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Introduction

Access to medical technology differs across Europe. Differences in funding and
reimbursement systems create barriers for the adoption of new and innovative
medical technology. It is obvious that a joint effort between representatives from the
industry and the profession has great potential to emphasise inequitable discrepan-
cies and thereby improve the availability of accepted innovations in cardiovascular
medicine. It is equally obvious that future efforts to overcome such restrictions to
availability must be directed at the individual country level. The involvement of the
profession, perhaps best accomplished by activation of National Cardiac Societies,
will be mandatory for success. Collaboration with the industry is then a likely key
factor for success. Presently there seems to be a great lack of knowledge and interest
for this important aspect of a well functioning health care system and the
responsibility to improve it remains with the professional societies. They need to
allocate time and resources for this purpose, educate their members and lobby within
their countries with the ambition to create better, more uniform and transparent
procedures, and to become natural partners in the funding and reimbursement
processes.

© 2004 Published by Elsevier Ltd on behalf of The European Society of Cardiology.

siderably more often utilized in Germany than in other
countries such as Sweden, France and the UK. This var-

The European Society of Cardiology (ESC) has investi-
gated the practice of cardiovascular medicine in Europe
via the Euro Heart Survey programme in 40 member
countries. Experience gained verified that practice dif-
fers much from country to country despite commonly
accepted management guidelines. Discrepancies were
for example found in the prevalence of coronary artery
disease, the frequency of coronary angiographies and
resulting numbers of coronary interventions. Moreover
implantable cardioverter defibrillators (ICDs) are con-
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iability was not only identified by the medical profession
but had also been experienced by the medical technology
and pharmaceutical industries. Possible explanations to
these and other discrepancies may be differences in
funding and reimbursement mechanisms for new tech-
nology intended for cardiovascular health care.

A forum comprising leadership from the ESC and the
medical technology and pharmaceutical industries, the
Cardiovascular Round Table, was recently inaugurated
by the Society. The shared interest around the issue of
patient access to medical technology across Europe
formed the background to Task Force 2 of this Round
Table with the objective to try understanding factors
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Belgian (10M)
Belarussian (10M)
British (60M)
Bulgarian (8M)
Czech (10M)
Danish (5M)
Estonian (1.5M)
Finnish (5M)
French (60M)
FYROM (2M)
Georgian (5M)
German (83M)
Greek (11M)
Hungarian (10M)
Icelandic (0.3M)
Italian (58M)

Population
Total
Included

Israelian (6M)
Latvian (2.5M)
Lebanese (4M)
Lithuanian (4M)
Netherlands (16M)
Norwegian (4.5M)
Polish (39M)
Portuguese (10M)
Romanian (22M)
Russin (145.5M)
Slovak (5M)
Spanish (40M)
Swedish (9M)
Swiss (7TM)
Turkish (66.5M)
Ukrainian (49M)

961 million
80%

Fig. 1 Response to the questionnaire on patient access to medical technologies across Europe. Green = responding (n = 32) and Red = not responding
(n = 15) National Societies. The figure also outlines the number of inhabitants in various countries and the proportion of the population covered (80%).

limiting access, and thereby the quality and equity of
cardiovascular health care in general terms including
diagnostics, pharmaceuticals and devices for treatment
and monitoring. By distributing such knowledge it was
hoped that a debate regarding patient access to proven
and innovative medical technology should be facilitated
triggering efforts to improve current conditions (see
Appendix A).

To meet this goal, information was gathered on a
number of potentially important topics including the role
of medical professionals and their organisations, gov-
ernmental agencies and policy makers. Attempts were
also made to look at the transparency of the process of
introducing new technology including possible barriers to
equitable access. Linking regulatory approval with health
economics may serve as a tool to restrict the application
of professionally accepted medical knowledge. It was
therefore considered important to study funding and
reimbursement in various European countries. Informa-
tion derived from various sources was subsequently
cross-linked in order to find possible patterns of interest
for understanding the complex nature of patient access
to medical technology.

Search for information

The task force mainly used two sources of information.
One was a review of existing European and National
systems for health care funding and reimbursement' and
the other, a questionnaire distributed to the 47 National
Cardiology Societies within the ESC. The questionnaire

contained a general section and two further sections on
pharmaceuticals and medical devices/monitoring equip-
ment, respectively. It also comprised some questions on
the availability of “life saving” versus “life style” drugs
and some on specific devices as well as diaghostic and
monitoring equipment. A total of 32 Societies, covering
about 80% of the European population, responded
(Fig. 1). The replies were used to highlight existing dif-
ferences and similarities between countries as perceived
by the National Societies. The information derived by the
general section was correlated to responses to individual
questions on drugs and devices. Data on utilisation and
funding were correlated. No formal statistical analysis
was applied considering the difficulties to truly validate
the collected information. Moreover the main intention
was to get a general impression on relevant issues and
to find fields of interest for future more detailed
investigations.

Economic aspects of health care

Health care systems in Europe are subject to conflict-
ing pressures. Among them are rising costs due to
demographic factors, increased public involvement and
awareness and the continued introduction of new and
innovative technologies. Against these pressures gov-
ernments need to remain within budgetary and
spending limits. The pressure to increase spending on
health care is driving governments to look for greater
efficiencies usually by introducing health care reforms.
Despite their very different structures and funding
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mechanisms, all health care systems in Europe are
experiencing such challenges. Across Europe the
amounts spent on health care (Fig. 2) varies as a
percentage of the Gross Domestic Product (GDP). The
European Union (EU) weighted average is 8.75% GDP
ranging from 5.6% to 10.6%.2 Enlargement of the EU is
under way. The amount spent on health care in the
accession countries is significantly less than in the
present EU. For example, the mainland candidate
countries spend on average 7.0% of GDP (range: 5.9—
9.0%). In monetary terms, this equates to $ 2165/caput
in the EU and $ 678/caput for the accession countries.
Health care expenditure as a percentage of GDP sta-
bilized during the latter part of the 1990’s and even
declined in some EU countries.?

When it comes to the provision of funding for health
care, European countries tend to rely primarily on public
sources, either from taxation and/or social health in-
surance. A third significant element is out-of-pocket
expenditure. This includes user charges paid in the public
system and direct payments for services provided in the
private sector. Private health insurance represents
the smallest proportion in virtually all countries with the
exception of the Netherlands, although governmental
influence is strong in this country as well. As outlined in
Fig. 3 EU countries may be grouped into three clusters
according to their sources of funding. 3 One group re-
ceives funding predominantly from taxation; another
from social health insurance and a third uses a combi-
nation of tax and social health insurance. This compared
well with the opinions as expressed by the National
Cardiology Societies responding to the questionnaire. It
is evident that the sources and amounts of funding for
health care vary significantly across Europe. Total
healthcare expenditure in OECD countries is lower on
average in systems predominantly funded through taxa-
tion (Ref OECD Health Data 2003). Whilst it may not be
immediately apparent just how patient access to medical
technology is influenced by the sources of health care
funding, characteristics associated with the different

Health care expenditure as % of GDP

1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001

Healthcare Expenditure % GDP
~

Years

—-EU —&—CEE

Fig. 2 Total expenditure on healthcare as a percentage of the Gross
National Product (GDP) in some European countries. EU=European Un-
ion; CEE=Central and Eastern Europe. Source: European Health for All
Database (HFA-DB Ver.2), World Health Organization.
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Fig. 3 Sources of health care funding in EU. One group of countries
receives funding predominantly from taxation, local (Denmark and
Sweden) or central (Italy, Portugal, Spain and the UK). Social health in-
surance represents the main source of funding in France, Germany and
the Netherlands. In Belgium and Greece funding is almost equally pro-
vided from tax and social health insurance. The gap between the line and
the dots for various countries represent private payments. (Modified from
Figure 1.5 Percentage of total health expenditure financed by taxation
and by social health insurance in selected western European countries in
1998 or latest available year in Elias Mossialos, Anna Dixon, Josep Figu-
eras, Joe Kutzin (eds). Funding health care: options for Europe. Buck-
ingham, Open University Press 2002 (European Observatory on Health
Care Systems Series).)

funding mechanisms may provide opportunities for the
National Societies to pursue. If one assumes that insurees
are more likely to raise their demands to maximise the
returns on their contributions by increasing patient
awareness (by the Societies) of innovative medical

Table 1 Example of decision systems and authorities re-
sponsible for decision making on reimbursement of medical
technology in seven European countries with altogether
>700 autonomous decision makers with their own systems

Germany
e 16 counties — 450 public & 50 private sick funds
e High decision making power at the hospital level

Italy
e 21 local health authorities with full decision power
e High decision power at the hospital level

France
e Public, decentralized structure
e Private, centralized decision making

Spain
e 17 autonomous regions
e High decision making power at the hospital level

UK
e 308 primary care trusts
e 28 strategic health authorities

Sweden
e 27 autonomous county councils
e High decision making at the hospital level

Belgium
e 1 centralized system

Ref. Jacoti bvba, European Medical Devices Conference, Rome
2003.
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technologies in countries funded predominantly from
social insurance could be beneficial.

When it comes to patient and physician accessibility
to medical technology the reimbursement system or
mechanisms by which medical technology is paid for,
should also be considered. The complexity of the reim-
bursement and procurement systems operating within
Europe is illustrated in Table 1 summarizing the present
situation in seven European countries.

Relation between funding and utilization of
medical technology

As illustrated in Figs. 4 and 5, the reimbursement system
and the magnitude of health care resources provided
have a considerable influence on the accessibility of
medical technology. The relative usage of coronary
stents has been greater in countries with a social health
insurance-based funding system. Likewise there is gen-
erally a greater usage of implantable cardioverter defi-
brillators in countries where funding is primarily from
social health insurance sources (Fig. 5). Information from
the questionnaire underlines the relation between
funding and access to medical technology both for es-
tablished and new products. Twenty-one of the National
Societies declared that such factors limited the avail-
ability of established medical technology while 11 con-
sidered these factors of minor importance. For new
technology the corresponding numbers were 23 and 9,
respectively (Fig. 6). With few exceptions there were no
differences between pharmaceuticals, medical devices
or diagnostics in this respect. The reasons for limited
availability of new technology were declared to be cost-
constraints (n = 10), high patient co-payment (n = 2) or
a combination of these two factors (n = 8).

Less than half of the National Cardiac Societies, rep-
resenting professional interests, claimed to be involved
in funding and reimbursement issues. When involved, it is
generally in an advisory capacity rather than in lobbying
and there was very little collaboration with the industry
in these respects.
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Fig. 4 The relative use of coronary stents during the year 2000 in re-
lation to 1999 health care spending in $/caput. Black dots = tax based
systems; Grey dots = insurance based systems.
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Fig. 5 The rate of implanted cardioverter-defibrillators across Europe
in the year 2003. % = European mean, 49/million at $1 685 health care
spending in the year 2001. The corresponding relation for the US is shown
for comparative purposes.

Fig. 6 Reply to the question: Does the current funding system in your
country limit the possibility for patients to have access to new, innova-
tive cardiovascular medical technology? Green countries=no; Red
countries = yes.

Specific information

The specific sections of the questionnaire covering
pharmaceuticals, medical devices, diagnostics and
monitoring equipment were confirmatory. Some exam-
ples may, however, be given to further underline con-
cerns and involvement of the profession. Even such well
documented and life saving compounds such as statins
and GPllIb/lla inhibitors was subjected to restrictions.
The reasons varied considerably comprising a mixture of
defined prescription limitations to financial constraints.
Moreover restrictions were different from country to
country illustrating that measures to accomplish equal
access to pharmaceutical therapy must be carried for-
ward with a country specific agenda. Once more National
Society involvement was reported limited. A clear ma-
jority of the National Cardiology Societies not involved
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were not involved at all and those involved mostly pro-
vided general advice rather than claiming the rights of
patients with serious cardiovascular disorders.

Coronary stents and implantable cardioverter defi-
brillator (ICD) technology are examples of rapidly
evolving medical technologies already referred to in this
report. Patient access to these technologies varies across
Europe and appears related to the type of healthcare
funding system in place. Even though there is a growing
evidence base supporting the clinical use of ICDs it is
clear that national societies feel that funding and reim-
bursement barriers do have an impact on limiting patient
access to this life saving therapy. The situation with
coronary stents appears to be somewhat different with
50% of National Societies claiming that funding and re-
imbursement barriers do not limit the use of this tech-
nology. As with pharmaceuticals, more than 50% of
National Societies claim not to be involved in any funding
and reimbursement activities and involvement is, when
existing, limited to clinical advice.

Available documents on funding and
reimbursement

There are many sources of information regarding health
care systems at the country level and their respective
approaches to funding and reimbursement. Some are
listed in Table 2. It is apparent that the differences in
funding and reimbursement systems have an impact on
the accessibility of innovative medical technologies
throughout Europe. Observations from the question-
naires indicate that the knowledge on these systems
within the professional societies is variable and surpris-
ingly limited. One example may be that about half of
National Societies responded that there are no funding or
reimbursement barriers limiting the use of various med-
ical technologies, which unfortunately does not appear
to be the situation in most European countries when
actual utilisation rates are examined. Another reply is
that a medical device becomes available once it has re-

Table 2 Examples of available sources of information on
health care systems and different approaches to funding and
reimbursement

OECD Publications
The Changing Health System in France
The Changing Health System in the UK

World Health Organisation

www.obervatory.com
HiT Country Profiles : 39 reports available
Commercial Publications
www.jacoti.com :
Germany, France, ltaly, UK & Belgium
Clinica Reports

ceived a CE-mark. Whilst this statement is essentially
true the CE marking system does not take into account
financial and economic constraints. The replies clearly
indicate there cannot be any trans-European solutions to
the problems with funding and reimbursement. Such is-
sues need to be addressed locally according to a strategy
that is determined by local conditions and constraints.
An ideal goal would be to lobby for more consistency and
definitely transparency as regards patient access across
Europe, based on clinical evidence, existing practise
guidelines and patient needs.

Comments

There are many factors influencing patient access to
medical technology across Europe. Differences in funding
and reimbursement systems can and do create barriers
for the adoption of new and innovative medical technol-
ogy. Collaboration and joint problem definition between
the medical profession identifying and recommending
patient need for technology, the industry providing the
technology and the national health system finally allow-
ing patient access has great potential to emphasise in-
equitable discrepancies and thereby improve the
availability of accepted innovations in cardiovascular
medicine. It is suggested that future efforts to overcome
such restrictions to availability must be directed at the
individual country level.

Unlike funding and reimbursement the regulatory
system is much more transparent and harmonised at the
European level. For example, the Medical Devices Di-
rectives (93/42/EEC) were enacted to provide such a
harmonized regulatory environment for all medical de-
vices sold within the European Economic Area. Products
that fall within the scope of the Directives must meet all
applicable essential safety and performance require-
ments and must be CE marked to show they comply. This
provides benefits for patients, clinicians and other health
care workers, as they can be sure that the products have
been designed and manufactured to high standards. The
CE mark ensures that the product has been appropriately
evaluated to meet strict safety and performance crite-
ria. The Medical Devices Directives are currently being
reviewed. Early indications appear to support the view
that the current regulatory framework is considered to
be satisfactory with only some fine-tuning required.
Clearly, regulatory considerations form an important
barrier to prevent technologies being used that are not
safe and do not perform appropriately. It may appear
that the regulatory environment does not directly impact
funding and reimbursement considerations. However, if
barriers to entry created by the regulatory environment
are allowed to significantly increase, whilst at the same
time cost containment measures limit healthcare sys-
tems ability to adopt new technologies, patient and
physician access to medical technology could ultimately
be impacted.

The involvement of the profession, perhaps best ac-
complished by activation of National Cardiac Societies,
will be mandatory for success. Presently there seems to
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be a lack of knowledge and implication for this important
requirement of a well functioning health care system
whilst the responsibility to improve it remains with the
professional societies. They need to allocate time and
resources for this purpose, educate their members and
communicate within their countries with the ambition to
create better, more uniform and transparent proce-
dures, and to become natural partners to ensure actual
patient access through equitable funding and reim-
bursement processes.

With regards to funding and reimbursement of medi-
cal technologies there is no single European model. Each
healthcare system has developed its own approach
within the context of the cultural, political, economic
and historical environments from which it evolved. The
various types of healthcare system in Europe tend to be
either based on a ‘Bismarckian-model’ (e.g. Germany,
France, Belgium and the Netherlands) which is typically
an insurance based system, with the aim of providing
universally accessible healthcare based on solidarity
between the insured, or the taxed based ‘Beveridgian-
model’ (e.g. UK and lItaly). Nevertheless each govern-
ment clearly wants to maximize the health of its citizens
and provide equitable access whilst at the same time
controlling expenditure. It is this balance that needs to
be considered and made fair and transparent. The con-
cern that the economical system, in a non-transparent
way, may be used to ration medical technologies that are
useful and approved must be addressed.

What does it take to get medical technology or a de-
vice to the patient and how do funding and reimburse-
ment factors influence this process? In order to answer
this question, one must consider the typical decision
making process for medical technology. In the past the
clinician has been the primary decision maker with hos-
pital management and the regulatory environment being
key influencers. The role of the patient and indeed that
of the payers (e.g. insurance companies) and other
government agencies appeared to be less directly in-
volved. This situation is changing for many of the reasons
previously outlined. Given the different mechanisms and
levels of funding for health care across the countries
together with complexity associated with reimburse-

ment, it seems reasonable to assume that these factors
influence patient access beyond medical demands and
needs. The complexity and dynamic nature of these
systems, brought about to satisfy political consider-
ations, can and should not be under-estimated.
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