of your Association?

59 33. What was the total value of all transfers of value to patient organisations made in 2019?

60
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Stakeholder survey, Part 2. Questions to public or multistakeholder bodies overseeing
pharmaceutical industry payment disclosure

Dear Sir or Madam

| would be grateful if you could answer a few questions listed below regarding the way in which your
institution discloses payments made by drug companies to individuals and organisations within the
healthcare system in your country. Your answers would be very helpful in informing scholarly
publications on which | am currently working that are seeking to present a full and accurate picture
of payments made by the pharmaceutical industry in Europe. Please let me know should you have
any questions about this research.

Some of the matters covered in my questions have been touched upon on your website. However, |
would be extremely grateful for your answers to avoid any misunderstandings which may be caused
by language issues, particularly as they relate to complex regulatory matters.

Thank you very much in anticipation for your valuable time in answering my questions.
| look forward to hearing from you.
Sincerely yours

Piotr Ozieranski
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| would be grateful if you could answer the following questions regarding the nature of payments
disclosed by [insert name of institution]

10.
11.

12.

13.

14.

15.

16.

17.

What industries are covered by the disclosure requirements (e.g. pharmaceutical, medical
device, veterinary)?

Please could you briefly describe what is meant by each type of the industry covered by the
disclosure?

What types of payment recipients are covered by the disclosure requirements (e.g.
healthcare professionals, healthcare organisations, patient organisations)? Are these
definitions consistent with the ones used in the EFPIA Code of Practice
(https://www.efpia.eu/media/554677/efpia-code-2020.pdf) ?

Please could you briefly describe what is meant by each type of recipient (e.g. what is meant
by the healthcare processional or healthcare organisation)? Are these definitions consistent
with the ones used in the EFPIA Code of Practice?

What are the categories of payments covered by the disclosure managed by your institution
(e.g. sponsorship of conference attendance, consultancy fees, research and development)?
Are they the same one as those used in the EFPIA Code of Practice?

Please could you briefly describe what is meant by each type of payment (e.g. what is meant
sponsorship of by conference attendance)? Are these definitions consistent with the ones
used in the EFPIA Code of Practice?

If the definitions of payments or recipients used by your institution are not consistent with
the ones used in the EFPIA Code of Practice, please could you explain why this is the case? In
other words, why alternative definitions have been created for the reporting purposes of
your institution as opposed to using the ones introduced by the EFPIA Code of Practice?

Are all payments to all payment recipients publicly disclosed by your organisations or are
any payments or recipient types exempted from public disclosure?

Are payments reported by your institution reported on an individual basis (i.e. each payment
has a separate database entry) or are they aggregated on a yearly basis (i.e. all payments of
a certain type from a certain company are reported jointly)?

What are the responsibilities of companies making payments in relation to their disclosure?
What are the responsibilities of payment recipients in relation to their disclosure (e.g. do
they need to disclose payments themselves or just verify disclosures made by companies
making payments)?

Are payment disclosures managed by your institution reported based on calendar years or
financial years? If payments are made based on financial years, please could you specify
what are the start and end dates of a financial year in your country?

Are payment values made publicly available by your institution the same as those received
by payment recipients (e.g. do they include the value of any taxes, such as VAT, paid by
companies making the payments)?

If payments reported in by your institution are not reported consistently with or without
relevant taxes (e.g. VAT), where might database users find information on approaches to tax
reporting taken by each company making payments.

Do all industries covered by the payment disclosures managed by your institution report
payments in exactly the same way (e.g. using the same definitions of payments, payment
categories and recipients)?

Is the database of payments managed by your institution downloadable or not? Please could
you explain why the decision has been made to make it downloadable (or not)?

Please could you send me the most recent copy of the regulation and/or policy which
governs the disclosure of payments made your institution (if available, | would appreciate an
English version of the document)?
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Please could you answer the following questions regarding the disclosure requirements covered
by your institution and the self-regulatory disclosure system overseen by the European Federation
of Pharmaceutical Industries (EFPIA), as described in its Code of Practice?

18.

19.

Do pharmaceutical companies in your country have to disclose payments with your
institution as well as in line with the disclosure system managed by EFPIA (i.e. do companies
need to disclose payments to healthcare professionals and organisations with your
institution as well as using disclosure reports comprising payments to healthcare
professionals and organisations published on their individual websites)?

The EFPIA code of practice covers the category of payments related to research and
development. Are these payments disclosed by your institution on a named basis or on drug
company websites, in line with the EFPIA code of practice?

If payments made in 2019 calendar were reported year please could you answer the following
questions regarding payments from all industries whose payments are managed by your
institution?

20.
21.
22.
23.

24,
25.

26.

How many companies reported payments in 2019?

What was the overall number of healthcare professionals receiving payments in 2019°?

(If relevant) What was the overall number of healthcare organisations receiving payments in
2019?

(If relevant) What was the overall number of patient organisations receiving payments in
2019?

What was the overall value of payments made to healthcare professionals in 2019?

(If relevant) What was the overall value of payments made to healthcare organisations in
2019?

(If relevant) What was the overall value of payments made to patient organisations in 2019?

Please could you answer the following questions regarding only payments made by
pharmaceutical companies only in the 2019 calendar year?

27.
28.

29.

30.

31.

32.

33.

34.

35.

36.

How many pharmaceutical companies reported payments in 2019?

Is the number of companies which did not disclose any payments made in 2019 known? If
so, please could you state this number?

What was the overall number of healthcare professionals receiving payments from
pharmaceutical companies in 20197?

(If relevant) What was the overall number of healthcare organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

(If relevant) What was the overall number of patient organisations receiving payments
receiving payments from pharmaceutical companies in 2019?

What was the overall share of healthcare professionals consenting to their payments being
disclosed in 20197

(If relevant) What was the overall share of healthcare organisations consenting to their
payments being disclosed in 2019?

(If relevant) What was the overall share of patient organisations consenting to their
payments being disclosed in 20197?

What was the overall value of all payments made to healthcare professionals by
pharmaceutical companies in 20197?

(If relevant) What was the overall value of payments made to healthcare organisations by
pharmaceutical companies in 2019?
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38.

39.

40.
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(If relevant) What was the overall value of payments made to patient organisations by
pharmaceutical companies in 2019?

Please could you provide the value of each category of payments received by healthcare
professionals from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by healthcare organisations from pharmaceutical companies in 2019?

(If relevant) Please could you provide overall the value of each category of payments
received by patient organisations from pharmaceutical companies in 2019?

Finally, | would be grateful if you could answer a few general questions regarding the direction
nature of payments disclosed.

41.

42.

43.

44,

45,

46.

47.

48.

49.

50.

The obligatory disclosure of payments by a public body, such as your institution,
seem be at odds the approach taken by many other European countries, which
support a self-regulatory system managed by the pharmaceutical industry and
allowing payment recipients not to have their payments disclosed based on the
General Data Protection Regulation (GDPR). How does the system for payment
disclosure managed by your institution addresses potential concerns regarding data
privacy of payment recipients?

What are the advantages of the mandatory disclosure of payments, overseen by
your institution, over a self-regulatory payment system based on the EFPIA Code of
practice, existing in many other European countries?

What is the source of funding of the disclosure system managed by your institution
(e.g. general taxation, health insurance, company fees)?

What is the yearly cost of maintaining the disclosure system managed by your
institution?

How there been any examples of healthcare professionals not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

(if relevant) How there been any examples of healthcare organisations not
complying with the requirements of the disclosure system managed by your
institution? If so, how were they addressed?

(if relevant) How there been any examples of patient organisations not complying
with the requirements of the disclosure system managed by your institution? If so,
how were they addressed?

How there been any examples of pharmaceutical companies not complying with the
requirements of the disclosure system managed by your institution? If so, how were
they addressed?

Does your institution monitor who uses the disclosed payment data? If so, would
you be able to say who the key types of users are?

What does your institution do to encourage the use of disclosed data (e.g. public
campaigns)?
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Online Supplement 2. Responses to stakeholder survey

Part 1. Pharmaceutical industry trade groups
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Country Name of pharmaceutical industry trade group eply received Nature of reply
.. =m3
AUSTRIA Fachverband der Chemischen Industrie Osterreichs % g S Yes Answered all questions
D_ -~
BOSNIA AND HERZEGOVINA Association of Research-based Medicine Producers in Bosnia & Herzegovina 2 § N No N/A
0N
BULGARIA Association of the Research-based Pharmaceutical Manufacturers in Bulgaria o g; No N/A
—~Q
CROATIA iF! — Inovativna farmaceutska inicijativa 2322 No N/A
00>
CYPRUS The Cyprus Association of Research and Development Pharmaceutical Companies 2 3 ;C,’_J No N/A
=0
CZECH REPUBLIC Asociace inovativniho farmaceutického pramyslu g . EYes Answered some questions
DENMARK LaegemiddelindustriforeningenlLersg 5 Z'VYes Answered some questions
=]
ESTONIA The Association of Pharmaceutical Manufacturers in Estonia @ i No N/A
> =
FINLAND Lasketeollisuus = T VYes Answered all questions
Q =
GERMANY Freiwillige Selbstkontrolle fiir die Arzneimittelindustrie 5 S No N/A
5 2
GREECE Hellenic Association of Pharmaceutical Companies @ 8 No N/A
Q 0]
HUNGARY Association of Innovative Pharmaceutical Manufacturers 2 g_ No N/A
ICELAND Icelandic Association of the Pharmaceutical Industry % § Yes Holding message
=. o
IRELAND Irish Pharmaceutical Healthcare Association 2 S VYes Answered all questions
ITALY Associazione delle imprese del farmaco § S No N/A
Association of International 3 =z
. . o o
Innovative Pharmaceuticals o <
LATVIA Producers ‘%- '5 Yes Answered some questions
(%]
LITHUANIA Innovative Pharmaceutical Industry Association ’ %Yes Answered all questions
o1
LUXEMBOURG Association pharmaceutique luxembourgeoise o Yes Answered all questions
NORTH MACEDONIA Association of Foreign Innovative Manufacturers in Macedonia S Yes Answered all questions
©
NORWAY Legemiddelindustrien £ Yes Answered all questions
3
POLAND Zwigzek Pracodawcéw Innowacyjnych Firm Farmaceutycznych @ Yes Holding message
@
m
N
=
_|
>
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PORTUGAL
ROMANIA
RUSSIA
SERBIA
SLOVAKIA
SLOVENIA
SPAIN
SWEDEN
SWITZERLAND
TURKEY
UK
UKRAINE
EUROPE

BMJ Open

Associagao Portuguesa da Industria Farmacéutica
Association of International Medicines Manufacturers
Association of International Pharmaceutical Manufacturers
Innovative Drug Manufacturers' Association
Association of the Innovative Pharmaceutical Industry
Forum of International Research and Development Pharmaceutical Companies, EIG
Asociacién Nacional Empresarial de la Industria Farmacéutica
Lakemedelsindustriféreningen
Science Industries Switzerland
Arastirmaci ilag Firmalari Dernegi
Association of the British Pharmaceutical Industry
Association of Pharmaceutical Research and Development
EFPIA
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N/A

N/A
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N/A

N/A

N/A

Answered some questions
Answered all questions
Holding message

Answered all questions
Answered all questions

N/A

N/A
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Part 2. Public and multistakeholder bodies overseeing payment disclosure

Country

BELGIUM

DENMARK
ESTONIA
FRANCE
GREECE

HUNGARY
LATVIA
LITHUANIA
THE
NETHERLANDS
PORTUGAL

ROMANIA

SLOVAKIA
TURKEY

Name of public or multistakeholder body overseeing
payment disclosure

betransparent.be

Danish Medicines Agency
State Agency of Medicines
Ministry of Health

National Organisation for Medicines
National Institute of Pharmacy and Nutrition
Latvian Health Inspectorate
Lithuanian State Medicines Control Agency
Vereniging Innovatieve Geneesmiddelen
INFARMED - National Authority of Medicines and Health
Products
National Agency for Medicines and Medical Devices in

Romania

National Health Information Center

Turkish Medicines and Medical Devices Agency

Nature of authority overseeing pay

disclosure

Multistakeholder body

Public body
Public body
Public body
Public body

Public body
Public body
Public body
Multistakeholder body
Public body
Public body

Public body
Public body
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Nature of reply

N/A
Answered some
questions
N/A
Holding message
N/A
Answered all
questions
Answered all
questions

Answered all
questions

Inquiry redirected
Answered some
questions

Holding message
Answered some
questions

Holding message
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Online Supplement 3. Examples of deviations of data reporting formats from the
EFPIA standard “disclosure template”

Part 1: EFPIA “disclosure template”

ANNEX A (binding)

Standardised disclosure template

INDIVIDUAL NAMED DISCLOSURE - one line per HGP (i.e. all transfers of vaiue during a year for an indivictual HGP will be summed up: itemization should be available for tha individuai Recipient or public authorities’ consultation only, as appropriate)

HCPs

Or A A N/A Yearly amount Yeardy amount Yearly amount Yearly amount

[ore | | | | NiA | NA | vearyamount |  Yearyamount |  Yearlyamount |  Yearly amount |

e NiA WA Yearly amount Yearly amount Yearly amount ‘Yearly amount
OTHER, NOT INCLUDED ABOVE -

Aggregate amount attributable to transters of value to such Recipients - 21 507 NIA N/A Aggregate HCPs Aggregate HCPs Aggregale HCPs Aggregaie HCPs

Number of in aggregate disclosure - A 302 NiA NiA number number number number

% of the number of included in the.

in the total number, by category, of

Recipients disclosed - At 3.02

A N/A %

%

%

%

INDIVIDUAL NAMED DISCLOSURE - one line per HCO (Le. all transfers of value during a year for an individval HCO will be summed up: itemization should be available for the individual Recipient or public autharities’ consultation oniy, as appropriate)

Aggregate amount attributable to transfers of value to such Recipients - At .02

Aggregais HCOs Aggregate HCOs

Aggregate HCOs

HCO 1 Yearly amount Yearty amount Yearly amount Yearly amount Yearly amount Yearly amount

|Hco2 i i | | Vearlyamount | Vearlyamount | Vearyamount | Yearlyamount | Yearyamount | Yearlyamount |

etc Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amaount
OTHER, NOT INCLUDED ABOVE -

Aggregate HCOs

Number of Reciplents In aggregate disclosure 5 02

number number

number

number

|R.dpi-u’: disclosed - Arl. 302

% of the number of Recipients included in the aggreate disclosure in the total number, by category, of

% % %

%

%

i)
=1
ANNEX A - STANDARDISED DISCLOSURE TEMPLATE —
(9]
Date of 3 o
HCPs: City of 3
Principal Practice | Country of Principal | Principal Practice Unique country : . Fee for service and consultancy (Al 201.1.c
L) HCOs: city whers Practica Address identifier OPTIONAL O e L= &301.20) o
registered <
Donations and Grants: @
1o HCOs (Art Rﬁhﬂmsmsmn TotaL O
a01.1.a) Sponsorship WM::’ the fee for
service or consutancy
. ) . ) agroements wih . Travel & contract. including
(Art. 1.01) (an3) (Scheduls 1) (a3 (A 3) HCOs / third parties | Registration Fees. Foes =i
lappointed by HCOs to| oo -
manage an Event i
conlract

g
| :
$a5N 10} D 1 ‘ybuAd

AGGREGATE DISCLOSURE

Transfers of Value re Research & Development as defined - Article 3.04 and Schedule 1

TOTAL AMOUNT

latest update: 27 June 2019

Note

The screenshot was taken from version the EFPIA Code which was in force the time of

writing.!
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Part 2: Examples of data reporting not following the EFPIA “disclosure template”

E :E .r 1M

= E t

E i :
de__merck__2016.pdf PO de__bayer__2016.pdf ‘s de__berlin-chemie__2016.pdf ...
PDF PDF PDF
de__abbvie__2016.pdf P de__bial__2017.pdf s de__biogen__2017.pdf iea

PDF PDF PDF

Note

(6]
51
o
)
©
2
The screenshots were taken as part of the data curation process involved in creating the eurosfordocs.eu da:%‘abase.2
35S
o}
m
N
=
_|
>
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1!

erep

o
-

de__amgen_=
PDF

Bl

Buiuren |v ‘Buiyiw

1
Hi |

|
i
H

S

de_mundip.harm%_2016.pdi P
PDF
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Online Supplement 4. Approaches to data presentation decreasing the accessibility of
payment disclosures

Part A: Techniques used when publishing payment data on individual company websites

1.

Publish data as PDF documents (and not csv or XLS files) to make analysis difficult
(example: most companies throughout Europe, except where the pharmaceutical
industry trade groups created centralised databases).

Make the PDF document available only in an online viewer rather than as a separate
file to prevent it from being downloaded for analysis (example: Menarini
Switzerland).

Publish PDF documents consisting of images (and not text) to prevent any searches
within the data (e.g. for recipient names) (example: Pfizer Sweden).

Reduce the resolution of image-based PDF documents to make them almost
unreadable without constantly zooming in and out (example: Novo-Nordisk Spain).
Create PDF documents with repeated table headers occupying most of each page in
the disclosure report. In some cases, if the content is image-based, the resulting PDF
can exceed 1800 pages, and over 350 MB, which discourages users from opening or
downloading it (example: Novartis Italy).

Require users to follow a lengthy process of accepting the “Terms of use” of the
disclosed information to discourage engagement with the data (example: Pfizer

Spain).

Note: Different techniques can be combined. For example, the disclosure report can be
made available only in an online viewer (2), with each page published as an image (3) and in
a low resolution (4) (example: Roche Italy).

Part B: Techniques used when publishing payment data in centralised databases.

1.

Require users to follow a lengthy process of accepting the “terms of use” of the
disclosed information to discourage engaging with the data (example: the Czech
Transparentni spoluprace database).

Enable searching only for specific recipients, without the possibility of searching for
companies or recipient categories (e.g. medical specialties) (the Czech Transparentni
spoluprace database).

Make searches conditional on obtaining recipient ID numbers from another website
(example: the Czech Transparentni spoluprace database)

Do not include the possibility of downloading the database as a single file to prevent
analysis (Examples: the Irish Transfer of Value database — and all centralised industry
platforms except Disclosure UK)
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https://www.menarini.ch/en-us/Home/Ethics-and-Compliance
https://www.menarini.ch/en-us/Home/Ethics-and-Compliance
https://www.pfizer.se/sites/default/files/EFPIA_Disclosure_Report_Sweden_2019.pdf
https://www.novonordisk.es/content/dam/Spain/AFFILIATE/www-novonordisk-es/about-novo-nordisk/Transparencia/Plantilla%20de%20recogida%20de%20Informaci%C3%B3n%20ejercicio%202020.pdf
https://www.novartis.it/dati-relativi-ai-trasferimenti-di-valore-novartis-farma-2019
https://www.pfizer.es/transparencia/transacciones-de-valor.aspx
https://www.pfizer.es/transparencia/transacciones-de-valor.aspx
https://www.roche.it/it/sostenibilita/etica-e-trasparenza/collaborare-operatori/report-2019.html
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.aifp.cz/cs/slovnicek-transparentni-spoluprace/
https://www.transferofvalue.ie/
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Online supplement 5. Eurosfordocs.eu — database summary (2017-2019)*

palejal sasn 10} Buipnjoul ‘1ybiAdoo Aq |

TZ0Z 19qwa2aQ 9T U0 8ETES0-TZ0Z-uadolw g

Companies Number of
Successfully associated payments to
extracted with healthcare
(parsed) parsed professionals m
Disclosure disclosure disclosure and Value of @ &
Country reports reports Parse ratio reports organisations payments (€22 S
UK 13 1 100% 141 164,112 1,771,785,8'2:2:1§ o
Germany 112 89 79% 32 103,477 1,524,231,5685 %
Spain 60 48 80% 16 370,444 959,704,223: 835
Italy 60 57 95% 19 143,244 954,063,97% - o
Switzerland 138 117 85% 41 36,503 471,638,8821 3
Sweden 184 168 91% 68 15,434 249,913,01?> g
Ireland 13 1 100% 46 18,312 97,259,959% g
Total 556 481 160 851,526 6,028,597,5(%1 g
e 3
Notes. %’ i
1 — All data is accurate as of January 2021. Eurosfordocs.eu is updated regularly to reflect occasidgnal_ét
published by drug companies. 5 %
2 — All payment values in non-euro currencies were converted to euros based the exchange rate gbtg
a Python library for exchange rates. S =

hanges in disclosure reports

ned from the CurrencyConverter !

3 —The UK and Ireland are the only countries reported in the table in which all drug company pagne#ts are included in a single
database. In all other countries, disclosure reports are published on individual websites for each%orEpany.
h N
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