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This chapter discusses fraud, abuse, corruption and other integrity violations that
divert resources from the health care system and as such are wasteful. The first
section explains why the health sector is prone to integrity violations and gathers
evidence on the scale of the problem in OECD countries. The second section analyses
in more details integrity violations in service delivery and financing and reviews
how OECD countries detect, prevent and tackle them. The third section points to the
most common inappropriate business practices observed across health care systems
and maps some of the regulatory and self-regulatory approaches used by countries
to limit such practices.
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Introduction

Situations in which resources are misspent or spent inefficiently reviewed in this
report so far are, for the most part, the unintended consequences of the way health care
systems are organised and human factors, sometimes driven by poor incentives. In
contrast, the behaviours reviewed in this chapter all have in common that the actors
engaging in them deliberately divert resources from the health care system in their own
self-interest or in the interest of a group they support.

Numerous terms are used to describe these behaviours and their many variations
- including fraud, corruption, abuse, collusion and traffic in influence, among others. To
avoid a semantic debate, they are simply coined resource-diverting and intentional
“integrity violations” here. They prevail in all OECD health care systems and are
multifaceted. These behaviours take place in the context of:

e a vast array of transactions involving providers of health services, payers of these
services, and/or recipients/consumers

e the procurement and distribution of medical goods and services
e the promotion of corporate/industrial interests in the health sector.

The following section sets out the problem of integrity violations in the health sector.
Subsequent ones reflect on the experiences and approaches of OECD countries in dealing
with the two main categories of integrity violations in health care systems for which
health-specific policies or regulations are in place: integrity violations in financing and
delivery as well as inappropriate business practices.

1. Setting the scene: Why worry about fraud, abuse and corruption?

A number of theoretical and ethical considerations explain why the health sector
might be prone to fraud, abuse and corruption (Section 1). Despite the challenges inherent
to measuring the costs of corruption, existing data suggest that it is prevalent in OECD
health care systems (Section 2). To learn from countries’ experience in preventing,
detecting and tackling fraud, abuse and corruption, a framework is developed to map the
various integrity violations that divert resources from their intended use in the health care
system (Section 3).

1.1. Why would fraud, abuse or corruption be present in health care systems?

Perhaps more than in other industries or sectors, the nature of the health care
system’s core objective to improve human health and potentially save lives may create
expectations that stakeholders are bound to behave ethically. In reality, a number of
theoretical reasons suggest that the sector is particularly vulnerable to corruption, with
consequences that are not only financial.
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A number of considerations suggest that health care systems are particularly
vulnerable to corruption

Savedoff and Hussmann (2006) detail how the high prevalence of uncertainty and
asymmetry of information, as well as the number and variety of actors with diverging
interests involved in the system, create opportunities for integrity violations in health.
Uncertainty is inherent to the health sector, since individuals do not know whether or
when they may become ill, or what disease or condition they may develop. Those who
develop new treatments do not necessarily know which ones will succeed. Despite health
providers’ best efforts, permanent risks remain inevitable to a certain extent. Such
uncertainty creates the need for risk pooling through an insurance mechanism as part of
the system so patients can bear the costs associated with future illness and needed care.
But the underlying drivers of health care costs (including technology, but also the
possibility of systemic risks such as a pandemic) are much more complex than in other
lines of insurance business (e.g. automobile), making health insurance itself a risky
endeavour. Apart from that, asymmetry of information characterises most transactions in
the health sector. Patients, physicians, insurers (or payers in general) and industries that
develop new technologies all possess certain information or expertise that is not always
available to others. Health professionals in particular have a double monopoly position
with regard to information: towards their patients, who turn to them for advice but expect
confidentiality; and towards managers, government and other actors that regulate and
may finance their services (Freidson, 2001). Finally, the sector is characterised by a high
degree of fragmentation and decentralisation of responsibility among the various actors
involved in the delivery of services, financing and regulation.

The combination of uncertainty, asymmetric information and fragmentation makes it
difficult to standardise services, monitor behaviour and ensure transparency in the health
care system. Many transactions in the health sector result from delegation of responsibilities
from one actor to the following (e.g. from patient to physician, from payer to physician, from
patient to the regulator, etc.). Economists label these situations “agency relationships”: a
“principal” who has a direct stake in the result delegates a task to an “agent”. These
relationships are often imperfect in the sense that agents can choose not to act in the best
interests of the principal, attributing suboptimal results to uncertainty or information that
the principal cannot verify. While economists primarily see this as a source of inefficiency,
the situation paves the way for fraud, abuse and corruption.

Complications arise from the fact that value and quality are particularly difficult to
define and measure in health. Prices are not as easily set in health as in sectors where
supply and demand for a standardised and observable product of a given quality can be
readily captured. In fact, many prices for health goods and services are negotiated, which
generates opportunities to extract profits from the system to an extent that is contrary to
the general interest.

Finally, the large amount of public money invested in the health sector probably
contributes to opportunities for fraudulent behaviours. Indeed, on average in the OECD,
15% of government expenditures are allocated to health (OECD, 2015a). National Health
Accounts (NHA) data show that the share of government expenditures on health ranges
from 10% to 22% (OECD, 2015b).
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The impact of corruption in health is not merely financial

The analysis presented here deliberately focuses on the financial impact of integrity
violations in health, which can be direct (money is diverted from the system) and indirect
(the risk of corruption requires additional investments in prevention or detection
activities). But integrity violations — particularly in the health sector — have far-reaching
consequences, direct and indirect, tangible and intangible, in both the short and long term.
The 2013 European Commission study on fraud and corruption in the health sector pointed
this out. In particular, integrity violations can affect:

e The quality of goods and services provided in the sector. Poor quality can be detrimental
to human health, either: i) directly through provision of substandard quality of
medicines or equipment or of unnecessary service; or ii) indirectly if, for instance,
corruption results in less than adequately qualified providers gaining access to the
market. If such problems are frequent, it can even discourage or force honest brokers out
of the market and undermine the service delivery system itself. Substandard quality can
lead to costly adverse events (see Chapter 2 of this report) and lower health can
undermine growth in the longer term.

@ Access to care and equity. Corruption, for instance informal payments, can discourage
access to care, likely affecting lower-income groups disproportionately.

e Allocative efficiency. On a systemic level, corruption can distort allocations within the
health sector and between health and other sectors. OECD (2015c) summarises evidence
that more corrupt countries appear to spend less on health.

e Public trust and welfare. Access to health services is required by everyone. Widespread
corruption in the sector can thus be very tangible to the population and undermine trust
in public systems and society.

1.2. How much fraud, abuse and corruption really exists in the health sector?

Integrity violations in health are notoriously difficult to measure. For one, the
understanding of what may constitute fraud, abuse and corruption is not uniform. In
addition, the manifestations of integrity violations are so polymorphous that they cannot
be summarised in a simple metric or costed out systematically. Other measurement issues
include whether the cost of activities aimed at preventing, deterring or fighting corruption
should be included in a measure of their burden or whether estimates of negative
externalities on health and other societal costs should be factored in. Above all, integrity
violations, which are covert - if not criminal - activities by nature, do not lend themselves
easily to measurement. In effect, no comprehensive attempt at measuring the impact of
fraud, abuse and corruption in health could be identified in any of the OECD countries.!

In this context, two types of tools are typically used to capture the importance and
cost of integrity violations in the health sector: perception surveys and investigation-based
measurements.

Perception surveys show that corruption prevails in the health sector

Perception surveys are one tool commonly used to assess the prevalence of corruption in
various sectors (Box 7.1). They focus on eliciting citizens’ perceptions of and actual experience
with corruption and bring to light the scope of the problem and its relative importance across
sectors and countries. The 2013 Eurobarometer survey (European Commission, 2014) and
the 2013 Transparency International Global Corruption Barometer provide the most recent
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Box 7.1. Measuring corruption in a given sector: Common tools
and their limitations

Leaving aside country-level corruption indices, two categories of tools are typically used
to measure the prevalence and extent of corruption in specific sectors.

Perception surveys

Administered in the general population, perception surveys typically ask respondents to
state their perception about the prevalence of corruption or describe their personal
experience with corruption (e.g. having to pay a bribe). They are helpful in scoping the
problem, particularly when it comes to petty corruption, and in comparing across sectors
(e.g. health, police, education, judiciary). At the same time, perception surveys have
limitations: they potentially suffer from biases if respondents believe there is a “right way”
to respond (by either under- or overstating the extent of the problem) and they typically
cannot be used to estimate the financial burden of corruption in the sector.

Investigation-based measurements

Investigation-based measurements are typically based on the results of administrative
or legal investigations aimed at detecting corruption, including audits, data-mining
exercises and systematic price comparisons. The number of incidents of corruption
provides an estimate of the prevalence of corrupt behaviours, and the amounts involved or
recovered help assess the loss to the system. These measures are a convenient way to
scope corruption and a powerful attention-grabber. Still, they only reflect cases that could
be detected. They only pertain to the types of behaviour the investigation is set to capture
and typically focus on fraud among payers, providers and patients and do not cover other
types of integrity violations. The development of “Big Data” and related analytics
sometimes allow for comprehensive analysis but in many cases, estimates of fraud are
based on samples. The construction of sector-wide estimates of the cost of corruption on
their basis thus requires assumptions, which can always be a source of criticism.
Importantly, analyses typically capture “suspect” cases. Further and sometimes lengthy
investigations are required to establish an intention to divert resources (as opposed to an
error or a justified deviation from expected behaviour). Published numbers thus typically
bundle error and fraud. Finally, investigation-based measures may reflect the effort to
detect corruption rather than the actual level of corruption. Increases in the numbers
observed are not bound to represent a rise of corruption but can reflect more intense or
more effective detection efforts.

cross-country comparisons of the perceived level of corruption across a range of sectors,
including health. Neither survey focused on OECD countries, but both included some of them,

providing interesting insights and opportunities for cautious comparisons.?

A comparison of OECD and global averages (Figure 7.1) suggests that corruption is less
prevalent in OECD countries than globally, especially in the delivery of services that are
typically publicly financed or delivered, such as police, judiciary, education and health
care. The health sector —in OECD countries - is ranked in the bottom third of corrupt
institutions. Nevertheless, a third of respondents deem the sector as corrupt or extremely
corrupt (versus 45% globally). In Europe, a similar pattern can be found (Figure 7.2). In the
list of 12 institutions and sectors listed, health is in the bottom third for OECD countries.
Still, around 35% of citizens in OECD European Union (EU) countries believe that “giving
and taking of bribes and the abuse of power for personal gain is widespread” in health. The
number is close to 55% in EU countries that are not part of the OECD.
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Figure 7.1. Percentage of global and OECD countries’ population that considers
various sectors corrupt or extremely corrupt
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Source: Transparency International (2013), Global Corruption Barometer Report and Data, www.transparency.org/gcb2013.
StatLink Sz http://dx.doi.org/10.1787/888933444296

Figure 7.2. Gorruption perception across sectors in EU OECD countries
versus EU non-OECD countries

Il Average of 20 EU OECD countries 1 Average of 7 EU non-OECD countries

Source: European Commission (2014), Special Eurobarometer 397: Corruption Report, Publications Office of the European Union, Luxembourg.
StatLink Sazm http://dx.doi.org/10.1787/888933444304

Levels of corruption seem highly variable across OECD countries. Figure 7.3 presents
the percentage of the population that believes the health sector to be corrupt or very
corrupt for all OECD countries present in the Transparency International database. The level
of perceived corruption in health within OECD countries varies between 10% and 70%.
Perceived corruption seems lower in many Commonwealth nations and Nordic countries
of the OECD.
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Figure 7.3. Percentage of the population that considers the health sector corrupt
or very corrupt in OECD countries

O/O
80

70
60
50
40 H
30 H
20 {

@ @ <® N
G \\%\\ @* £ S{} &

& & & R &S S \\
o2 \& & & & N K
SRS @ & Qﬂ\ 3 O
(OIS e® v Ny

8080 6,52\»0?

N

. @
<3 SN QIR PSP’

Note: The global average includes 103 countries. The OECD average includes 28 countries.
Source: Transparency International (2013), Global Corruption Barometer Report and Data, www.transparency.org/gcb2013.
StatLink Si=m http://dx.doi.org/10.1787/888933444316

Investigation-based measures provide some insight into the cost of fraud in a number
of countries

Investigation-based numbers are unlikely to provide a full picture of corruption. As
previously highlighted, no reliable way exists to evaluate the overall cost of corruption, if
only because of undetected offences (see Box 7.1). Further, if a wrongful transaction is
suspected, the determination of whether it constitutes fraud or corruption is generally a
lengthy exercise, sometimes only finalised in a court of law. Thus in many cases, published
numbers refer to suspicious transactions (including errors). Building sector-level estimates
usually requires formulating assumptions, for instance to extrapolate sample data, and
may be informed by expert opinion.

Investigation-based numbers published by authorities are typically small, but the
return on investment to detect and combat fraud can still be high. A number of institutions
regularly publish figures on the extent of fraud detected, based on investigations carried
out by authorities. Some examples are displayed in Box 7.2. In instances where it is
possible to relate the amounts of fraud detected to the expenditure on the programmes
where the investigation took place, the ratios are low: the amounts of fraudulent payment
typically represent less than half a percentage point of programme expenditure. This does
not mean that the return on investment in fraud detection is negligible. To give an idea, the
return on investment of a US detection programme for 2013-15 was estimated at USD 6.1
returned for every USD 1.0 expended (HHS and DOJ 2016). Beyond this, experts believe that
having an active programme in place acts as a deterrent in and of itself, helping to reduce
the amount of fraud.

Often, however, estimates and investigation-based numbers vary by an order of
magnitude, as illustrated by two examples:

e In 2014, USD 2.3 billion was recovered in restitution and recoupment for fraud by
Medicare and Medicaid (HHS and DOJ, 2015), representing 0.2% of expenditure on the
programme that year. Berwick and Hackbarth (2012) estimated that the cost of fraud to
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Box 7.2. OECD countries’ published figures regarding the extent
of detected health care fraud

Based on investigations carried out by authorities, some countries publish numbers
regarding the costs associated with integrity violations in health:

® France’s National Health Insurance Fund (CNAMTS) recovered EUR 200 million lost in
health care fraud in 2014, representing 0.1% of health insurance benefits, of which 37%
was committed by health care practitioners, 27% by health facilities and a bit less
than 20% by insured persons.

e Health insurance companies in the Netherlands - which have a legally obligated
responsibility to detect health care fraud - discovered wrongful cost claims worth
EUR 53 million in 2014, yet were only able to prove actual fraud (illegal and intentional
wrongful billing for health care services) worth EUR 18.7 million (NZA, 2016). This
corresponds to 0.04% of the total costs covered by health insurers in 2014.

@ In the United Kingdom, National Health Service (NHS) England reported GBP 11.9 million as
the total value of fraud, bribery and corruption identified in 2014-15 (NHS Protect,
2014/2015). This corresponds to 0.01% of NHS England expenditures in 2014-15.

® In the United States, the Centers for Medicare & Medicaid Services (CMS) reported that
USD 2.3 billion was recovered in restitution and recoupment for fraud in Medicare, Medicaid
and the Children’s Health Insurance Program in 2014 (HHS and DO}, 2015), corresponding to
0.2% of the total amount of expenditures on these programmes. Approximately 70% of
health care fraud is committed by medical providers, 10% by consumers, and the balance by
others, including insurers and their employees (NCSL, 2010).

® Belgium’s Medical Evaluation and Inspection Department of the National Institute for
Health and Disability Insurance (INAMI, Institut National d’Assurance Maladie-Invalidité)
detected EUR 6.8 million in fraud in 2014.

® In Germany, the Association of Health Insurance Funds (GKV-Spitzenverband) reported
that fraud was detected for a total amount of EUR 43 million in 2013-14.

® Greece’s National Organisation for Health Care Provision (EOPYY, Ethnikos Organismos
Paroches Yperesion Ygeias) established that a total amount of EUR 0.3 million of fraud was
detected in 2014.

® Portugal’s General Inspectorate of Health (IGAS, Inspecdo Geral das Actividades em Saude)
reported EUR 4.6 million of fraud detected in 2014.

these programmes would be at least USD 30 billion, and maybe as high as USD 98 billion.
The US Government Accountability Office (GAO) in fact concluded that no reliable
baseline estimate of the amount of health care fraud currently exists in the
United States (CBO, 2014).

e In the Netherlands, Hasaart (2011) showed that adverse behavioural responses
(e.g. overbilling for care) of medical specialists and hospitals linked to the hospital
payment system alone could amount up to EUR 1 billion (about 6% of total hospital care
and medical specialist care expenditures for the year the estimate was produced). The
payment system was subsequently revised in a way that could have reduced the amount
but the number is still in sharp contrast to the EUR 18.7 million recovered by all health
insurance funds in 2013.
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Every year, PKF, an accounting firm, and the Centre for Counter Fraud Studies (CCFS)
at the University of Portsmouth jointly publish an assessment of the cost of health care
fraud, based on data from 33 organisations in 7 OECD countries (Australia, Belgium,
France, New Zealand, the Netherlands, the United Kingdom and the United States). They
reportedly only include statistically significant and methodologically sound measurement
exercises subjected to external validation. The latest report (Gee and Button, 2015) shows
that the loss to fraud and error is an average 6% of related health expenditure. In the
majority of cases, this loss ratio lies between 3% and 8%, and in nearly 90% of cases fraud
and error represent more than 3% of the expenditure reviewed. Given the recovery ratios
available (Box 7.2), it is fair to assume that measures against integrity violations in health
within OECD countries could be strengthened.

1.3. Resource-diverting “integrity violations” can be grouped in three broad
categories

From a policy perspective, integrity violations in the health sector are best divided into
three categories depending on who is involved and the type of “transactions” affected.

Going beyond labels captures a wide range of dishonest behaviours

Deliberately putting aside semantic discussions, this study pragmatically sets out to
include all integrity violations that engender private benefit at the expense of the health
care system. Corruption, fraud, abuse, regulatory capture, revolving door politics,
embezzlement, collusion and nepotism are among the many terms defined by
Transparency International’s plain language guide on corruption (Transparency
International, 2009). These definitions typically describe various facets of the integrity
violation itself, for instance whether it includes one or more people (fraud versus
corruption), whether a rule is broken or not (abuse versus fraud), or the degree of pressure
exerted (from influence to extortion). All of these terms correspond to problems that can
take place in the health sector. From a policy perspective, characterising and distinguishing
each and every term precisely is not particularly relevant. The present study thus uses
“integrity violations” as an umbrella term to capture them all. Integrity violations include
the entire spectrum of behaviours that reasonable and well-informed laypersons observing
the health care system would - in all likelihood and in most health care systems — consider
inappropriate and unethical. The integrity violations included in this analysis further have
in common that they increase the costs of goods and activities in the health sector and
divert resources from their intended purpose to dishonestly serve the interest of specific
individuals or groups.

Integrity violations considered here thus include what most practitioners label
corruption: “the abuse of public or private office for personal gain” (OECD, 2008). This
commonly used definition already covers a large set of possible integrity violations and
hints: i) that corruption may involve a wide diversity of actors, from public officials to
individual private medical practitioners; and ii) that the “gain” is not necessarily immediate
and monetary but may be intangible and delayed. Indeed, personal gain can come in the
form of gifts, honorary titles or recognition, sponsorship (of training, research, events) or
future paid or unpaid services (consultancy contracts, jobs, other favours that can be called
in). This definition does not explicitly include situations where the dishonest behaviour
serves — directly or indirectly - the interest of groups of stakeholders (such as an industry or
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a profession).3 Although it is hard to draw the line between, for instance, lobbying and undue
influence on regulation or between strategic marketing and abusive promotion of
commercial interests, these questions are certainly relevant in the health sector.

Fraud and abuse are included in the scope of this study. Corruption is generally
understood to involve more than one participant, one of whom at least is in a position to
abuse his position. Fraud and abuse, in contrast, are more individual in nature. Fraud is
generally defined as knowingly and wilfully executing, or attempting to execute, a scheme
or artifice to defraud the health care system (adapted from the US Health Insurance
Portability and Accountability Act). In that respect, fraud differs from errors, which are
unintentional. Anyone in the health care system can commit a fraud, including a patient.
From a legal perspective, abuse mostly differs from fraud in that a rule has to be broken for
misbehaviour to be labelled fraud. If an investigator cannot establish the act was
committed knowingly, wilfully and intentionally, it is perceived as an error (Rudman et al.,
2009). From an operational perspective, however, if the objective is to reduce waste, then
fraud and abuse are equally important. Detecting and correcting errors is more an
administrative task in nature but it can make sense to functionally integrate fraud and
error detection. In any case, all forms of integrity violations ultimately lead to waste — even
if the cost is not necessarily direct, immediate or even measurable.

In conclusion, it is important to recognise that the boundaries of what constitutes
integrity violations cannot be universally defined. Indeed the question of whether a
given act should be considered corrupt may find a different response depending on a
country’s cultural fabric. For instance, giving or accepting a present in the context of a
patient-physician relationship may be considered normal in one culture and unacceptable
in another (Blind, 2011).> Consequently, no consensus exists among countries about which
integrity violations should be considered offences in the eyes of the law, although
ratification of the OECD Anti-Bribery Convention (which covers the bribery of foreign public
officials) by OECD countries in 1997 constituted a first step towards recognition of a
common range of potential offenses related to corruption.

For policy purposes, integrity violations are best grouped in three categories

From a policy perspective, grouping integrity violations according to who is involved in
the related transactions is proving to be most helpful. Savedoff and Hussmann (2006) first
used a stylised representation of the main actors involved in the health care system to
illustrate the many ways in which corruption could manifest.® In the same spirit, five
categories of stakeholders that can perpetrate or be victims of integrity violations are
distinguished here:

1. Providers of medical goods and services. This category includes individual service providers
(physicians, nurses and other health professionals), health facilities and retail pharmacies.

2. Suppliers or manufacturers of medical goods and services used in the process of delivering care.
These include the manufacturers of goods and services as well as wholesalers that
provide pharmaceuticals, medical devices and medical equipment as well as - for
instance - health ICT applications.”

3. Payer(s). These are entities that pool funds in the health care system and finance care on
behalf of all or part of the population. Depending on the country, payers can be public
entities or private insurers, single or multiple.
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4. The regulator of the sector. The regulator represents the government through its ministry
and often a number of dedicated agencies as well as the individuals who work for them.

5. Individuals. Patients, taxpayers or the insured can either commit or be the victim of fraud.
A few specific examples of integrity violations are mapped to these types of actors in
Figure 7.4 for illustrative purposes. These were drawn from examples of corruption

described in the literature on fraud abuse and corruption in the health sector and mapped
to the stakeholders involved.

Figure 7.4. Mapping integrity violations to various actors: A few examples

Corruption to influence
regulation of the private
health insurance market

Regulator
Payer(s) /

(public or private)

Denial

Bribe to obtain
of coverage

licence

False income declaration or accreditation
to obtain free coverage
Absenteeism Ere.ssure to obtgip
payroll fraud listing of a medicine
Insured Overhilling
Payroll (from up-coding
tax evasion tax p_ayer to charging for services }
patient not provided) Bid
riggin A
g0ing Supplier of drugs
and medical equipment
Informal payment Overprovision
to Jump the line of unnecessary Distribution
services of counterfeit Gifts and advantages to physicians
drugs who prescribe a specific brand
Under the table payment
to provide a service
Provider of medical Hospitals paying kickback to specialists
goods and services for referrals

From this exercise, three main categories of integrity violations emerge (depicted in
Figure 7.5):

e The first category takes place in the context of transactions involving providers of health
services, payers of these services, and/or individuals. Depending on the specific
situation, each can be perpetrator or victim. These integrity violations are sometimes
grouped under the label “health care fraud”, particularly in systems where competitive
health insurance dominates, but variations of these integrity violations can be found in
all health care systems.®

e The second category primarily involves suppliers of drugs and medical equipment as
perpetrators; (financial) victims are the purchasers of these goods or services, most of
which are typically payers or providers themselves (e.g. hospitals). These integrity
violations take place in the context of procurement, which includes purchase as well as
distribution of drugs and equipment. In the health sector, delivery of substandard or
counterfeit drugs or medical devices is of particular concern given the potential safety
implications (Box 7.3).
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Figure 7.5. Three main types of integrity violations in health care systems

Regulator
Payer(s)
(public or private)
Insured
tax payers
patients Integrity
violations Suppliers of drugs
in l;rl:!:"fﬂ and medical equipment
dis

Providers of medical
goods and services

Box 7.3. Counterfeiting of medical goods and products: The MEDICRIME Convention

Substandard, spurious, falsely labelled, falsified and counterfeit (SSFFC) medical products are made to
appear genuine but are likely to be ineffective or even harmful. They include “products with the correct
ingredients, wrong ingredients, without active ingredients, with insufficient quantity of active ingredient
or with fake packaging” (WHO, 1992, 2009). They can enter the legitimate supply chain or be distributed
though illegitimate channels, for instance via unauthorised websites, and pose a threat to public health
and the integrity of health care systems. All studies agree that the problem is significant and growing and
that while low- and middle-income countries are most affected, OECD systems are not spared (Cockburn
et al.,, 2005; IOM, 2013; Mackey et al., 2015).

OECD countries have policies in place to ensure the safety of the production and distribution of medicinal
goods and products, the analysis of which goes beyond the scope of this report. A noteworthy initiative is
the MEDICRIME Convention drafted by the Council of Europe, which came into force in January 2016. This
international agreement obliges signatories to criminalise the counterfeiting of all medical products and
falsification of documents and similar acts and establishes them as international crimes. It provides a basis
under international criminal law for national and international co-operation to fight this phenomenon and
for co-operation between the competent health, police and customs authorities (Council of Europe, 2015).
As of September 2016, 7 had ratified the agreement and an additional 17 had signed it.

e The third category covers a range of inappropriate business practices that ultimately
serve to secure more favourable market positions either for individual stakeholders or
for their “trade/industry”. These integrity violations can be perpetrated by any
stakeholder for whom the health sector is a source of revenue. This category includes
what is sometimes called “systemic corruption”, where representatives of an industry
(pharmaceutical companies, private insurers or provider lobbies) exert undue influence
on the regulator at the system level. It also covers situations where any of these
stakeholders commit fraud, abuse or corruption in their own limited interest (e.g. to gain
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market entry for a specific product, to obtain a licence to operate, or to ensure their
product is favoured over a competing one). In all these cases, the “victim” of the fraud is
generally the regulator and the cost is ultimately borne by the public payer(s).

The remainder of this chapter reviews some of these categories in more detail to learn
what health sector policy makers are doing to tackle them in OECD countries. This focus
has a number of implications for the scope of the work, as follows:

e Countrywide challenges in public governance are not discussed. As public funding
dominates health in most OECD countries and the sector is heavily regulated, the overall
quality of governance (particularly in domains such as public finance and budgeting,
public financial management, public procurement and civil service management)
frames what happens in the health sector. An overall poor level of governance in a given
country is likely to permeate the health sector. Conversely, if the civil service or public
procurement is corrupt, the health sector is unlikely to be able to address the problem
through sector-specific measures alone. Consequently, for instance, issues related to
tackling absenteeism in public health facilities or corruption in public procurement in
health specifically are not covered as they would necessitate research beyond the scope
of this report.’

e Another assumption made is that basic checks and balances and fairly solid
administrative systems are in place. In other words, in the context of OECD countries, it
does not make sense to discuss them in detail.

e With this in mind, the report focuses on two domains where at least some
OECD countries have introduced sector-specific interventions to tackle integrity
violations: service delivery and financing and inappropriate business practices.

To map, describe and classify integrity violations and policy measures aimed at
tackling them, data were retrieved from responses to a survey undertaken for this report.
In addition, an extensive review of literature was carried out, covering studies, reports,
journal articles and other documents that discuss integrity violations in health.

2. Variable levels of effort by OECD countries to tackle integrity violations
in service delivery and financing

The majority of studies on integrity violations in health care focus on the primary
process of health care service delivery and financing. Different types of integrity violations
related to this primary process are reviewed and the main categories prevalent in
OECD countries tentatively identified. Based on this, the rest of the section highlights the
variety of institutional set-ups chosen by countries to deal with these integrity violations
and the common features of the strategies used, with a focus on the experience of those
who responded to the questionnaire.

2.1. Integrity violations in service delivery and financing are varied
and most often originate from providers

An extensive review of mainly academic and grey literature identified the various
manifestations of integrity violations involving providers, patients and payers. Table 7.1
organises the findings by linking perpetrator (first column) and target (second column). In
reality, collusion can take place between those involved in perpetrating integrity violations
(for example, both patient and provider can seek to defraud the payer). The table abstracts
from system-specific examples but seeks to provide a comprehensive overview.
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Table 7.1. Who commits which type of integrity violation
in health care service delivery and financing?

Who commits the fraud?  In relation to Type of fraud

Patient Payer In the process of obtaining and paying for coverage:
e coverage obtained on the basis of a false identify, or misrepresentation of characteristics
(e.g. labour status, income, etc.)
o fraud to avoid or reduce/avoid insurance premiums, or contributions (or taxes)
Wrongful claims (misrepresenting the cost of care, lying to provider to obtain unwarranted
benefits, multiple prescription requests)
Claiming reimbursements from multiple insurers
Provider Bribery (for access to care, referrals, shortening of waiting time, priority on waiting lists,
uninsured care, privileged treatment, etc.)

Payer Patient Unjustified denial of coverage
Unjustified denial of benefits to patients
Payer Misuse of resources (embezzlement of funds)’
Provider Unjustified denial of payments to health providers
Provider Patient Informal payments (under-the-table payments, gratuity, “black medicine”, “fakelaki“)2
Payer Overprovision/overuse of services

Overbilling (upcoding, sidecoding, debundling, double defrayment, billing for higher-qualified
personnel than those involved in performing the services)

Charging for phantom care (charging for care that is not provided, use of false patient identity)

Misuse of resources (embezzlement of funds, pilferage of medicines, misuse of medical
equipment, including the use of public equipment for private/commercial use)

Absenteeism and other payroll fraud

1. The institution that acts as the payer for health services to providers (or staff working for them) can divert
resources from their intended purpose. This results in a form of leakage - the diversion of financial resources that
were intended for health care.

2. Informal payments can be the result of either the provider asking for the payment or the patient offering it. In the
latter case, it is considered bribery.

The table calls for a few remarks:

e Itillustrates the point made in the first section regarding the vast range of opportunities
for corrupt behaviour in the health sector given the number and diversity of actors and
transactions between them. Behind each example above lie specific cases documented
in a number of country-specific contexts.

e Not all types of integrity violations described are relevant to all OECD countries, simply
due to the various ways in which countries’ systems are organised and financed. For
example, if access to medical services is not based on a formal insurance mechanism or
if insurance coverage is universal, patients have no interest in identity theft to obtain
coverage. Similarly, absenteeism or payroll fraud is less of a concern in systems that rely
on fee-for-service (FFS) payment than in systems with salaried providers (see also
European Commission (2013), which maps how different types are linked to different
financing schemes).

A significant proportion of the literature about manifestations of integrity violations in
service delivery and financing discusses low-income countries; the question is open as to
whether their content applies to OECD countries. To assess which types of integrity
violation are most relevant, countries were asked to state their opinion on the relative
frequency of specific types of integrity violations in service delivery and financing.
Figure 7.6 provides an overview of the results for the 12 countries that responded.*?
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Figure 7.6. Relative importance of integrity violations in service delivery
and financing in 12 OECD countries
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The sample is small, and reflects survey respondents’ perceptions, but results suggest
that:

e Insurers/payers themselves are less likely to commit fraud towards patients and providers
than the reverse. In most sample countries, this is deemed of little or no concern. Patients,
on the other hand, appear to cheat the system occasionally everywhere. Providers are the
most likely of the three to commit fraud and abuse regularly (this is aligned with the
numbers observed in France and the United States, per Box 7.2).

e Overbilling -including upcoding, debundling and charging for phantom care- and
overprovision of services (providing more care than necessary) are clearly the most
widespread methods providers use to cheat the system.

e Informal payments are of concern in more than a few OECD countries, contrary to
intuition perhaps (see Box 7.4 for additional data).

@ Absenteeism and embezzlement are relevant in some countries but seldom encountered
in others.
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Box 7.4. Informal payments

Informal payments and their impact on access to services among the poor in public service delivery
systems have received considerable attention in developing and transitional economies (Transparency
International, 2006). This should not be construed as a sign that they are absent in OECD countries, some
of which at least struggle with this issue. For example, “fakelaki” (little envelopes) are an ingrained social
institution in Greece (Liaropoulos et al., 2008). In OECD countries, on average, 6% of people declare having
had to pay a bribe to obtain a medical service, but the proportion is significantly higher in a number of
countries (Figure 7.7). In the 2013 Eurobarometer survey, on average across EU27 countries, 5% of the
population reported having paid a bribe and the proportion was at least that in the following
OECD countries: France, Germany, Greece, Hungary and the Slovak Republic (European Commission, 2014).

Figure 7.7. Percentage of population that paid a bribe for a medical service
in the past 12 months
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Note: The global average includes 103 countries. The OECD average includes 25 countries.
Source: Transparency International (2013), Global Corruption Barometer Report and Data, www.transparency.org/gcbh2013.
StatLink =i=m http://dx.doi.org/10.1787/888933444336

Whether or not informal payments — consisting of either money or other valuable goods - are regarded as
an integrity violation partially depends on culturally defined norms and habits of each country. In that
regard, debates arise about the perfectly legitimate act of gift-giving versus the illegal transaction of bribery
(Kurer, 2005).

2.2. Various types of institutions tackle integrity violations in service delivery
and financing

Efforts made to tackle integrity violations in service delivery and financing vary greatly
across OECD countries. Some countries have dedicated institutions or organisations in place
tasked to prevent or tackle integrity violations in health service delivery and financing.
Others rely on more ad hoc approaches. Based on the survey results, augmented by analysis
of grey literature and experts’ input, Table 7.2 describes various countries’ approaches.
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Table 7.2. Examples of institutions detecting and responding to integrity violations
in health service delivery and financing in OECD countries

Country’s institutions

Description

Health sector-specific institutions

Centralised institutions (government, government agency or public institute)

Australia

Multiple state and federal bodies, including: the Department

of Health; the Department of Human Services; ombudsman

and crime and corruption-related state bodies

Belgium

Medical Evaluation and Inspection Department (MEID) at Institut
National d’Assurance Maladie Invalidité (INAMI-RIZIV)

Portugal

Inspecéo — Geral das Actividades em Satde (IGAS)

Switzerland

United Kingdom
National Health Services Protect (NHS Protect)
— Department of Health Anti-fraud Unit

The Department of Health is responsible for detecting and investigating fraud by providers (it also
examine incorrect claims). The Department investigates cases relating to about 2% of providers each
year, around 60% of which are ultimately confirmed as fraudulent. The Department of Human
Services is in charge of fraud by patients.

INAMI, a public institution, manages the mandatory health insurance. MEID is tasked

with the detection of integrity violations. MEID carries out thematic and individual investigations.
Individual insurance funds are responsible for prepayment checking of claims.

IGAS’s mission is to audit, inspect, supervise and conduct disciplinary actions within the health
sector, including to address fraud.

The Inspectorate’s annual report suggests it investigates cases brought to its attention and it carries
out thematic analysis. In 2014/15, EUR 150 000 was recovered.

The Federal Office of Public Health supervises insurance companies, in particular to ensure

that patients’/insured rights according to the law are respected. It can conduct audits, issue requests
to comply or refer cases to the penal authorities as needed.

NHS Protect is tasked with safeguarding all NHS staff and resources from crime, including economic
crimes. Part of this mandate was taken over by the recently created Anti-fraud Unit.

Tasks delegated to payers (public funds or private organisations including health insurers)

Public institutions

Germany
Health Insurance Funds and Professional Councils

France
Caisse Nationale d’Assurance Maladie

Ireland

Health Service Executive (HSE)

Japan

Health Insurance Claims Review & Reimbursement Services
(HICRRS) and National Health Insurance Federation (NHIF)

Norway

Helfo’s control department

Poland

Health Insurance Fund (NFZ)

United States

Centers for Medicare & Medicaid Services (CMS) HEAT initiative

Private institutions
Netherlands

Health insurance companies
Turkey

Health insurance companies

All health insurers are required to have a department in charge of fraud detection.

The dental and medical professional councils (public entities) each have “departments for combatting
inappropriate behaviours” and can conduct investigations.

These institutions do not report or publish data on their results.

Public health insurance funds are required to detect and investigate fraud committed by patients
and providers.

Each fund must produce an annual report on fraud detection activities and results.

HSE, responsible for providing public health care services to the population, is formally responsible
for tracking fraud and abuse but has no dedicated unit.

HICRRS and NHIF reimburse providers on behalf of the two main insurance regimes in Japan

for provided medical care services on the basis of reimbursement claims.

They are tasked with checking whether claims are valid, appropriate and in compliance with rules.
In 2014, unlawful claims amounted to JPY 13.32 billion.

Helfo, Norway’s public payer, has a control department that detects fraud based on claims analysis.

NFZ is tasked with detecting irregularities and reporting them to the competent authorities

(Central Anti-Corruption Bureau).

CMS engages various contractors to detect fraud and errors (for instance Recovery Audit Contractors
(RACs) are paid on a contingency fee basis to detect under- and overpayments in publicly funded
programmes).

ZPICs (Zone Program Integrity Contractors) are specifically responsible for detecting, deterring
and preventing Medicare fraud and abuse.

As part of the Affordable Care Act (ACA), the Health Care Fraud Prevention and Enforcement Action
Team (HEAT) joint initiative of CMS and the Department of Justice (DOJ) reinvigorated the fight
against fraud and abuse in public programmes (Medicare, Medicaid).

HEAT’s key component is the Medicare Fraud Strike Force, a multi-agency team of federal, state
and local investigators designed to fight Medicare fraud.

CMS and DOJ produce an annual report on their results.

Health insurance companies have a legal obligation to detect integrity violations.

Health insurance companies are responsible for paying for service delivery and financing,
as well as detecting the corresponding integrity violations.
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Table 7.2. Examples of institutions detecting and responding to integrity violations
in health service delivery and financing in OECD countries (cont.)

Country’s institutions Description

General anti-fraud institutions (not health sector-specific but do look into health)

Austria

Greece
Slovenia

Federal Anti-Corruption Bureau
Office for Prosecution of Corruption

Independent Authority for Public Contracts
Commission for the Prevention of Corruption

Countries reporting no anti-fraud institutions or efforts

No specific effort to detect fraud in service delivery and payments for health reported: Israel.
No general antifraud body: Denmark, Hungary.

Source: Country responses to OECD 2016 survey and authors’ research.
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Among the more than 20 countries for which the information was availed, countries’
institutional set-ups and strategies for dealing with integrity violations in service delivery
and financing differ widely. Some countries clearly put more emphasis on the issue than
others. Four approaches were identified:

e A number of countries have dedicated departments in a central-level institution - e.g. a
ministry (Australia, Belgium, Portugal and the United Kingdom), with some countries
further splitting responsibilities depending on who perpetrated the fraud (e.g. frauds
committed by patients versus providers are managed by two different entities
in Australia).

e Nine countries explicitly delegate the responsibility to detect and address fraud and
abuse to payers - public and private. Interestingly, in Germany part of the responsibility
for detecting fraud and abuse perpetrated by providers lies with professional councils.

e In some countries, fraud in service delivery and payment falls under the general purview of
a specific anti-corruption agency that can and typically does investigate health sector issues.

e Some countries appear to have neither health-specific nor general anti-corruption
bodies in place.

Some approaches and insights shared by countries regarding the set-up for fraud
detection are worth highlighting:

e Actively detecting and combating fraud and corruption is not necessarily in health care
payers’ direct interest. Ultimately, the payer is a financial intermediary between patients/
clients (who may contribute to financing the system through taxes or premiums) and
providers (with which payers have some form of contractual relationship). As such, payers
typically have explicit fiduciary responsibilities. Still, fraud detection activities are costly
and can be perceived as adversarial by both patients and providers. The benefits, on the
other hand, are not necessarily direct. The cost-benefit ratio of fraud detection may not be
perceived as high enough, and the “spontaneous” level of effort may be suboptimal. This
might explain why in the Netherlands, private health insurance companies (which
compete with each other) have a legal obligation to detect integrity violations. Germany
also mandates that public health insurance funds have a dedicated department and report
fraud to the judicial authorities. In contrast, in Switzerland, it is assumed that private
insurers have an inherent incentive to combat fraud.
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e The US Centers for Medicare & Medicaid Services (CMS) systematically uses (separate)
contactors to detect fraud and errors. Among contractors tasked with detecting errors,
Recovery Audit Contractors, whose mission is to deal with improper payments, are
incentivised by a contingency fee (a controversial programme). The CMS also contracts Zone
Program Integrity Contractors (ZPICs) specifically tasked with detecting (via data analysis,
hotlines, or based on reports of other contractors) and investigating instances of fraud.

e Some, but not all, institutions tasked with detecting integrity violations can enforce
administrative sanctions. For instance in Belgium, the National Institute for Health and
Disability Insurance (INAMI, Institut National d’Assurance Maladie-Invalidité) has additional
administrative judicial capacities, in the form of administrative courts within the
national institution, that can impose administrative fines up to 200% of the amount
involved in the integrity violation concerned. Australia can apply administrative
penalties (which may be lowered when healthcare providers voluntarily admit
wrongdoing), as well as professional sanctions or penalties when the activities are
clinically inappropriate.

e Some countries choose to publish data on the results of their efforts at regular intervals
(Belgium, France, the Netherlands, the United Kingdom and the United States). In these
countries, publication of results creates awareness of counter-fraud activities and is seen
as a deterrent of further integrity violations.

e Countries recognise the value of sharing experiences in combatting integrity violations
across public and private institutions as well as internationally. In the United States, the
National Health Care Anti-Fraud Association created in 1985 comprises nearly 90 private
health insurers and those public sector law enforcement and regulatory agencies that
have jurisdiction over health care fraud. Some OECD countries are members of the
European Healthcare Fraud and Corruption Network (EHFCN)!! and the Global Health
Care Anti-Fraud Network (GHCAFN), which includes Canada, the United Kingdom and
the United States.

2.3. Effective detection of integrity violations in service delivery and financing
requires data mining and review campaigns; responses must be well graded
and credibly enforced

Approaches to detecting fraud and abuse in service delivery and financing can be more
or less pro-active. Traditional approaches rely on the investigation of complaints or regular
audits and controls. Some, but not all, countries set up tip-off hotlines (e.g. Australia, the
United States) to encourage reporting of fraudulent behaviours. The United States
developed several toolkits, training opportunities and materials for beneficiaries and
providers to identify and reduce fraud. Statistical and data-mining tools are now an
integral part of the fraud detection arsenal of many but not all countries.!? Essentially, data
mining can be used to: i) identify patterns'3 and deviations from them; and ii) screen cases
that need to be further scrutinised for fraud and abuse. Various types of analysis can be
deployed. Ranging from least to most complex:

e Rules-based approaches are the most simple and help identify cases that do not meet
specific pre-set criteria. These controls are often automated and carried out prior to
settling claims, for instance to verify that all the required information is available, that
no major inconsistencies exist, and that the claim complies with formal rules and
guidelines (e.g. the provider is duly registered, the number of sessions prescribed does
not exceed the allowed limit, etc.).
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e Outlier or anomaly detection techniques focus on identifying usual patterns (for
instance, typical treatment patterns by diseases), and deviations from them. These
methods can lead to identification of geographic variations in medical practices (see
Chapter 2).

e Predictive techniques use information about past fraud to flag high-risk fraud candidates.

e Social network analyses identify patterns of transactions between different entities
across time and can help identify collusion between perpetrators and networks
organised to defraud the system.

In addition to, or as a result of, the detection of specific instances of fraud, agencies
typically carry out programmed thematic investigations targeting specific issues. For
instance, in 2014, the Belgian INAMI investigated repetition of restorative dental care;
France’s CNAMTS (Caisse Nationale de I’Assurance Maladie des Travailleurs Salariés)
investigated home-based hospital care to determine whether services supposed to be
included in a lump-sum payment were not also charged on an FFS basis; England’s NHS
Detect focused on payroll fraud; and Portugal focused on cochlear implants.

To address suspicious patterns that could result from integrity violations,
practitioners highlight the importance of a stepwise, graded, comprehensive and credibly
enforceable response. This response should - as relevant - incorporate measures to
prevent future occurrences of similar problems and engage the community of providers in
a constructive dialogue. This is the case when the pattern falls into the category of “abuse”
rather than fraud; in other words, when no pre-existing rules are explicitly broken (for
instance, overprescription of specific tests, unusual frequency of repeated visits, etc.). In
these situations, especially if many providers behave similarly, the nature of the problem
does not differ fundamentally from that of the “overtreatment” examined in Chapter 2.

Engaging professional organisations or scientific societies can help generate technical
consensus around the fact that certain behaviours are — under most circumstances -
inappropriate. Based on this, new and acceptable rules or guidelines can be created.
Subsequently, this reduces opportunities to abuse the system and more clearly redefines
future outliers as fraudulent. Communication and other soft tools can be used to limit
future offences. Sending targeted information, benchmarking data or warnings to all
providers or the subset of individuals whose behaviour is unusual can effectively deter
future offences (because perpetrators know the behaviour is under observation or because
they feel peer pressure). Still, entities involved in detecting fraud and abuse recognise the
difficulty they face in building a constructive dialogue with health professionals who are
typically - and unsurprisingly - reluctant to engage in a dialogue on fraud and abuse,
which they expect to reflect badly on their profession. Putting more emphasis on errors
and good practice can be more constructive.

Deeper investigation of specific cases and outliers is warranted. As soon as the
investigation process starts though, efforts must go into engaging and communicating
with perpetrators (typically health professionals), recognising that errors can happen and
that special circumstances can dictate deviations from good practice. As relevant, suspects
can be offered the option to correct their “mistakes” and voluntarily repay the amounts
due. Investigations often start with formal or material checks and requests for additional
information from the parties involved. More rarely, full-scale investigations require
forensic techniques and involve inspectors. Because of privacy considerations and
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doctor-patient confidentiality, inspectors may need to be specifically trained physicians.
They can reach out to all parties involved, for instance patients, to verify their
circumstances or the care that they received (2N, 2011).

The last step is to take — as feasible - administrative and disciplinary sanctions and/or
initiate civil or criminal legal proceedings. The Unites States recently expanded the scope or
magnitude of sentences and penalties for integrity violations in health service delivery and
financing.' In addition, the United States and the Netherlands enhanced funding for the
prevention and detection of fraud, abuse and corruption in health care. Countries with active
programmes (e.g. Belgium, the Netherlands and the United States) highlight the importance
of organising and even formalising co-operation between health and judicial authorities.
In 2009, the United States created a joint task force for combatting fraud on Medicare
between the Department of Health and Human Services (DHHS) and the Department of
Justice (DOJ) that is a multi-agency team of federal, states and local investigators.

Integrity violations in service delivery and financing are not rare. Yet large
cross-country variation arises in the attention and resources dedicated to the problem.
Countries that have stronger institutions and apply more systematic efforts always seem
to succeed in detecting significant amounts of fraud. In the end, the amounts recovered
remain fairly small compared with total health expenditure. Still, these programmes likely
have positive externalities and deter at least some individuals who could be tempted to
cheat the system. In recent years, some countries, including France, the Netherlands and
the United States, stepped up efforts to combat integrity violations in service delivery and
financing. As part of the waste agenda, more countries could consider joining them.

3. Inappropriate business practices: Opening the governance debate

The second category of integrity violations reviewed in this chapter, inappropriate
business practices, can potentially be perpetrated by anyone who derives income from
selling goods and services in the health sector. This includes individual health care
providers, health facilities and a number of industries, notably in the domains of
insurance, pharmaceuticals and medical devices. All of these stakeholders are legitimately
involved in the health care system and the vast majority conduct their business in entirely
appropriate ways. Yet on any day, a story can emerge about an unqualified person
delivering services, a hospital group giving a range of inducements to a consultant
practice in exchange for referrals (Godlee, 2015), or a pharmaceutical company using
unethical marketing practices. Compared with integrity violations in service delivery and
financing or procurement, these inappropriate behaviours are less directly linked to the
actual process of care and perhaps even less observable. They ultimately target the
regulator, understood here as the institutions entrusted with safeguarding the public’s
interest and safety.

The review of the literature on and actual cases of fraud and corruption in health care
systems show that at least some of these inappropriate business practices occur in most
OECD countries. The 2013 European Commission report collected 86 examples of
corruption occurrences across EU countries, many of which could be categorised as
“inappropriate business practice”. More recently, the first report of the newly established
chapter of Transparency International on Pharmaceuticals and Healthcare Programme
covers inappropriate practices in research and development, marketing and registration in
the pharmaceutical industry and offers additional examples of inappropriate practices in
OECD countries (Transparency International-UK, 2016).
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This final section presents a simple framework that captures the various
inappropriate business practices mentioned in the documents reviewed and identifies
some of the regulatory approaches countries chose to deal with them. The research
undertaken for this report and the responses received to the questionnaire highlight that
inappropriate business practices are of increasing concern to OECD countries. At the same
time, the case for linking this discussion to the waste agenda is perhaps weaker. The issues
at stake are equally important, though: patient safety and the transparency, integrity and
accountability of decision making in the health sector. Rather than being comprehensive,
the following discussion paves the way for future discussion.

3.1. The pursuit of legitimate business objectives can give rise to inappropriate
business practices

The first difficulty lies in identifying what constitutes inappropriate behaviour. If a
rule is broken, the case is straightforward: for instance, an entity forges credentials to enter
a regulated market. But as previously highlighted, the line between appropriate and
inappropriate is drawn at different points in different cultural and policy contexts. In fact,
the definition of the term “institutional corruption” highlights that an entity operating in a
“legal or even currently ethical way” can still be “corrupt” if its institutional environment
was designed under a systematic and strategic influence that weakens its ability to achieve
its societal mission (Lessig, 2013). In health, a concern is that some groups of stakeholders
(the pharmaceutical industry, the medical lobby, the insurance industry) have the means to
- and do - exert such influence. Following the literature, the mapping of inappropriate
business practices therefore includes: i) instances when stakeholders act inappropriately
to promote their individual business (individual strategy); and ii) situations where the
organised action of groups of stakeholders undermines achievement of health care
systems’ goals (collective strategy®).

The framework below links the various inappropriate business practices documented
in the literature on integrity violations in health to the pursuit of specific legitimate
business objectives, distinguishing individual and collective strategies. To operate and
succeed, businesses can legitimately seek to: i) promote a business-friendly environment;
ii) gain market entry for their products and services; and iii) take action to increase
demand for products or services. Figure 7.8 points to the type of inappropriate business
practice that can be traced back to each of these strategic objectives.

The question of whether some industries are able to distort legislation in the health
sector is controversial, with some observers arguing that the influence of the pharmaceutical
industry in Europe and the United States is excessive. A detailed analysis of the means and
funding deployed by pharmaceutical firms and trade associations on lobbying at the
European level highlighted that they outstrip the resources spent by civil society
organisations registered as working on access to medicines and public health issues
(EUR 40 million versus EUR 2.7 million in 2014). Over the last two years, civil society
organisations in Europe repeatedly expressed concern that changes in intellectual property
regulation and other legal provisions envisaged in the context of the EU-US Transatlantic
Trade and Investment Partnership (TTIP) for the pharmaceutical industry could undermine
countries’ capacity to regulate pharmaceutical prices, generics competition or the
transparency of data on clinical trials (CEO, 2015; Commons Network, 2015). In the
United States, the Center for Responsive Politics, which compiles data from the Senate Office
of Public Records, shows that lobbying expenditure on health is more than USD 480 million a
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Figure 7.8. Linking inappropriate practices to legitimate business objectives

Legitimate business Main examples of inappropriate
objectives practice

Promote
a business-friendly
regulatory environment
(collective strategy)

Institutional corruption

Exerting undue influence on decision-maker

Gain market entry

(individual strategy) Falsifying, manipulating, selectively presenting information

and data available for decision making

Norm
or collective

decision Manipulating the demand for treatment by medicalising health problem,
lowering intervention thresholds, influencing medical guidelines

Increase demand
for product/service
(collective/individual)

Self-referrals, kick-backs
Unethical detailing
Individual Inappropriate promotion of off-label use
Delaying or preventing competitor’s entry in the market

Source: Authors’ elaboration.

year (a virtual tie for first place with the banking, insurance and real estate sector).!” In 2013,
a special issue of the Journal of Law Medicines and Ethics contended that institutional
corruption has undermined the capacity of the US Food and Drug Administration (FDA) to
safeguard public health (Light et al., 2013) and contributes to explaining the content of
some legislation (Jorgensen, 2013). Governments’ capacity to act as independent regulators
—in health or other sectors — warrants constant attention, including in OECD countries
(OECD, 2016).

Circumventing regulation to gain entry into the health care market is a second
category of documented problem. Entry into the health sector for a professional or a facility
providing health care services is always regulated, primarily to protect patients’ safety but
for other reasons as well.'® Similarly, medical products are subject to marketing
authorisations. Potential entrants into the market might be tempted to bribe, exert
pressure on or simply use their influence with the regulator. More indirectly, they can
manipulate the regulator by proving misleading information. In this domain, leaving aside
the relatively simple case of individuals who might present falsified credentials, the main
concern in the literature is the strong conflict of interest (Col) the pharmaceutical industry
faces when presenting the results of clinical trials. As part of their research and
development process, firms undertake or fund clinical trials to assess the safety and
effectiveness of their own products and present the evidence to the regulator to obtain a
marketing authorisation. The information can also be used by the payer to include a
product on the positive list or in the price-setting process and to influence drug
prescription down the line.

Clinical trials must meet quality criteria and are subject to scrutiny by regulatory
authorities, but opportunities exist to manipulate data and exaggerate positive findings,
underplay negative outcomes or selectively publish results (Lexchin, 2012). Several
analyses show that industry-sponsored clinical trials are more likely to yield positive
results for their sponsors and have higher citation impact (for a review, see Transparency
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International-UK, 2016), including trials that compare treatments with one another (Flacco
et al,, 2015). In recent years, re-analyses of evidence from industry-sponsored trials led to
questioning of the efficacy of Tamiflu,'® and to showing that paroxetine, which had been
prescribed to adolescents, was not only ineffective but could cause harm (Le Noury et al.,
2015). The latter case was part of a USD 3 billion fraud settlement by GlaxoSmithKline
(Almashat et al., 2016). Ebrahim et al. (2014) reviewed 37 published re-analyses of
randomised clinical trial data and found that more than a third resulted in changing the
conclusions drawn from the information available. A new analysis producing concordant
results is less likely to be worthy of publication than one that modifies them, so the
proportion is probably artificially high. Further, the revised conclusions do not necessarily
contradict the initial findings, but this analysis clearly highlights that published results are
not necessarily definitive.

A vast range of inappropriate strategies can be used by providers of medical goods and
services to increase demand for their product. Rather than systematically listing them,
Table 7.3 offers a synthesis. To increase demand for their products and services, businesses
need to convince the final decision makers: patients, who “consume”; physicians, who guide
or even prescribe use; regulators, who are in a position to set or validate standards and rules;
and payers, who define what can be financed from pooled funds (private or public), hereby
ensuring that large contingents of patients can afford the goods or services. Each of these
stakeholders can be subject to direct influence (for instance, direct-to-consumer advertising
targets patients). Businesses can also seek to influence “intermediary” institutions expected
to offer independent and objective input to ultimate decision makers (for instance, patients’
associations, opinion leaders or scientific societies).

Table 7.3. Levers, intermediary targets and ultimate targets of inappropriate
business practices aimed at increasing demand for medical products or services

Levers (and how they might be misused) Intermediary target Ultimate target

Direct funding Patients’ associations Patients demanding
Grants and donations leading to financial dependence of beneficiaries to carry out Specialised or general press — treatment
their missions

Financial incentives Scientific societies Clinicians who prescribe
Stake in commercial success (% of sales, shares, etc.), self-referral, kickbacks, and guide the choice
the promise of consultancies or future jobs of treatment
Free-of-charge provision Research institutions Regulators involved
Provision (of equipment, samples, etc.) to create later demand in standard setting

and safeguarding patients’

safety
Other gratification (hospitality, gifts) Scientific journals

(and conferences)

Direct persuasion Opinion leaders Payers or entities who decide
Misleading use of marketing techniques, advertisement, physician detailing, inclusion of treatment
media; direct marketing to consumer on positive list (increases

patients’ capacity to pay)

Indirect persuasion Institutions providing initial
Manipulation of scientific evidence and continuing education
Inappropriate influence on education curriculum, guidelines

and other professional recommendations (disease boundaries, intervention

threshold, treatment protocols, indications and off-label use)
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The first column of Table 7.3 groups the most common practices documented as
leading to abuse. Keeping in mind that inappropriate practices are not necessarily
widespread, a few concrete and recent examples help highlight the risk. A final category of
inappropriate practice, which consists of delaying or preventing competitors’ entry into the
market, is discussed subsequently.

e Direct funding. Patients’ groups, which typically represent the interests of or support
people suffering from specific diseases, are perceived by the public to be independent
but many are frequently funded by pharmaceutical industries that market drugs used to
treat these very diseases. Arie and Mahony (2014) offer some examples of situations
where this has created at least the appearance of a Col.

e Indirect funding and other gratifications. In 2015, the British Medical Journal reported on a
hospital in Chicago that provided kickbacks to referring physicians and a group of
UK physicians receiving financial inducements in exchange for referrals to a private
hospital group (Godlee, 2015). The European Commission (2013) offered additional
examples of pharmaceutical companies remunerating or rewarding physicians who
prescribed their brand and a 2016 New York Times article shed light on the practice of
paying haemophiliac patients in an effort to recruit customers.?°

e Direct persuasion. Firms operating in a competitive environment use marketing
techniques to differentiate their products and appeal to more (or better) customers. A
classic example is health insurance companies using marketing techniques to attract
healthier patients. For instance, two studies showed that advertising was targeted at,
and resulted in, enrolling lower-risk Medicare patients by health insurance plans
(Mehrotra et al., 2006; Aizawa and Kim, 2015). Pharmaceutical companies spend
considerable amounts on a wide range of marketing techniques, including physician
detailing, and can also be tempted to breach good marketing practices (Transparency
International-UK, 2016; European Commission, 2013). A review of 25 years of settlements
by the industry in the United States showed that a quarter of offences were related to
“unlawful promotion”. Most cases pertained to promoting off-label use (which was
restricted)?! or downplaying information about side effects (Alsmashat et al., 2016).

e Indirect persuasion. Indirect persuasion consists of influencing the production of evidence
or guidelines that the “ultimate targets” factor into their decision making.
The possibility for the industry to influence the dissemination and presentation of
clinical trials data was mentioned earlier. Chapter 2 on low-value care discussed the
pharmaceutical industry’s role in shaping the social construction of disease and
medicalising normal human experience, which can ultimately open new markets. The
possibility that manufacturers can influence the production of guidelines that are
designed to influence prescription patterns has also drawn attention. The financial
relationships between the bio-medical industry and the experts or institutions involved
in production of clinical guidelines are “pervasive, under-reported, influential in
marketing, and uncurbed over time” (Lenzer et al., 2013; Campsall et al., 2016).

Central to many of these examples is the notion of Col, defined as a set of circumstances
that create a risk that the professional judgment or actions of individuals or institution
regarding the accomplishment of their core mission could be unduly influenced by their
private interest.?? As highlighted in the comprehensive analysis of Col by the US Institute of
Medicine, the mere existence of the risk creates a Col, whether the entity is ultimately
influenced or not (IOM, 2009). Indeed, relationships between actors with potential or actual
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conflicting interests do not necessarily result in inappropriate business practices. In fact,
physicians, biomedical researchers and pharmaceutical or medical device companies need
to collaborate to develop new treatments that benefit the population. Still, teaching or
academic institutions and associated researchers, scientific journals, patients’ associations,
health care providers, their opinion leaders and scientific societies can all risk appearing
conflicted as soon as they enter into a relationship with industries.

The last category of documented inappropriate practice falls more in the domain of
breaches in competition policy. Some brand name pharmaceutical companies and generic
drug producers engage in strategies to delay or prevent the availability of cheaper generic
drugs, thereby increasing the price paid by patients, governments and insurance
companies. These practices involve brand name companies paying would-be generics
competitors to delay entering the market, securing a longer period of exclusivity and high
profits. Alternatively, generics producers can be bought out by brand name companies.
Depending on circumstances, such practices infringe competition law and on a number of
occasions the involved companies were forced to return the unduly earned profits (Jones
et al., 2016). Based on the known cases, in the United States alone, the Federal Trade
Commission (FTC) estimated that such practices add at least USD 3.5 billion annually in
higher medicine prices. A 2009 EU inquiry estimated that savings due to generics entry
could have been 20% higher than they actually were, if entry had taken place immediately
following loss of exclusivity (European Commission 2009, 2016).

Drug companies combine these forms of inappropriate business practice with
“product hopping”, also called “ever-greening”. This involves making minor variations to a
drug prior to its patent expiration (for instance, by patenting a slightly different tablet or
capsule dose) and obtaining new patent protection without adding any therapeutic
advantage. Pay-for-delay in connection to product hopping can mean that by the time a
potentially competitive generic drug enters a market, the originator productis transformed
such that the substitution is not legally possible (in most countries, a clinician can only
substitute a brand name drug with a cheaper generic drug if the latter has exactly the same
dosage strength).

3.2. Regulation and emphasis on transparency play an increasing role in tackling
inappropriate business practices

No comprehensive information is available about policies aimed at tackling
inappropriate business practices across OECD countries. The literature review undertaken
to fill the gap as well as the responses received from 15 countries to the OECD 2016
questionnaire give a sense of the policy levers some countries use to discourage
inappropriate business practices, but the picture is far from comprehensive. Table 7.4
presents the information collected. This final section highlights the first lessons drawn
from the exercise. The overall conclusion is that countries rely primarily on self-regulation
to manage inappropriate business practices but many countries do have some regulations
in place to ban or limit specific practices. These sector-specific regulations tended to
develop over time and many countries are considering introducing them. Finally, pressure
to increase the transparency of clinical trials is growing.
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Table 7.4. Levers used to manage inappropriate practices: Examples from OECD countries

Activity Banned Severely restricted Authorised and regulated  No specific law Self-regulated

Measures limiting incentives to overprescribe

Self-referral/financial United States: 1993 law Germany: a provision Canada: for the most part
interest in business  applying to federal of the Penal Code banning  self-referral is governed
with potential to refer programmes for facilities this for self-employed by professional
with which provider has professionals is associations although
a financial relationship. under discussion some provinces have
34 states’ laws mirror additional regulations
and some ban financial (e.g. a ban in British
ownership Columbia) (Beck, 2013)
Kickbacks United States: 1972 law Canada: self-regulation
bans kickbacks by professional
in the context of federal associations

programmes, 36 state laws
and DC typically expand
this to all payers

(NCSL, 2010)

Poland, Slovenia,

Switzerland
Sale of medicine Australia, France United Kingdom Switzerland,
by physicians (rural areas) United States (44 states),
(of medicines Japan, Netherlands,
they prescribe) Canada
Marketing practices
General framework EU Directive 2001/83 IFPMA, EFPIA
on marketing frames marketing practices Canada: the Canadian
practices’ for medicinal products Medical Association
to encourage industries provides guidelines
to comply with code for physicians
of conduct in interaction with industry
Japan, Slovenia: several
laws frame marketing
practices
Direct-to-consumer All OECD countries except New Zealand,
advertising New Zealand United States
for prescription and the United States,
medicines EU-wide ban
Advertising Australia (advertising Japan: prior approval
to professionals limited to reimbursed of material not required
indications), Canada,
United States, Slovenia
Promotion of off-label United States: not allowed
drug use but companies can
distribute peer-reviewed
articles and answer
physicians’ questions
Physician detailing EU Directive 2001/83/CE: Australia: covered

representatives should be by self-regulation
adequately trained
and provide complete
information, including
adverse events

Canada (provincial
variations)

Slovenia: registration
of sales representatives
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Table 7.4. Levers used to manage inappropriate practices: Examples from OECD countries (cont.)

Activity Banned

Severely restricted

Authorised and regulated ~ No specific law

Self-regulated

Gifts and advantages® France: 1993 “Anti-gift”
law prohibits health
professionals
from receiving gift in cash
orinkind, direct or indirect
(with a few exceptions
linked to research activities
or attendance of scientific
conferences)

Germany has a similar law

Disclosure of financial
relationships

and transfers of value
(Sunshine Act

or transparency)?

Sweden, United States,
Norway

Sponsorship

of individuals

to attend medical
conferences®
Promotional meetings

Relation
with education
institutions

Provision

of free samples

Provision of low-value United States,
promotional aids United Kingdom

Japan (2016 effectiveness)

EU Directive 2001/83/CE:
gifts must be limited

to inexpensive and related
to the practice of medicine

Norway (2005), Sweden
(2004), Poland, Slovenia

Switzerland (2016):
Art. 55 of Therapeutic
Product Act)

Belgium, Greece, Italy,
Netherlands, Turkey

EU Directive 2001/83/CE:
hospitality limited to event
and prescriber

Germany has in place
specific rules to ensure
neutrality of education and
training

Restricted by

EU Directive 2001/83/CE

Japan, Poland, Sweden,
United Kingdom

Comprehensive laws:
United States (2010),
France (2011 website open
to the public), Portugal
(2013), Slovak Republic
(2011)

Some mandated disclosure
(limited): Australia
(industry-sponsored
events), Belgium,
Denmark, Germany, Italy
(hospitality), Slovenia
(public servants), Spain

Switzerland (on rebates
as of 2016)

Japan, Austria, Finland,
France, Germany,
Switzerland, Slovenia,
Hungary, Portugal

Czech Republic, Ireland,
Poland, Slovak Republic,
Slovenia, Spain

Japan, Canada (provincial
variations)

Japan

Netherlands (2012):
Health professionals

and pharma industries
jointly decided to disclose
relationships

Disclosure by pharma
industry required by EFPIA
(2016) and Japan’s
pharmaceutical association

Canada: Canadian Medical
Association provides
guidelines for physicians
in interaction with industry

1. This first line in “marketing practices” points to existence of a general law or self-regulation of marketing practices. The following
lines review specific marketing practices. A comparative analysis of the content of the various pharmaceutical laws to assess whether
some might be more restrictive than others goes beyond the scope of this chapter. By default all countries that responded having a
law are grouped under “authorised and regulated”.

2. McDermott et al. (2015), “Snapshot of Sunshine Rules in EU Countries for the Pharmaceutical Industry”, wwuw.lexology.com/library/
detail.aspx?g=8d220555-2e13-49cf-8d46-c70b7alab3e5.

3. Arie (2015), “The Device Industry and Payments to Doctors”, British Medical Journal, http://dx.doi.org/10.1136/bmj.h6182.

Source: Multiple sources, including responses to questionnaires.

Most countries rely significantly on self-regulation to prevent inappropriate business

practices

Self-regulation is at the core of the strategy used across OECD countries to deter
inappropriate business practices. This self-regulation originates either from industry
itself in the form of codes of conduct or from institutions or professionals who may face a
Col and adopt Col policies. In some instances, Col policies are laid out by governments to
cover civil servants or individuals in a position to advise the government.
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Codes of conduct are widespread among pharmaceutical associations, but less visible
in the medical device industry. Over the years, the pharmaceutical industry’s professional
associations worldwide developed and encouraged adherence of individual firms to
codes of conduct. The International Federation of Pharmaceutical Manufacturers &
Associations (IFPMA) code of conduct, last revised in 2012, includes provisions on
interactions with health care professionals, medical institutions and patient organisations
(Francer et al.,, 2014). All member associations are required to adhere to the minimum
principles laid out in the code of conduct - provided they are not in contradiction with
countries’ legal framework and recognising that individual codes can include additional
provisions. In turn, individual industries registered with these associations are required to
adopt a code of conduct based on these guidelines. Operating along these principles, the
European Federation of Pharmaceutical Industries and Associations (EFPIA) — a member of
IFPMA - developed its own code of conduct. It contains more stringent requirements and
in particular, as of 2016, requires all member companies to disclose transfers of value to
health care professionals and health care organisations. All OECD countries follow either
a code formally aligned with those of IFPMA or EFPIA or ones seemingly developed
independently (in the case of Israel, Luxembourg and New Zealand). For the medical device
industry, the practice of encouraging the development of codes of conduct does not seem
as well organised. MedTech Europe, an alliance of European medical technology industry
associations, developed a new code (combining two previous ones) that will come into
force in 2017.

Little is known about the take-up or effectiveness of codes of conduct. Adherence is
ultimately a company’s decision and no data on the proportion of firms that actually
adhere to a code are readily available. Codes of conduct generally provide for the possibility
of a complaints mechanism in case of breach but again, little information is available about
the frequency of complaints (if any), the sanctions taken or their impact.

Self-regulation is used by all stakeholders at risk of Col: physicians, experts, advisors
to policy makers, academic and research institutions and medical journals. The US
Institute of Medicine undertook an in-depth analysis of Col in medical research, education
and practice and in the development of clinical practice guidelines (IOM, 2009). Among its
key conclusions, the report highlighted that:

e Preventively dealing with Col helps protect stakeholders’ integrity and increases trust in
the institutions they represent.

e Disclosure of financial interest is a critical but insufficient element of a Col policy;
institutions at risk should be mandated to develop explicit Col policies. As relevant,
these policies should include prohibition of specific practices, guidelines for
management of specific situations (for instance, individuals who have or may be
perceived to have a Col should not participate in the relevant decision making), and
creation of committees to evaluate and manage Col.

e Mandates to implement Col policies are not always effective and their content is not
always strong enough to achieve their purpose.
e Col policies can put a significant burden on providers.
Col policies are not only the domain of self-regulation. In fact, a number of countries
put Col policies in place for civil servants in general (e.g. Australia, Belgium - law of 2002,
Poland and the United States) and codes of conduct for professionals (for instance, in
German Landers) and/or for people who act in an advisory position to Ministries of Health
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or related institutions. Responses to the questionnaire mentioned that disclosure of
interest is mandated as follows:

e In Australia, for officials of the National Health and Medical Research Council (which
funds research and establishes guidelines); the Department of Health also mandated
Col provisions and policies for all its employees and members of external advisory
committees.

e In Belgium, for members of the Commissions and linked Working Parties and
Subcommittees competent in the reimbursement of pharmaceuticals and medical

devices.?3

e In Norway, for the Norwegian Medicines Agency.

e In Slovenia, for advisors to the Ministry of Health and board members in public
institutions (since 2015); and in Poland, for consultants (physicians operating in an
advisory capacity to the government).

e In France, which expanded measures over time; a harmonised disclosure form must now
be filled by all individuals working for or advising all health-related administrations
since 2011; these declarations are made public.

e In contrast, Germany does not have sector-specific measures in place.

Governments regulate specific practices but not uniformly

Considerable variation arises in the way countries deal with situations, which can
generate Col or inappropriate practices. Table 7.4 highlights the range of approaches used
to deal with a list of specific situations and activities. The list was established based on
evidence that some countries had explicitly put such measures in place, but the list may
not be exhaustive. Potentially inappropriate practices fall into two categories:

e Activities that leave a possibility for a provider’s recommendation to a patient regarding
a treatment to be overly self-interested, such as:

% receiving payments for referrals or prescriptions (kickbacks)

% selling medicines (physicians)

< having financial ties with an entity that can gain from one’s prescription or being
allowed to refer to an entity with which one has such ties (e.g. a private hospital).

e Marketing practices. In many - perhaps even all — countries, guidelines frame the
marketing of medicinal products. For a start, the pharmaceutical industry’s codes of
conduct, which exist in all OECD countries, typically cover a common set of core issues,
including the obligation to provide truthful and balanced information about marketed
products. Marketing practices are probably covered in some form of government
regulation in most countries. As part of these, or in addition, a number of practices are
identified on which countries clearly put more or less emphasis, in particular (see
Table 7.4): direct-to-consumer advertising, advertising to professionals, physician
detailing, gifts and advantages, sponsorship of individuals to attend medical
conferences, promotional meeting/conference sponsorship, provision of free samples
and provision of low-value promotional aids.
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The columns of Table 7.4 list regulatory responses in order of decreasing strength:

e Bans. Some countries simply choose to ban specific activities that are at too high a risk
of generating inappropriate behaviours. This is the case for dispensing of medicines by
physicians (Australia and France) and for sponsorship of health professionals to attend
educational events (Norway, Sweden and the United States).

® More or less severe restrictions. The distinction between “severely restricted” and
“authorised but regulated” is probably arbitrary but Arie (2015) introduces it when
describing across countries the rules surrounding sponsorship of conference attendance.
In some countries, the regulation may consist of requesting employers’ authorisation to
attend, banning the funding of relatives’ travel expenses, or setting a limit on the total
amount payable for hospitality. In others, all these rules apply simultaneously, which is
more restrictive.

e No restrictions. In some instances explicit mention was made that a given practice was
not subject to regulation (often in contrast to other countries).

e Self-regulation. Self-regulation may coexist with government-dictated regulation but in
some cases it is the only framework governing the activity.

In the last decade, systematic disclosure of transactions by either health professionals
or industry became much more frequent. Sunshine Act types of regulations exist in the
United States (since 2010), France (since 2011), Portugal (2013) and the Slovak Republic
(2011). Another set of countries (including Australia, Belgium, Denmark, Germany, Italy
and Spain) has rules on disclosure but these are typically less comprehensive (McDermott
et al. 2015). Some countries do not have mandatory disclosure (Poland, Sweden and the
United Kingdom). In the Netherlands, the principle of such a law was discussed but a self-
regulatory approach was elected: a number of pharmaceutical companies and health
professional associations jointly created a national and public registry of transactions.
Similarly, in 2016 the Association of the British Pharmaceutical Industry put in place a
website disclosing payments, but professionals can decline to be identified. Early results
suggest that physicians receiving large payments are more likely to decline identification
(Hawkes, 2016).

The scope of Sunshine laws varies across countries. In the United States, industries
must report relationships only with physicians and teaching hospitals, whereas in France
disclosure covers ties with all health professionals and associations representing them,
scientific societies, patients’ associations and the press. The type of transaction disclosed
is also variable. In the United States, all payments and transfers of value must be reported,
as well as ownership or investment interests held by physicians or their immediate family
members. Disclosure can be delayed for some payments related to research. In France, fees
and honoraria levels are not disclosed. Typically, the information is centralised and made
public in more or less user-friendly ways, such as a researchable online database. In the
Unites States, datasets can be downloaded and annual summary reports are published. In
France, transactions above EUR 10 are reported and available on a public website but the
data cannot be downloaded.

Critics of such regulation contend that it may damage providers’ reputation, even if
they do not act inappropriately, or may reduce funding for innovation or medical
education. On balance though, disclosure is gaining momentum and additional countries
are considering legislation in that vein. Interestingly, the EFPIA code of conduct requires
that companies report all transfers of value to providers as of June 2016.
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Mandates to disclose information on clinical trials are slow to bear fruit

Registration of clinical trials is a globally accepted principle, but dissemination of
results remains incomplete. Registration of all research study involving human subjects in
a publicly accessible database before recruitment of the first subject is a principle laid out
in the 1964 World Medical Association Helsinki declaration. Creation of an international
registry platform was proposed by WHO’s 2005 World Health Assembly declaration and
initiated soon after. But a considerable amount of evidence shows that registration and
reporting of results remains incomplete (Moorthy et al., 2015), despite the fact that most
developed countries mandate this. Miller et al. (2015) reviewed the registration,
dissemination and publication of results for 15 drugs approved by the FDA in 2012. Per
drug, a median of 57% of trials were registered, with an interquartile range of 32-83%; a
median of 65% of results were publicly available (either published or reported) in the
national registry. For 3 of the 15 drugs, the results of all studies were made public. Chen
et al. (2016) reviewed the dissemination of results of 4 347 registered trials conducted by
51 major academic medical centres due to be completed by 2010. As of July 2014, results
were reported for only 66% of the registered trials, and in only 36% of cases did the
reporting take place within 24 months following completion. In other words, even if
agreement exists in principle that clinical trials data should be registered and results
availed, fierce debates still rage about whether raw data should be open to scrutiny.
Progress on this front is warranted.

Conclusion

The final category of waste reviewed in this report essentially comprises resources
illegitimately and deliberately diverted from health care to serve the self-interest of a few.
From the report’s perspective, it is easy to conceptualise these integrity violations as
wasteful. The chapter reviewed actions taken to reduce fraud and abuse in service delivery
and financing as well as strategies put in place by countries to prevent inappropriate
business practices in the sector.

Integrity violations in health, as in any sector of the economy, are notoriously difficult
to measure and compare across systems. A first reason is lack of a uniform understanding
of what may constitute fraud, abuse and corruption. More importantly, since most
activities are reprehensible and some at least can be sanctioned, they naturally tend to be
covert. Nevertheless:

e A third of OECD citizens deem the sector as corrupt or extremely corrupt (45% globally).

e The loss to fraud and error combined is an average 6% of related health expenditure,
with most estimates ranging between 3% and 8%.

Countries differ significantly in the level of effort they put into addressing integrity
violations in service delivery and financing.

e The response is primarily organisational in that it involves assigning responsibility for
detecting or tackling integrity violations in service delivery and financing to specific
institutions and sometimes defining how it will be done.

e Fraud detection activities can be more or less pro-active. They can rely on simple audits,
controls and/or the investigation of complaints, and systems may or may not be in place
to encourage the reporting of integrity violations - for instance through hotlines.
More advanced countries use analytical tools to detect integrity violations, including
data mining.
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e Practitioners highlight the importance of having a stepwise, comprehensive and credibly
enforceable response. Overall, efforts must go into engaging and communicating with
health professionals, recognising that errors can happen and that special circumstances
can dictate deviations from good practices.

The need to tackle inappropriate business practices in the health sector is gaining
increasing attention:

e Responses by countries are typically regulatory in nature and consist of limiting or
banning certain practices.

e Little attention is paid to actively detecting these types of integrity violations. Instead,
countries rely on whistle-blowers reporting integrity violations or the investigation of
and reaction to specific crises, particularly when they have detrimental consequences
on health.

e The three main domains where some countries have introduced regulation seek to limit
self-interested referrals by health providers and the means by which the pharmaceutical
industry is allowed to promote sales - including Sunshine-type regulations. The
question of how to ensure the integrity of research, particularly when it comes to clinical
trials and Col, is also gaining traction.

e Self-regulation by industry remains the norm, nonetheless.

Overall, many OECD countries need to strengthen their efforts to curb integrity
violations in health, not only to reduce waste and increase efficiency, but to enhance
transparency, improve the integrity of the sector and contribute to patient safety as well.

Notes

1. In response to the survey conducted for this report, Denmark, Israel, Japan, Norway, Poland,
Slovenia, and Switzerland could not point to recent studies of the risk of fraud, abuse and
corruption in health or measurements of its impact.

2. Both surveys list a series of sectors and types of transactions that could be prone to corruption
(12 in the TI case, 15 in the Eurobarometer). They ask respondents to give their perception on the
relative prevalence of corruption across sectors. Although the questions and the sectors’
boundaries are not strictly identical, six sectors are mentioned in both surveys, including health.
The TI survey covers 107 countries, 28 of which are OECD members. The Eurobarometer survey
covers 27 members of the EU, including 20 OECD members. Sixteen countries are common to the
two surveys.

3. The Asian Development Bank’s definition is more complete in this respect: “Corruption involves
behaviours on the part of officials in the public or private sector in which they improperly and
unlawfully enrich themselves and those close to them, or induce others to do so, by misusing the
position in which they are placed.”

4. wwuw.govtrack.us/congress/bills/104/hr3103.

5. To give specific examples, favouritism is largely accepted in France and seen as non-corrupt
(Lascoumes and Tomescu-Hatto, 2008). Gift-giving is a common practice in Luxembourg, whereas
in other places, this might be considered bribery (European Commission, 2013).

6. Building on this idea, the 2013 European Commission report identified six types of corruption.

7. Many manufacturers of non-medical goods and services, for instance construction companies, are
also involved in the health sector and potentially in integrity violations (e.g. bribery, procurement
fraud, etc.). However, the tools required to combat these types of integrity violations would not be
health-specific and no further reference is made to them for that reason.

TACKLING WASTEFUL SPENDING ON HEALTH © OECD 2017 297


https://www.govtrack.us/congress/bills/104/hr3103

7. WASTING WITH INTENTION: FRAUD, ABUSE, CORRUPTION AND OTHER INTEGRITY VIOLATIONS IN THE HEALTH SECTOR

8. For instance, a classic form of fraud in an FFS/insurance-based system is for the provider to overbill
the “payer”. In a system where the provider’s salary comes from the payer, this type of fraud would
not materialise. On the other hand, the payer would potentially be exposed to payroll fraud and
absenteeism. All of these are integrity violations that take place in the context of delivery payment
and coverage.

9. Issues related to the efficiency of procurement are discussed in Chapter 4.

10. Australia, Belgium, France, Germany, Israel, Japan, the Netherlands, Norway, Poland, Slovenia,
Switzerland and the United States.

11. Belgium, the Czech Republic, France, Germany, Greece, Luxembourg, the Netherlands, Norway,
Poland, Portugal and Slovenia.

12. For instance in response to the questionnaire Germany and Switzerland reported the government
does not use data mining (insurers still might), and France reported that it has used it for
two years.

13. Data-mining techniques are typically classified into supervised and unsupervised methods.
Supervised methods incorporate into models information that is already known (e.g. whether
specific previous claims are known to be fraudulent or not). Unsupervised methods help identify
hidden patterns and structures in cases where no natural or logical grouping exists. Both can be
useful and combined in fraud detection activities (Joudaki et al., 2015). Australia recently enhanced
funding for data-mining activities, which will result in greater use of unsupervised data mining
and social network analyses.

14. The Affordable Care Act (ACA) increased federal sentencing guidelines for health care fraud in the
United States by 20-50%, in particular for crimes with losses over USD 1 million.

15. Between 2012 and 2013, a woman who provided a fake diploma to obtain a registration with the
order of pharmacists ran a pharmacy in Paris (www.lemoniteurdespharmacies.fr/actu/actualites/actus-
socio-professionnelles/151231-escroqueries-en-series-pharmacienne-parisienne-sans-diplome.html).

16. Collective strategy or action here means that an organised group of stakeholders joins forces to
achieve the same objective. This could be a professional association, a lobbying firm paid by
several firms, etc.

17. www.opensecrets.org/. The pharmaceutical industry alone is the one that spends most on lobbying
(USD 230 million per year or more since 2009, nearly 50% more than the second industry - insurance).

18. For instance, opening a facility in a given location may be conditional on certification of need.
19. Goldacre (2014) and Silverman (2015) present the debate that surrounded the case.

20. Andrew Pollack, New York Times, 14 January 2016, p. B1 “The Patient’s Sales Pitch”, online version:
www.nytimes.com/2016/01/14/business/hemophilia-patient-or-drug-seller-dual-role-creates-ethical-
quandary.html?_r=0.

21. Off-label use is the prescription of a medicine outside of approved indications, dosage or patient
populations that have not been approved by the authorities. Off-label use expands the market for
a given product. Off-label use is not illegal and can provide needed access to some patients (for
instance children, who are less likely to be included in clinical trial studies). But it also raises
concerns, particularly about the lack of evidence of safety and effectiveness (Wittich et al., 2012).

22. Definition adapted from IOM (2009) and TI (2009).

23. A similar provision for all committees related to public health and social security included in
a 2013 law awaits a Royal Decree.
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Tackling Wasteful Spending on Health

Following a brief pause after the economic crisis, health expenditure is rising again in most OECD countries.
Yet, a considerable part of this health expenditure makes little or no contribution to improving people’s health.
In some cases, it even results in worse health outcomes. Countries could potentially spend significantly less

on health care with no impact on health system performance, or on health outcomes. This report systematically
reviews strategies put in place by countries to limit ineffective spending and waste. On the clinical front,
preventable errors and low-value care are discussed. The operational waste discussion reviews strategies

to obtain lower prices for medical goods and to better target the use of expensive inputs. Finally, the report
reviews countries experiences in containing administrative costs and integrity violations in health.
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