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As this is the first edition of a ‘new
look’ eurobealth, it provides a timely
opportunity to thank readers for their
continued support of our aim to provide
a unique platform for policy-makers,
academics and health policy experts to
present their own views on European
health policy issues.

eurohealth is a unique publication
which has bridged the divide between
the wider policy-making community
and academia. Rarely are the views of
these two communities brought togeth-
er in a single forum which is accessible
to all. We recognise that busy policy-
makers are often dissuaded from writing
at length in peer-review journals, yet we
have also succeeded in balancing the
needs of contributors from academic
circles. We are pleased to see that
eurohealth is being cited increasingly in
both peer review journals and govern-
ment policy documents as a visible sign
of our success in reaching out to both
constituencies.

Although Paul Belcher (former editor
and now senior editorial adviser) and I
have regularly received your views and
comments over the years, I would like
to ask for your assistance in responding
to some specific questions so that
eurobealth can continue to respond to
your needs in the future. Please take
time to fill in and send back the
enclosed questionnaire. Your time in
responding to these questions will be
greatly appreciated. Having been editor
for over a year now, I hope you are
pleased with the direction exrobealth is

taking.

Rob Wood
Editor
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New beginning and continuity:
the health agenda for the German EU Presidency

—— Andvrea Fischer, German Federal Health Minister

New beginning

A key aspect of the current German
Presidency of the EU Council of
Ministers will be the difficult task of
breathing life into the new Article
152 of the Amsterdam Treaty. As we
are now going through a transition
period this will be no easy task as
the Commission will only be able to
submit new proposals on the basis of
this article when the Treaty has been
ratified. As a result, no precise dates
can be fixed. Moreover, the
European Parliament will be newly
elected this year and will not be in a
position, before the end of the year,
to make a statement on the
Commission’s proposal. Structural
and organisational changes regarding
health policy are also likely to take
place in the newly constituted
Commission in the year 2000.

Notwithstanding these difficulties,
elaborating the future EU health
strategy must be one of the focal
points of this EU Presidency’s work.
My thoughts on this important area
are covered in a separate article in
this issue of eurohealth, written on
the occasion of the working confer-
ence of health experts and policy-
makers, held by the German
Presidency at the end of January in
Potsdam.

With regard to the health implica-
tions and problems associated with
the accession of new Member States
to the EU, the Commission will be
submitting a report on this subject
which is to be discussed with the
new Member States. The Council of
Health Ministers could adopt a reso-
lution outlining the steps which need
to be taken at its meeting in June.
The further development of EU
public health policy will definitely
have to take into account the conse-
quences of enlargement and the situ-
ation in the health sectors of the
acceding countries. It is incumbent
upon the Community — also in its
own legitimate interest — to lend its
active support.
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Continuity

There seems to be agreement among
the Member States on the proposal
for a Council Recommendation on
the limitation of exposure of the
general public to electromagnetic
fields and this could be adopted at
the meeting of the Council of
Ministers in June. Another impor-
tant health topic for which we could
consider the possibility of a Council
Recommendation is the microbial
threat from overuse of antibiotics.
The Council has requested a report
from the Commission on the public
health repercussions as well as eco-
nomic and legal consequences by
June 30th 1999. The Health Council
in forming its Recommendation will
take this into account.

The fight to control tobacco con-
sumption has always been one of the
focal points of EU health policy.
Despite the differing positions in the
Member States on individual issues —
such as the prohibition of tobacco
advertising — the Council has always
drawn attention to the fact that
tobacco consumption cannot be
fought by means of individual mea-
sures alone but required instead a
comprehensive strategy. The
Commission should revive the pro-
posals it put forward in its

Communication of December 18th
1996 and submit them to the
Council for adoption.

The Commission reports on the
state of health in the European
Community, the integration of
health protection requirements in
Community policies as well as on
TSEs and BSE are important instru-
ments for the further development
of the Community’s health strategy.
Therefore, it is particularly impor-
tant that these reports are submitted
in the immediate future so that their
findings can be taken into considera-
tion in developing this new strategy.

The efforts undertaken by the
European Commission and the
Member States in the area of safety
of blood products and self-sufficien-
cy in blood should be continued.
The work that needs to be done on
those issues, which the Health
Council has singled out in various
resolutions over the past few years,
is still not complete. I have asked the
Commission to be more expeditious
in the pursuit of these activities. A
conference on the ‘Optimum Use of
Blood Products” will be held by the
German EU Presidency. The pur-
pose of this conference will be to
elaborate the basis for Commission
proposals on increasing therapeutic
safety and making rational use of

blood and blood products.

Cooperation between the EU and
international organisations in health
matters, in particular the WHO, is in
need of urgent improvement.
Although this wish is long standing
and has often been reiterated, it has
not been fulfilled in a sufficiently
concrete way.

At the moment, my statements are
but declarations of intent.
Transforming them into reality will
require, at many levels, close cooper-
ation with the Commission, the
European Parliament, the next
Presidency and with all the Member
States.



THE EU PRESIDENCY CONFERENCE ON PUBLIC HEALTH POLICY, POTSDAM, JANUARY 27TH 1999

A new public health policy in the
European Union

Policy Statement from Andrea Fischer

“There will not be... any barmonisation of national bealth care systems in the EU.
What we cannot escape from, though, is the continuous convergence of these health systems.”

To forward the debate on the imple-
mentation of the new Article 152 on
public health, a key priority for the
German EU Presidency, I convened
a meeting of national health officials
and experts at Potsdam, Germany in
January. This was purposely at the
beginning of the Presidency so that
the results can be utilised at the next
meeting of the Council of Ministers
for Health in June. Summary con-
clusions by the rapporteurs of the
six working groups at this meeting
are contained at the end of this paper

Even today, health has not yet come
to be an intrinsic, formative element
of European integration. Public
health policy has not until now
secured an established status on the
regular European agenda. What is
lacking are clear-cut European
health targets, contents, forms and
structures. However, the opportuni-
ties and options for organising and
shaping European public health pol-
icy as required are now better than
ever as the extended European Com-
munity competence enshrined in
Article 152 of the Treaty of
Amsterdam provides the necessary
legal prerequisites. This calls for sug-
gestions for the identification,
arrangement and formulation of
contents and a strong political will.
Aspects I consider to be especially
important for the future are the fol-
lowing:

Greater visibility

European health policy must
become more visible and compre-
hensible for the general public. It
must be responsive to the citizens’
needs and concerns. It must move
away from the current high level of
abstractness. European health
reporting — however important it is —
does not mean very much to the

people. Hence it must be made suffi-
ciently clear why European health
policy is also important for each
individual person. That will not be
an easy undertaking. The EU does
not build hospitals. Nor does it pay
for medical services. But it can
improve the requirements that guar-
antee the necessary quality of care
provision everywhere.

Given the lack of proximity to the
citizens, I find it deplorable that a
visible instrument of European
health policy, the ‘European emer-
gency health card’, in fact one of the
first European initiatives in the pub-
lic health field, should have met with
such a poor response from the
Commission. We should give serious
thought to how, in the age of telem-
atics, instruments of high external
visibility can be created that
strengthen the citizens’ interest in
and awareness of European health

policy.

“Even today, bealth bas not
yet come to be an intrinsic,
formative element of
European integration.”

Another means of taking European
policy closer to the citizens might be
a ‘European Patients’ Charter’. In
his speech before the European
Parliament on January 12th 1999, the
President of the Council of the
European Union, the German
Minister for Foreign Affairs, Mr.
Joschka Fischer, proposed that a
European Charter of Basic Rights be
drawn up in an effort to strengthen
the rights of citizens. A patients’
charter would fit well into this pic-
ture.

European ‘added value’

EU public health policy is far more
than just the continuation of nation-
al policy at the European level. It
very much differs, also as far as qual-
ity is concerned, from the possibili-
ties for action available to the World
Health Organisation or the Council
of Europe. It has a clear, legally
established mandate for action
spelled out in Article 152, paragraph
1 of the Treaty of Amsterdam.
Specifically, it must — I quote
“ensure a high level of human health
protection in the definition and
implementation of all Community
policies and activities.” This wording
alone implies that it has all instru-
ments available at the EU level at its
disposal.

This comprehensive mandate starts
from the premise that there is hardly
any domain of community policy
that exerts no influence on human
health or the health care systems.
Particularly striking examples are:
the internal market, industrial poli-
cy, agricultural and research policies.

It is obvious that the task set out
above is an extremely difficult one to
accomplish since it very soon runs
up against opposing interests. We
will only be able to cope with this
challenge if we face up to it together
and jointly demonstrate the political
will required.

Certainly it is important and neces-
sary to provide for the requisite
structures and mechanisms. ‘Health
impact assessments” for entire fields
of policy are highly unlikely to be in
place anywhere in the world. Here
we are indeed breaking new ground.
Here the new EU health programme
can afford possibilities, but I reiter-
ate: without the firm political will to
implement and enforce health tar-
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THE EU PRESIDENCY CONFERENCE ON PUBLIC HEALTH POLICY

gets, mechanisms and structures are
nothing but technical aids.

An inclusive health policy

As a consequence, European health
policy must be inclusive by defini-
tion. It cannot and may not exclude
any political field from the outset.
However, it can never be universal
in coverage, nor can it even make
such a claim. It cannot pursue every
issue that might be desirable, indeed
necessary and meaningful on the
European level, if for no reason
other than that the human and finan-
cial resources of the Member States
and the Commission are finite and
cannot be multiplied at will.

More funds are not synonymous
with more health policy. We must
economise. That goes for the
Commission, just as it goes for the
Member States. But we must
economise in ways that make sense.
This is what the Council of
Ministers did in a general form in its
Resolution of 26 November 1998
but the general statements it made
then have yet to be redrafted in a far
more concrete manner. This work
will be promoted during the German
EU Presidency and the expert meet-
ing convened in Potsdam is part of
this process.

Enlargement and health

The further development of the
EU’s health policy will have to take
into consideration the consequences
of EU enlargement and the public
health situation in the acceding
countries.

The majority of these countries are
confronted with serious public
health problems that are very hard
to solve for a number of reasons —
among them the lack of resources
and health care systems that need to
be reformed and rendered more effi-
cient. Here, the EU must find an
appropriate strategy that allows a
continual  harmonisation to
European Community legislation
and EU standards.

There is broad consensus that highly
developed social standards are an
integral element of the EU’s produc-
tivity and competitiveness. These
standards certainly include, in the
public health field, not only the areas
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of competence that are stipulated in
the Treaty but also well-functioning
and adequately equipped health care
systems overall.

The objective is the development of
health care systems that are finan-
cially and socially acceptable and
deliver high-quality health care in
conformity with EU standards
accessible to all citizens, regardless
of their social and economic status.
It is here that the EU must provide
assistance — which, by the way, also
serves its own legitimate interests.

“... Europe is gaining
influence over the structures
and contents of our bealth
care systems to an ever
greater degree ”

European health policy can only
succeed in accomplishing the tasks
set if it takes into political and for-
mal consideration four mutually
complementing framework condi-
tions:

e Public health policy is not the
exclusive responsibility of the
Community. The latter’s public
health competence is limited. The
national responsibility of the
Member States for their health
care systems is not lessened by
the European Union; it is only
supplemented by it.

e The differences between the
national health care systems of
the Member States.

e The application of the principle of
subsidiarity.

e The different public health situa-

tions in the Member States.

The Member States will continue to
retain full and undiminished respon-
sibility for their national health care
systems. There cannot be and will
not be a European standardisation or
even harmonisation of the national
differences, the peculiarities of the
traditionally evolved structures spe-
cific to each individual Member
State. These are the results of
decades of development. They are a
direct response to a country’s social
situation and profile.

In the process of European unifica-
tion, the social and cultural tradi-
tions of the various social security
systems must be taken into account
and secured. Safeguarding the plural-
ism of the national health systems
existing in Europe is a valuable asset
in itself.

Nevertheless, the Member States still
fear — a fear we must take seriously —
that the Commission might aspire to
competencies in the health field it is
not entitled to hold. After all, next to
everyone seems reluctant to give the
Commission an inch, since doing so
would be to risk it taking a mile.

This mistrust might even be compre-
hensible in view of past experiences,
but as long as it prevails, it will be
difficult to encourage the Member
States and all those working in their
national health systems to take an
active part in shaping European

health policy.

And yet it is precisely this type of
active, forward-looking participation
by the Member States that is indis-
pensable. We must make every effort
to dispel the mistrust on both sides.
I am very grateful to Commissioner
Flynn who, in his speech before the
European Parliament on October
28th 1998 at the public hearing on
the future of public health policy,
said, “Let me be blunt. The Euro-
pean Union has neither the desire
nor the ability to run national health
systems. Nor do we wish in any
sense to tell Member States what to
do.” This position is also in line with
all the statements on this subject laid
down in a multitude of Commission
documents. Thus, we should realise
that nobody in Brussels or
Luxembourg is earnestly pursuing
the harmonisation of the social pro-
tection and health care systems.

But - and this is a highly important
but — we must recognise, acknowl-
edge and take into consideration that
Europe is gaining influence over the
structures and contents of our health
care systems to an ever greater
degree and at an ever faster rate par-
ticularly in the creation of the Single
Market.

The increasing economic inter-
dependency, i.e. globalisation; the
changes in the technological envi-
ronment including ultra-fast, ubiqui-



tous information technologies; the
financing problems of the health care
systems that are also due to demo-
graphic and labour market factors;
the changing value patterns of soci-
ety; the growing mobility of the
populations; the changing spectrum
of diseases that brings new hazards
to health with an often world-wide
incidence — are all challenges con-
fronting all health systems to a simi-
lar degree.

These problems must be solved by
the Member States within the frame-
work of their national competence
to organise their systems, but — and
this is decisive for European health
policy — the European Union can
assist them in these endeavours.

European health policy will make it
easier to identify and detect prob-
lems and risks at an early stage. It
will also provide much needed guid-
ance.

It is our job to make active use of
these possibilities: evidence-based
medicine, health technology assess-
ment, disease management, quality
assurance — these tasks are topical in
the European setting, whatever the
health care system.

There will not be — a point on which
I am repeating myself quite deliber-
ately — any harmonisation of nation-
al health care systems in the EU.
What we cannot escape from,
though, is the continuous conver-
gence of these health systems. How
far this convergence can actually go,
how fast and how comprehensively
it is going to take place, is a difficult
issue that has to be approached pri-
marily by political decisions in the
Member States, and it may only be
accomplished step by step.

If the Member States rightly want to
maintain the current level of quality
and basic principles of their national
systems, they must actively con-
tribute to this already ongoing
process and do so at an early stage.

It is an uncontested fact that has
become quite evident through judge-
ments of the European Court of
Justice, that tension exists between
the free movement of goods and ser-
vices on the one hand and the
Member States’ competence for the
organisation and regulation of their

THE EU PRESIDENCY CONFERENCE ON PUBLIC HEALTH POLICY

national health care systems on the
other.

It is feared — primarily in Germany —
that the application of European
Community law, especially along
the lines of the decisions by the
European Court of Justice, might
eventually erode the national
responsibility of the Member States
for their own health care systems.

This indisputably problematic situa-
tion must be defused by means of
political decisions. It would be fatal
and a political restimonium panperi-
tatis if the development of health
policy in the EU were left mainly to
the jurisdiction of the European
Court of Justice.

“We should give serious
thought to how, in the age
of telematics, instruments of
bigh external visibility can
be created that strengthen
the citizens’ interest in and
awareness of European

bealth policy.”

I believe it is ultimately unavoidable
that the existing EU economic con-
stitution, the European competition
law, and also the further develop-
ment of the freedoms afforded by
the internal market — not least on the
strength of the judgements of the
European Court of Justice — will
gradually but inevitably make the
individual areas of health care provi-
sion work together more closely.

This trend, emerging in many other
areas, is not going to spare the health
care systems. The important thing is
for public health policy at the
national and Community levels to
face up to this challenge, to accept it
and turn it into an advantage.

In this context, reference is often
made to the subsidiarity principle.
Regardless of the fact that this prin-
ciple is frequently misunderstood
and not exceedingly popular at the
EU level, it must be applied without
restriction. This is the position
which the new German Federal
Government, too, will continue to

uphold unchanged.

This subsidiarity principle applies, of
course, also to public health policy.
It very much depends on whether
this basic European principle is
abused in a resisting and negative
context as a ‘bludgeon’ to defend
certain interests or whether it is used
in a positive way — as a ‘dynamic
concept’ as it is called in the
Subsidiarity Protocol to the
Amsterdam Treaty — to attain the
objectives set out in this Treaty.

For European health policy, this
means not focusing too much on
identifying areas that must be pro-
tected against Community influ-
ences, but rather turning to the
issues and areas in which
Community initiatives can con-
tribute to improving the health of its
citizens.

The health status of the population
in the Member States of the
Community is often reported to be
better than ever before, which it
indeed is. Child mortality is on the
decline, people live longer, a large
part of what were deadly diseases in
the past are no longer the appalling
threats they used to be. But, the
number of unnecessary premature
deaths is still too high, new hazards
to health have arisen, and new dis-
eases have been emerging. Moreover,
wide differences in health status per-
sist not only across, but also within
Member States, between one popula-
tion group and another. Differences
also exist between the mortality rates
that are often linked to the socioeco-
nomic status of the specific popula-
tion group. Finally, there are
inequalities in the EU that need not
be. The remarkable thing about this
situation is the fact that the Member
States with the highest annual health
expenditure per capita — with
amounts for 1994 ranging from DM
1,307 to DM 4,238 — are not the
same as those whose populations
enjoy the highest life expectancy.

As new Member States accede to the
EU, these differences are set to
widen dramatically. One objective of
the EU is to ensure the highest qual-
ity of life for all citizens. This objec-
tive also covers health. As long as
the differences mentioned prevail,
the EU will be obliged to take public
health policy action.
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Improving information for the development

of public health

Report of Working Group 1: The new public health policy of the European Union, Potsdam, January 27-29th 1999

A range of factors have been identi-
fied which make the development of
a European Community health
information system a high priority:
the development of a Community
public health policy; the increasing
use of health objectives and strate-
gies in Member States; the increased
use of comparative information by
Member States and the general
demand for good quality comparable
information relating to health deter-
minants and outcomes, together with
the attention which is now increas-
ingly focused on a range of health
care issues. All have information
implications. At the same time there
is a boom in the availability of health
information and a growing need for
information at various geographic
levels: European, Member State and
regional. The technology to provide
easy access to this information is
now becoming widely available.

A Community Health Information
System is needed to exploit relevant
health-related data and information
for policy purposes, including meta-
information and for it to be made
available to all who require it in the
form most appropriate for their
needs.

The Community health
information system

A diverse range of information is
recognised to contribute towards a
‘comprehensive’ system, including
traditional measures of health status
and determinants but also socioeco-
nomic health determinants and
information relating to health care
utilisation, quality and costs.

A Community health information

system has been identified as com-

prising a number of elements includ-

ing:

— The database: perceived as a dis-
tributed (set of) database(s) with
an associated network, with a

5 eurohealth Vol 5 No 1 Spring 1999

——Hugh Markowe

major role for each Member State
in the establishment and running
of its node(s).

— The organisation/coordination/
facilitation of the system.

— The strategic direction of the sys-
tem: including catalysing activity
and identifying priorities, this
needing to be organised within
some form of central capacity.

— Analysis.

- Output: i.e. dissemination of
meta-information and Communi-
ty health reports, with a need for a
Community health reporting
agenda.

Different approaches to establishing
this ‘capacity’ are considered possi-
ble including the development of
some form of health observatory.

It is necessary to establish a process
which results in a permanent system
so that continuity will be ensured
and a strategic and long-term plan
may be properly supported.
Additionally the system must be
designed to be flexible and respon-
sive to changing needs.

Different countries are at different
stages of development in this field
and efforts have to be directed to the
development of suitable capacity
within Member States (both current
and future).

The balance of the work
There is a substantial new agenda
which must be developed in the field
of health care information at both
national and regional levels.

The whole area of health impact
assessment — including assessment of
EU policies — also needs to be prop-
erly integrated into the Community
health information system.

The system must enable issues relat-
ing to health inequalities to be
addressed and must encompass a

range of socioeconomic determi-
nants of health and health inequali-
ties. However, the more traditional
areas of health promotion, disease
prevention and health status must
also be given suitable priority as key
elements of the system.

There is a need to ensure that along-
side information centred on systems
and routine data collection systems,
information derived from individu-
als (e.g. via health surveys) is also
included.

The user perspective
Development of the system needs to
be driven by interaction between
data providers, policymakers, ‘prac-
titioners” and other users (including
the general public). There is a need
for better understanding of the needs
of the users so that systems, infor-
mation content, analysis and presen-
tation (dissemination) can all be
user-centred.

Accessibility is a critically important
issue. Depending on the user, access
might be required to data, indicators
or in some cases ‘meta-data’ (e.g.
specific databases/ information
sources; information about informa-
tion). The Internet will offer sub-
stantial opportunities to facilitate
rapid access to databases and to
enable the ‘signposting’ of key infor-
mation sources.

Research and development
There is an important interface and
overlap between information, infor-
mation collection and research and
development. The links relate to a
wide spectrum of areas such as the
need for research to underpin the
health information requirements, the
use of the health information system
to disseminate and aid better access
to health research, and the use of the
information system to define
research needs.



The system must stimulate and offer
the opportunity to exploit compara-
tive information analyses. This
should be built around a specific
programme that is structured and
prioritised in accordance with
Member States' experience and
needs. Examples might include the
variability in health care organisa-
tion and utilisation, screening infor-
mation, or specific health status
issues.

Generally the R&D agenda and
information agenda need to be well
coordinated and exploited in tandem
with suitable transparency.
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The way forward
The Group has identified the need
to:

- Exploit available data/networks/
expertise including that available
from WHO and other organisa-
tions (e.g. OECD, Eurostat).

— Pursue a long-term agenda to
build a permanent, continuous,
flexible and evolving system.

— Ensure that a short-term agenda -
including the work of the Health
Monitoring Programme — is being
developed to underpin longer term
alms.

— Resource properly — the system
itself and any support structures
(e.g. a capacity).

— Ensure that the Commission
receives the support necessary to
fulfil appropriate functions in rela-
tion to the system (ability to ‘hire’
expertise).

— Be practical/realistic (if necessary

consider doing ‘less better’)

— Exploit, but avoid being driven
by, technology.

- Require full Member State com-
mitment and involvement as well
as Commission action.

Reacting rapidly to threats to health

Report of Working Group 2: The new public health policy of the European Union, Potsdam, January 27-29th 1999

While early warning and rapid reac-
tion to threats to health are not
unique to the field of infectious dis-
eases they are especially important in
this area. The EU decision on sur-
veillance and response to communi-
cable disease threats provides a new
legal basis to discuss this topic.

The creation of a European ‘network
of networks” would be a method to
implement a ‘rapid alert’/‘early
warning’ system if certain conditions
are met.

All surveillance networks which ful-
fil the following criteria must be part
of the network.

The threat to public health of the
diseases covered by the network
should be demonstrated at a
European level by looking at factors
such as mortality, contagiousness,
long-term harm to health, expected
expenditure for treatment and for
long-term compensation measures.

At the same time it is necessary that:

The efficiency of a European early
warning system can be demonstrated
because the European dimension:

— improves international coordina-
tion to identify outbreak clusters
where more than one Member
States is affected or;

— makes it more likely that an out-

Fritz Tiemann

break/cluster can be identified at
European level when the number
of cases observed in each national
context does not indicate a cluster
or;

— delivers an adequate database for
epidemiological analysis where the
incidence in different Member
States is too small or when an epi-
demiological development follows
a geographic pattern.

An extra early warning network for
new and/or rare syndromes has to
be developed. Adequate facilities for
laboratory diagnosis, treatment and
care needed to deal with rare/new
syndromes may not be available in
each Member State.

A specific early warning system for
this particular field could include
greater cross border cooperation
between institutions of different
Member States.

Surveillance of communicable dis-
eases is an ever changing field.
Epidemiological situations and chal-
lenges are changing, therefore the
‘network of networks’ needs contin-
uous updating. All parts of the net-
work of networks must have appro-
priate evaluation strategies to insti-
tutionalise this process.

A network is as good as its weakest

link. Therefore, all Member States

and the European Commission have
to commit themselves to providing a
substantial, material and financial
contribution to each network.

A network of networks is the best
way to use and improve what
already exists. A centralised struc-
ture in a decentralised, heteroge-
neous social and legal landscape can-
not utilise surveillance resources as
efficiently as a network and it cannot
provide for adequate intervention
measures as long as the centralised
institution is unable to overrule
national institutions in Member
States. Moreover, the EU decision
on surveillance of and response to
communicable diseases does not
cover the field of intervention and
favours the ‘network-philosophy’
for surveillance and early warning.

National authorities are responsible
for intervention. But decisions to
intervene should be evidence based
and justified to other Member States
and the EU by using an evidence
based approach. Since surveillance
and early warning deal with objec-
tives which cannot be confined with-
in borders, intervention has to be
coordinated on a transregional and
European level. Efficient coordina-
tion is not possible without a com-
prehensive and rapid exchange of
information about what has been

eurohealth Vol 5 No 1 Spring 1999 6



THE EU PRESIDENCY CONFERENCE ON PUBLIC HEALTH POLICY

done and to what effect. Therefore,
all Member States have to provide
for such an information exchange.
Coordination itself remains a matter
of bargaining between the technical
and political factors of the different
Member States who are involved in
an early warning procedure.

A lot of networks dealing in some
way with communicable diseases
and early warning already exist
within the EU. Most of them are
funded by EU institutions other
than European Commission DGV.
These networks have to be taken
into consideration when the net-
work of networks is designed. The
core-set of networks must be con-
structed with proper links to these
existing networks.

Early warning is also a feature of
international networks, especially
those coordinated by WHO.
Duplication of effort has to be
avoided. Existing early warning sys-
tems can provide experience and
knowledge of the most efficient pro-
cedures. Therefore the network
implementation has to integrate and
improve existing infrastructures and
not re-invent them.

A network of networks has the best
opportunity to integrate and use
what already exists, but in order to
guarantee efficiency and effective-
ness, work is needed at regional,
national and EU levels.

Capacity building has to focus on
intervention epidemiology and

laboratory diagnosis to provide for
comparable approaches and methods
executed by different nodes of a net-
work. Capacity building also has to
build an adequate central organisa-
tion which is able to prepare, imple-
ment and manage the transnational
components of the network.

Modern management approaches
favour decentralisation and net-
working. The variety of health care
and prevention systems in Europe
have been developed not just by
chance but according to different
needs and conditions and they
cannot be assessed as singly insuffi-
cient or inefficient. Therefore the
road to strict centralisation should

be avoided.

Tackling health determinants through health
promotion and disease prevention

Report of Working Group 3: The new public health policy of the European Union, Potsdam, January 27-29th 1999

The concept of health in all
Community policies was emphasised
throughout the discussion as a cross-
cutting issue of major importance.
Health in all policies should be an
element in all strands of the future
framework. It must be stressed that
both financial and human resources
are needed for its implementation.

Target of action: health
determinants

Consideration of determinants, risk
factors, settings, and target popula-
tion groups should be combined in
broader themes each of which can
form a basis for the development of a
mix of measures in all relevant
Community sectors.

The selection of priority themes for
action should be based on opportu-
nities for influence through
Community measures. We know a
lot about some determinants and
how Community policies may influ-
ence them, for others we need to
know much more. A good example
of how the most important determi-
nants can be identified can be found
in a recent Swedish study (see Table).

7 eurohealth Vol 5 No 1 Spring 1999

—— Tapani Ptha ——

A list of themes from which priori-
ties can be selected should include:

— food and nutrition;

— inequalities: no simple solutions
exist how to address them;

— addictions: tobacco, alcohol and
narcotics;

PROPORTION OF TOTAL DISEASE
BURDEN IN THE EU ATTRIBUTABLE TO

MAJOR RISK FACTORS IN RANK ORDER

Rank  Risk factor

Attributable

fraction (%)

1 Tobacco smoking 9.0
2 Alcohol consumption 8.4
3 Overweight 3.7
4 Occupational risks 3.6
5 Low vegetable/fruit diet 3.5
6 Relative poverty 3.1
7 Unemployment 2.9
8 Drug addiction 2.4
9 Traffic injuries —
10 Other unintentional injuries —
11 Physical inactivity 1.4
12 High saturated fat diet 1.1
13 Air pollution (outdoor) 0.2

Source: National Institute of Public Health.
Determinants of Burden of Disease in the
European Community. Stockholm: National
Institute of Public Health, 1997.

— living conditions and other social
factors: unemployment, work,
social exclusion;

— healthcare;
— mental health as a broad concept;

— oral health: an example of multi-
sectorial approach was given;

— genetic factors;

— life cycle, from pregnancy and
early life to old age.

The mix of multisectorial measures,
or the strategy for each theme, could
be further defined in Commission
communications or Council recom-
mendations. Thematic task forces
could be a useful mechanism to act
upon different themes.

Prerequisite for successful
action: health impact intelligence
Community policies and actions
under each theme must be based on
evidence of their effectiveness.

A component of Community action
for each theme must include the
development of methodologies with
direct policy implications, such as
health impact analysis, better under-



standing of risk factors and risk per-
ception among professionals and the
population.

The evidence base for actions and
policies must be made available and
accessible for European actors. The
Community must put mechanisms
and resources in place for active pro-
motion of relevant knowledge.

Action tool: networking
Community networks can serve as
tools for:

— knowledge management (informa-
tion and experience sharing, mod-
elling the best practice);

— advocacy and effecting change
(“we know that tobacco subsidies
are bad, we need to produce the
political majority to act”);

— policy development.

A network for health impact analysis
was mentioned as an example in the
working group.
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Networks can also build a wider
European dimension (European
added value) into action, enhance
civil dialogue, serve as a bottom-up-
element, and create partnerships for

health.

Networks need clear objectives and
outputs to justify their funding from
Community sources. Their success
and outputs need to be regularly
evaluated.

Finally, networking of networks is
important to prevent fragmentation
of Community action.

Development of the European
health strategy

The Community strategy for health
will in the future consist of a new
public health action programme and
a broad approach to health issues in
the Community. The action pro-
gramme will serve as a funding
mechanism.

The development of a broad strategic
approach to health issues needs time.
Its development is a continuous
process and the future programme
should provide resources for it.

An essential element in such a
Community strategy is to detail how
a high level of health protection can
be ensured in the definition and
implementation of all Community
policies and activities.

The public health programme could
include support for a European
forum on health policy involving
non-governmental organisations,
Community institutions as well as
member states. It would provide for
better transparency, form a democra-
tic element and create an opportunity
for a civil dialogue.

As the dialogue between the EU and
WHO develops mutual benefits will
become also available in policy
development.

The impact of the internal market on health
systems in the Member States

Report of Working Group 4: The new public health policy of the European Union, Potsdam, January 27-29th 1999

Working Group 4 noted that, con-
trary to the position in recent years,
there is now widespread acceptance
that the internal market does have an
impact on health services, and that
the impact is likely to grow.

The group clearly endorsed the
views of the Federal German
Minister of Health, Ms. Andrea
Fischer, that “there will not be any
harmonisation of national health
care systems in the EU". But there
was also agreement with her subse-
quent remark that “a relationship of
tension exists between the free
movement of goods and services on
the one hand, and the Member
States” competence for the organisa-
tion and regulation of their national
health care systems on the other".

The following comments and rec-
ommendations were made:

There is a need for greater

Philip C. Berman

clarity on the impact of the
internal market on health
systems of the member states
The boundaries delineating the
responsibilities of Member States
vis-a-vis the European Community’s
role need to be clarified — a clearer
definition about what needs to be
retained. Politicians in the Member
States are concerned about retaining
control over two principal dimen-
sions of healthcare:

— the manner in which healthcare is
organised in the countries (access
to health services; capital planning;
workforce planning), and

— the financing of healthcare systems
(insurance or tax financed; who
pays for what and when; what
proportion of the public purse
should be spent on health)

If there could be a clearer definition
along these lines, then politicians

would be more inclined to cooperate
on the impact of the internal market
on health services.

Recommendation:

Agreement between Member States
to be reached on those powers
which are retained by the Member
States.

The impact of the internal market on
health services has been inadequately
studied, and policy-makers are thus
in danger of developing policy with
inadequate evidence. The nature and
the extent of the impact requires sys-
tematic evaluation.

Recommendation:

(a) Analysis is needed to identify the
extent and nature of EU cross-
border care:

— The types of care, and the number
of cases, that are currently being
provided on a cross-border basis,
and future trends.
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— The types of formal or informal
arrangements that exist between
health authorities for cross-border
care.

(b) Analysis is needed to identify the
Directives and Regulations affecting
healthcare; the likely impact on
health services; and future Directives
and Regulations which may have an
impact on health services.

(c) Europe-wide manpower analy-
sis/monitoring is needed to identify
the impact that the free movement of
professionals will have in the light of
growing healthcare manpower
shortages and/or surpluses.

(d) Analysis is needed to understand
the impact that the free movement of
capital may have on public health
services.

(e) Analysis is needed to understand
the impact of the internal market on
the relationship between public
health, health services and social ser-
vices.

When drafting EU treaties,
directives, instruments etc.
Member States should carefully
consider the consequences in
terms of the impact of the inter-
nal market on health services
There is a widespread misunder-
standing that the European Court of
Justice is making law. In fact it only
interprets the Treaties. It was sug-
gested that, in order to avoid further
unexpected developments like Kohll
and Decker, Member States should
analyse every Directive, Regulation
etc. — especially those of a generic
nature — to assess the potential
impact on health and healthcare.

Recommendation:

(a) Member States should be proac-
tive, rather than reactive, in manag-
ing the impact of the internal market
on healthcare services. This can best
be achieved by working together —
pooling knowledge — to influence
Community policies, directives etc.

(b) To be successful, proactive
Member State and Community col-
laboration will have to be inter-sec-
toral (e.g. involving different min-
istries/departments  such  as
Commerce and Industry, Social
Affairs, Employment etc.) .

(c) The Commission should be
requested to undertake a monitoring
role in assessing the impact of the
internal market on health services

The internal market is currently
working imperfectly in heath
care

It is apparent that the internal mar-
ket is not operating effectively in
some healthcare areas. For example,
oversupply of physicians has not had
the expected consequence of reduced
pay scales, nor have there been the
movements of doctors from one
Member State to another that might
have been expected.

Recommendation:

Member States should be proactive
in determining whether or not they
wish to see a more effective internal
market, and should then take the
requisite action.

It is not only the EU’s internal
market that is affecting health
services of the Member States
It was pointed out that major EU

economic policies have had substan-
tial impacts on healthcare in the
Member States. Most obviously, the
overall EU economic targets — the
convergence criteria — have signifi-
cantly affected public expenditure
and especially the national budgets
for healthcare. The adoption of the
Euro will certainly create price
transparency which will surely have
an impact on the purchasing of phar-
maceuticals, medical devices and
even health services.

Recommendation:

Member States should assess the
impact of EU macro-economic poli-
cies on their own health services.

The internal market will have
consequences in terms of evalu-
ation of cost effectiveness and
accreditation

There are enormous variations in
health, healthcare and health services
between Member States. The inter-
nal market involves the free move-
ment of citizens, some of whom will
require treatment when in another
Member State. While in another
Member State, they may reasonably
expect to receive treatment of a simi-
lar quality and at a reasonable price.
This may lead to demands for
accreditation of hospitals on a
Europe-wide basis, and evaluation of
the effectiveness (and possibly cost-
effectiveness) of treatments, pharma-
ceuticals, physicians (reaccredita-
tion) etc.

Recommendation:

The Commission and Member States
should consider if and how Europe-
wide assessments, evaluations and
accreditations should be established.

Contribution of research to European public

health policy

Report of Working Group 5: The new public health policy of the European Union, Potsdam, January 27-29th 1999

Health research has brought knowl-
edge that people can use to adopt
healthier behaviours and technologi-
cal solutions for a range of pressing
health problems. Advances in biolo-
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gy and in the technologies of
research also promise advances in
the future. But, in order to hold on
to the improvements of the past and
build on them in the future, the

European Union Member States
must maintain a strong research base
and build assessments of health
needs into their decisions about
research allocation for strategic and



applied research.

Target of action

The health of European nations will
be influenced by several major issues
during the next ten years. These
include the following.

— The ageing of the population
— Increasing population mobility

— Changes in the environment and
in the work setting

- Rising expectations for improved

health
— General socioeconomic problems

— Rapid development of advanced
medical technology

— Increasing need for cost contain-
ment of health systems

The responses to these challenges
must be on many fronts, of which
public health research is one. To
underpin the New European Health
Policy, public health research should
be seen as a priority area in the
research policy both at Member
State and Community level.

Public health research as a part
of European research policy
The focus of the European Union
research programmes has remained
centred on biomedical disciplines,
and the influence on public health
policy has been minor. Resources
allocated to public health research
and health services research have
been limited, although the BIOMED
I and II Programmes of the Third
and Fourth Framework Programmes
for RTD contained activities for
public health research.

It is noted with satisfaction that the
Fifth RTD Framework Programme
of the European Union emphasises a
number of public health issues.
Theme 1 ‘Quality of Life and
Management of Living Resources’
contains six actions many of which
are closely associated with public
health policy e.g. food, nutrition and
health, environmental health, and
the ageing population. Furthermore,
the RTD activities of a generic
nature of Theme 1 include public
health and health services research as
one of the priority areas.

In its communication the Commis-
sion has proposed three strands of
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action for the New Public Health
Policy of the European Union:

- Improving information for the
development of public health

— Reacting rapidly to threats to
health

— Tackling health determinants
through health promotion and dis-
ease prevention

It is of utmost importance that these
actions are taken into account in the
preparation of the work of the Fifth
RTD Framework Programme. The
instruments for promotion of high-
quality public health research in
Europe do not differ from those of
other research disciplines. Apart
from funding high-quality research
projects, emphasis should be placed
on creation of networks, promotion
of exchange of scientists and other
ways of stimulating European col-
laboration.

The research projects supported at
the European level should always
fulfill three criteria: scientific excel-
lence, relevance for public health and
public health policy, and European
added value.

Priorities of public health
research

Public health problems vary from
one Member State to the other, and,
therefore, it is difficult to identify
definite priorities for public health
research at the European level. Areas
of major importance both for the
European health policy and for the
Member States include at least:

— Health policy research (including
effects of other policies on health)

— Health systems research (includ-
ing health services research and
tools for cost containment)

— Development of methods and
standards for health technology
assessment

— Efficacy and effectiveness of dif-
ferent approaches to health pro-
motion and prevention

— Development of indicators and
systems to monitor population
health and its determinants

— Research on dissemination and
implementation of research
results.

Coordination of health actions

including public health research
Better coordination of public health
research and other health actions at
Member State and at European level
would greatly improve the quality of
research and the implementation and
dissemination of its results. Work
aiming at formulation of a common
European public health research
strategy was initiated by the BIO-
MED II Programme committee in
1994. This work should have been
completed taking into account the
priorities of the New European
Health Policy. New structures for
coordination and collaboration
should include WHO and interna-
tional science organisations such as
the European Science Foundation.

The Commission should be more
active in initiating public health
research projects underpinning the
new European Health Policy. Thus,
DGV should commission research
projects needed for development of
European Health Policy. Similarly,
DGXII should leave reserve funds
for emerging research needs in the
area of public health.

Implementation and dissemina-
tion of research results

Public health research, as any other
research, is useless unless its results
are disseminated and implemented.
Every effort should be taken to
improve the integration and imple-
mentation of public health research
in the decision making processes
both at the European and at the
Member State level. Action includes
research on dissemination of
research results, development of
interfaces between science and
health administrators, and training
of scientists, administrators and
politicians to promote communica-
tion and collaboration.
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EU enlargement — the influence on the EU

health agenda

Report of Working Group 6: The new public health policy of the European Union, Potsdam, January 27-29th 1999

Issues and challenges around
health and enlargement
Important gaps exist between candi-
date countries and EU Member
States concerning the most common
indicators for health status: life
expectancy and infant mortality. The
rise in communicable and chronic
diseases is related to risk factors like
smoking, unbalanced diet, lifestyle,
environmental factors and rising
drug abuse. The effects of the transi-
tion: increase in social inequalities,
widening income gap, social exclu-
sion and an increasing dependency
ratio aggravates the situation.

Challenges of the candidate coun-
tries health systems are related to
economic viability, social acceptabil-
ity, management capacity, institu-
tional development and poor com-
munication. Resources dedicated to
the health sector are scarce: an aver-

age 4.5% of a generally low GDP.

Consequently there are important
concerns about the ability of the
candidate countries to fully partici-
pate in the European social security
convergence, to assume the chal-
lenges related to the internal market
and to actively contribute to health
policy and issues at Community
level. The effects on Member States’
health systems, together with possi-
ble migration pressures, created by
low motivation of health profession-
als, could put a severe strain on the
public mood in Europe in the future.

Actions proposed and discussed
to respond to these challenges

More involvement of candidate
countries and exchange of experience

- Ways should be found for
increased cooperation of candidate
countries in the public health pro-
grammes, delayed by compulsory
financial contribution, a complicat-
ed process, and with the European
institutions related to health.
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— Additional meetings around spe-
cific topics like the health reform
process, priorities related to
resource and investment alloca-
tion, cross-border cooperation,
supra national issues, information
systems and health technologies
would foster exchange of experi-
ence.

Better information for the candidate
countries

— More active transparency would
allow easier acclimatisation of the
candidate countries to the
‘European arena’ (e.g. the Pre
Conference Workshop for
Candidate Countries, organised
by the German Presidency and
DGV).

— Priority topics for better informa-
tion would be the introduction to
the ‘European Health Arena’ in
general, European health policy,
health related activities and the
effect of European law on national
health policy and health systems.

— More information should be chan-
nelled to the relevant institutions
on the participation in public
health and research programmes,
the latter now open to the candi-
date countries with support from
EC-Phare. Here learning could be
assured through an initial consor-
tium with an experienced Member
State institution, before submitting
own projects.

Give health more priority in the
enlargement process

— Good health is a prerequisite for
economic development and a well
functioning system a prerequisite
for social security coordination in
the Community. The improve-
ment of health systems would
allow candidate countries to
devote more attention to public
health aspects.

— Even though in the field of health

only a few explicit acquis exist,
there are many obligations like the
ones related to compulsory
reporting of data. With the
Amsterdam Treaty more emphasis
will be put on health in the
Accession Agreements and a
Commission document on health
and enlargement is expected to
give a basis for action. This would
support the health ministries in
putting health higher on the agen-
da in their country’s accession
process, especially related to pri-
orities for funding.

Better assistance to the candidate
countries

— For bilateral and international
programmes, a facilitation mecha-
nism would allow better informa-
tion and organisation of different
cooperation efforts, avoid overlap-
ping and find synergies.

— Consensus, a Phare specific social
programme, dedicates a very small
part to health, and the twinning
programme does not yet have
health included in its priorities.
This could change, with health
given a higher priority in the
accession agreements.

— The new Phare 2000 programme,
which is in the conception phase,
will dedicate more resources to
health. An individual Phare 2000
health programme could address
the specific health and enlargement
related issues with tailor made
programmes in each country,
where issues are better solved at
national than at the regional level.

— The idea has been forwarded and
largely supported, that a consulta-
tion mechanism, including
Member Sates, Commission, can-
didate countries and international
organisations, could help identify
priorities for Phare health inter-
vention and corresponding actions
and review them periodically.



THE EU BUDGET AND HEALTH

How to build a better EU public

The key to the future success of the
EU health policy is not only a matter
of more funding. The core of the
EU’s future efforts should be the
integration of health into the other
policy areas. Furthermore, it is
imperative that EU public health
funds be used more efficiently.

As the draftsman for the 1999 EU
budget on behalf of the Committee
on the Environment, Public Health
and Consumer Protection I was
responsible for the health budget. In
my report I suggested an increase of
the EU health budget up to 50 mil-
lion Euro. Compared to the 37.8 mil-
lion Euro of last years budget for
health this seems quite a lot but com-
pared to the whole EU budget (97
billion euro) it is still minuscule.

The EU budget for 1999 was fixed
during the plenary session last
December. Although I am satisfied
that the Council accepted some of
my remarks to support patient
groups and organisations for handi-
capped people, it is disappointing
that Parliament and Council accept-
ed only a moderate increase of the
health budget (42.7 million Euro)
and put a part of the budget in the
reserve because of a lack of legal
base. When we consider that the total
health budget from the EU is less
than 5% of the EU premiums paid
for tobacco (more than 999 million
Euro) one cannot proclaim that the
EU takes the EU health policy seri-
ously.

For me there are enough reasons to

justify an increase for the EU public
health budget.

Firstly, although in general terms the
health of the Community population
is better than ever before, this does
not prevent the continued prevalence
of serious illness and emerging dis-
eases. The health problems facing the
Community are too urgent and too
large in scale to allow complacency.

Doeke Eisma

health budget

Every year in Europe millions of
people die prematurely or suffer ill
health from serious conditions that

could have been prevented. There are
still high levels of premature death
from diseases related to lifestyle,
such as tobacco, drugs and alcohol.
Health budgets of EU Member
States are under intensive strain sim-
ply because people are living longer
and people’s expectations for better
care and treatment are higher than
ever. In addition there are new risks
to health notably from the emer-
gence of new communicable diseases,
such as AIDS and the growing prob-
lem of resistance to antibiotics.

Secondly, although health care is
recognised as something which
should be carried out at national, or
even regional level, much can be
gained from the cooperation and the
exchange of experience between
Member States. The EU has a role to
fulfill, namely to help Member States
by improving the collection, analysis
and dissemination of information so
that European citizens” health will be
improved.

Inequalities in health status between
and within the Member States are
worrying in a European Union
which is committed to raising the

quality of living and ensuring a high
level of health protection to its citi-
zens. These inequalities are mainly
caused by differences in lifestyle (e.g.
smoking), socioeconomic conditions.
(e.g. housing ) and environment.

Thirdly, the Treaty of Amsterdam
calls on the Commission to prepare
for new areas of public health and
demands that the EU shall not only
‘complement’ the individual action
of Member States, and “encourage
cooperation and support’, but also
aim at improving public health.

Fourthly, the development of public
health policy has to take into account
the consequences of enlargement of
the Community towards Central and
Eastern Europe. The health situation
in these countries is poor compared
to the EU. Most of the candidate
countries face serious problems such
as communicable and pollution-
related diseases. With the exception
of Cyprus fewer resources than in
the EU are spent on health.
Enormous resources are needed to
improve the existing health systems
and to improve their overall effec-
tiveness and to bring them in line
with  European  standards.
Enlargement will also have implica-
tions for the health systems in the
existing Member States, especially
due to the free movement of people
and the free circulation of products,
notably certain pharmaceuticals and
blood products. It is clear that there
is a need to assist the applicant coun-
tries to adapt to the EU health poli-
cy, but without an increase in budget
it is difficult to see how.

Although I am convinced of the need
to increase the EU health budget it
does not mean that funding alone is
the key to future success. It is more
important that the money is spent in
an effective and coordinated way.
Programmes need to make better use
of existing budgets in the first
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instance.

The existing EU health policy struc-
ture lacks this flexibility. In 1993, the
Commission decided to put forward
proposals for eight separate action
programmes. Five have been imple-
mented namely Cancer, AIDS and
Communicable Diseases, Drugs,
Health Promotion and Health
Monitoring. The remaining three
programmes, on Pollution-related
Diseases, Injury Prevention and Rare
Diseases, are in preparation but have
not yet formally started.

In addition to the action pro-
grammes, the Commission proposed
the establishment of a European
Community network for the control
and surveillance of communicable
diseases (but without budget).
Furthermore, initiatives have been
taken on smoking, such as a
Communication on combating
tobacco consumption and a Council
decision on tobacco advertising. A
strategy has been agreed on blood
safety and self sufficiency, reports
have been produced on health status
in the EU and health research is
being proposed under the Fifth
Framework Programme for Research
and Technological Development.

This EU framework on health has
given rise to unforeseen problems.
The division among eight separate
programmes and a lack of an overall
strategy has led to an administrative
burden, owing to the fact that each
programme has its own committee,
rules and structure. Since the avail-
able budget for each of these pro-
grammes is relatively small, one can
question whether the use of funds is
being maximised.

The fact that all funds have been ded-
icated to programmes for special
purposes means a limited flexibility.
For DG V/F (directorate for public
health) it is therefore very difficult to
respond to developments not cov-
ered by the present programmes as
there is no money left for policy and
analysis, preparation of new legisla-
tive proposals, studies, new initia-
tives and reaction to emergencies.
Since each programme develops its
own independent strategy and work
plan, coordination between the pro-
grammes is difficult to achieve in
practice with the risk of duplication
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and overlap of activities. Further-
more, there is a considerable confu-
sion for organisations supplying
projects and also within the manage-
ment committees about the respec-
tive roles of DGXXII (research) and
DGXXIV (consumer health) DG XI
(environment and health) and DGV
(public health). Another problem
with the funding for health research
is that it lacks strategic management
of the available budgets to determine
funding priorities.

“The total health budget from

the EU is less than 5% of the EU

premiums paid for tobacco”

Furthermore, one can question
whether some of these programmes
have a European value-added at all.
For example direct health education
is unsuitable to be undertaken at EU
level because it is a culturally specific
activity which can better be imple-
mented at the national level. ‘Europe
against Cancer” weeks, for example,
are not the best way of spending the
EU health budget since it is not
effective at the local level.

In general one could say that the EU
should not so much seek to increase
its health budget only, but should
spend the existing budgets more
selectively on programmes and pro-
jects which really have a European
added value and have been assessed
for cost-effectiveness.

EU funding should become highly
selective, involving fewer and larger
projects. These projects should have
clear, policy-oriented objectives and
must be transparently evaluated.

However, the key to the future suc-
cess of EU health policy is not just a
matter of more funding. As many
commentators have said already, the
EU’s future efforts should be based
around the integration of health into
other policy areas. The BSE crisis has
demonstrated the need for such an
approach. A disease-based approach
alone is too restrictive but must
incorporate health determinants,
such as lifestyle factors (e.g. tobacco,
nutrition).

Many threats to human health are

also environmental, like waste, water
quality, air quality, ozone depletion
and ionising radiation. Therefore it
seems logical to combine these two
factors in the same exercise of inte-
gration. That means that we should
not only “green” the budget, but that
we should also “cure” the EU budget
to ensure that environment and
health are well taken into account.

The idea of integration builds on the
Amsterdam Treaty which states that
a high level of human health protec-
tion shall be ensured in the definition
and implementation of all
Community policies and activities.
But this means that the EU should
put its own house in order through
the integration of health into other
sectors.

Besides budgetary reforms we need
institutional reforms which implies a
health section in the other
Directorates-Generals and the trans-
fer of the health department from
Luxembourg to Brussels in order to
bring to an end the geographical and
political marginalisation and to stand
any chance of integration with other
policy areas. But an increase in the
influence of EU public health can
only be achieved by expanding
administrative budgets.

It is therefore clear that the existing
EU public health framework needs
to be reviewed not only because of
the drawbacks of the current
approach, but also to deal with new
challenges such as emerging health
threats and increasing pressures on
health systems, as well as the enlarge-
ment of the Community and the new
public health provisions in the
Treaty of Amsterdam. Moreover,
such a review is particularly urgent as
most of the existing programmes will
be coming to an end in or about the
year 2000 and proposals have to be
put forward in the near future.

On the eve of the Millennium the
EU has the opportunity to upgrade
EU health policy. Now there is an
occasion to clearly demonstrate that
the EU can have real meaning for the
lives and well-being of its citizens.
For that we do not need just a ges-
ture of cosmetic additions, but
increased resources for highly selec-
tive funding and a real integration of
health into other sectors.
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The Kohll and Decker rulings:
revolution or evolution?

The rulings in Kobll and Decker [Case C120/95 — Nicolas
Decker v. Caisse de Maladie des Employes Prives; and Case C-
158/96], Raymond Kohll v. Union des Caisses de Maladie] which

the Court of Justice of the European Communities delivered on

April 29th 1998,1:2 have caused a stir in the European health care

and health insurance sectors.

A. P van der Mei

“The rulings are
expected to increase
patient mobility among
the Member States and
have significant
implications for the
organisation, financing
and administration of
the Member States'
health care and

insurance systems.”

In these rulings the Court concluded that
national rules which make the reimburse-
ment of the costs of medical treatment or
medical products obtained in other
Member States subject to the prior authori-
sation of sickness funds are in principle
incompatible with the provisions of the EC
Treaty on the free movement of goods
(Articles 30) and services (Article 59).

The rulings are expected to increase patient
mobility among the Member States and
have significant implications for the organi-
sation, financing and administration of the
Member States' health care and insurance
systems. From a health care perspective,
Decker and Kohll can be classed as a revo-
lution. The same does not hold true, how-
ever, from the perspective of European
Community law. Even a short survey of
the jurisprudence of the Court of Justice
could have made clear that prior authorisa-
tion rules are hard to compare with the
principles governing the free movement of
goods and services and that the chance that
the rules would not be able to withstand
judicial scrutiny was, at the very least, pre-
sent. In fact, it is remarkable that it took so
long before the questions on the compati-
bility of prior authorisation rules with
Articles 30 and 59 were submitted to the
Court.

The prohibition of national rules
hampering the free movement of
medical goods and services

Articles 30 and 59 prohibit in principle all
national rules which burden the free inter-
State movement of medical goods and ser-
vices. The prohibition contained in these
two provisions are far reaching. Not only
rules which directly and actually hamper
freedom of movement but also rules which
do so indirectly or even only potentially

are covered. In previous case-law the Court
had already indicated that medicines and
other medical products are to be regarded
as goods for purposes of Article 30 and that
medical care may be classed as a service in
the sense of Article 60 of the Treaty. In
addition, the Court had recognised that the
free movement of goods and services
includes a right to move to other Member
States in order to obtain (medical) products
or to receive (medical) services. Prior
authorisation rules discourage patients
from obtaining medical products or care in
other states; the rules burden the free
movement of goods and
Therefore, one could already have foreseen
that the Court would hold in Decker and
Kohll that prior authorisation rules are at
odds with Articles 30 and 59.

services.

The financial stability of health
insurance SChemeS

This did not necessarily imply that (the
Luxembourg) rules were indeed inconsis-
tent with the Treaty. National rules which
burden the free movement of goods or ser-
vices may possibly be justified either
through Articles 36 and 56 or the so-called
rule of reason. The two Articles leave room
for national rules which are necessary for
the protection of a number of public inter-
ests among which is the protection of (pub-
lic) health. The rule of reason is a judge-
made exception according to which
Member States may apply rules which are
necessary for protecting a number of
"overriding reasons in the public interest".

In the proceedings in Decker and Kohll it
was argued that prior authorisation rules
would be necessary for protecting the
financial stability of their insurance
schemes. The prices of medicines, medical
products and medical care differ consider-
ably in the various Member States. If insur-
ance organs would be obliged to reimburse
the costs of all medical benefits obtained
abroad, health expenditures could increase
and this could possibly affect the financial
stability of health insurance schemes. The
chance that prior authorisation rules could
be justified on this ground seemed small. It
is settled case-law that Articles 36 and 56
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“The two rulings seem
to have canght the
health care and health
insurance sectors by
surprise, but in light of
the case-law of the
Court of Justice the
conclusions of Decker
and Kobll could more
or less have been

predicted.”

do not leave room for national rules which
are applied for economic reasons and the
rule of reason can only be relied upon as
regards non-discriminatory measures, i.e.
rules which apply equally to “foreign’ and
‘national’ goods and services.

Generally, however, prior authorisation
rules apply only to “foreign’ medical prod-
ucts and care. Moreover, prior authorisa-
tion rules do not seem necessary for keep-
ing health expenditures under control.
Expenditures do not increase solely
because medical care or medical products
are obtained abroad. ‘Foreign’ medical ben-
efits may also be cheaper than at home and
as regards more expensive foreign benefits,
no additional expenditures are incurred
when sickness funds limit reimbursement
to the maximum provided for under their
‘own’ price regulations. In Decker and
Kohll the Court accepts the need to secure
the financial stability of health insurance
schemes as a possible ground for justifica-
tion, but it concludes that reimbursement
of the costs of “foreign’ medical products or
care cannot have a significant effect on the
financing of insurance schemes.

The infrastructure of health care
systems

In Kohll it was further claimed that prior
authorisation rules would be necessary for
maintaining "a balanced medical and hospi-
tal service open to all". In order to provide
adequate care, Member States must ensure
that there are enough doctors, medical
facilities and hospital beds available in their
territory. Waiting-lists and other problems
of undercapacity limit the accessibility of
the health care system and are to be avoid-
ed. At the same time, the number of doc-
tors, facilities and beds should also not be
too large. Overcapacity implies an unneces-
sary waste of human and financial
resources. Capacity planning would be vir-
tually impossible if patients were free to
choose in which State they wish to obtain
medical treatment. In order to protect the
infrastructure of the care systems a distinc-
tion must be made between care provided
"at home" and care provided abroad.

The chance that this ‘infrastructure-argu-
ment’ could save the (Luxembourg) prior
authorisation rules did not seem very big
either. Firstly, the rules did not seem able
to fall under either one of the two excep-
tions to the free movement of services. The
protection of the infrastructure of health
care systems could possibly be regarded as
an "overriding reason in the public inter-
est” for purposes of the rule of reason. Yet,
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because they are discriminatory, prior
authorisation rules did not seem justifiable
under the rule of reason. Article 56 does
not exclude the justification of discrimina-
tory measures, but this provision only
leaves room for national rules which are
necessary for the protection of public
health. The protection of the infrastructure
of health care systems is not mentioned. It
could have been argued that the existence
of an adequate "health care system open for
all" is a prerequisite for protecting public
health and that, in spite of the economic
factors involved, national rules necessary
for securing the infrastructure of health
systems could be justified through Article
56.

In Duphar, however, the Court had reject-
ed such a line of reasoning as regards the
equivalent provision contained in Article
36. Secondly, even if one of the two excep-
tions could be applied, prior authorisation
rules did not seem justifiable. Increased
patient mobility may cause capacity prob-
lem in the field of intramural care, but this
does not seem so likely as regards extra-
mural care. Prior authorisation rules gener-
ally apply to all types of “foreign’ medical
care; from the perspective of protecting the
infrastructure of medical care systems, the
rules seem overinclusive.

The Luxembourg rules could not withstand
scrutiny. The Court concluded that Article
56 does allow Member States to restrict the
freedom to provide medical and hospital
services, but only in as far as necessary for
maintaining medical services and facilities
which are essential for the public health
and the survival of their population. Prior
authorisation rules only seem necessary for
this purpose in as far as applied to intra-
mural care. In order to reach this conclu-
sion the Court was even willing to extend
the scope Article 56 and to come back from
the line of reasoning which it initially had
rejected in Duphar (as regards Article 36).

Conclusion

The precise meaning and implications of
the Decker and Kohll rulings are still far
from clear. Yet, long before April 28th
1998 one could have known that prior
authorisation rules are at odds with the
main principles governing the free move-
ment of goods and services and that the
rules as applied in Luxembourg and virtu-
ally all other Member States, were not like-
ly to be able to withstand judicial scrutiny.
The two rulings seem to have caught the
health care and health insurance sectors by
surprise, but in light of the case-law of the



Court of Justice the conclusions of Decker
and Kohll could more or less have been
predicted. From the perspective of
European Community law, Decker and
Kohll are not so much to be regarded as a
revolution, but above all as an evolution.
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National reactions to Kohll and

Decker

Synopsis of a German EU Presidency preparatory meeting held in Bonn on November
23th-24th 1998, prepared by Jens Gobrecht.

The judgements of the European Court of Justice in the Kobll and

Decker cases pronounced on April 28th 1998 caused a major stir and

sparked intensive discussions on all political and scientific levels

within the European Union. The tension between the right of the

Member States to organise their national systems of social security

and the freedoms of the internal market became clear.

The German Federal Ministry of
Health organised a working meeting
with other Member States and the
Commission on the implications of
these judgements in Bonn
November 1998. The results of this
meeting are to be summarised as fol-
lows.

German opinion

Up to now, there is no official state-
ment of the new German Federal
Government on these judgements.
The German participants see no case
for a transferability of the these.
From the German viewpoint, they
solely concern the Luxembourg
health system, based on the principle
of reimbursement. Therefore, the
judgements are only transferable to
systems that also operate on the cost
reimbursement principle. Conse-
quently, Germany will implement
them only with respect to the reim-
bursement of costs; bilateral agree-
ments, however, are not affected.
Nevertheless, Germany expects that
the basic freedoms will have massive

impacts on the national social securi-
ty system that might substantially
erode the right to freely organise it
and restrict its manageability if the
European Court of Justice were to
extend its jurisdiction to cases in
which state run institutions provide
the necessary insurance services and
benefits.

Dutch opinion

The Netherlands regard the judge-
ments as inevitable. Therefore,
health insurance legislation on the
European level has to be reconsid-
ered. The Netherlands are of the
opinion that even after the judge-
ments, the authority of the
Netherlands to maintain the bene-
fits-in-kind principle is not
destroyed. In the Netherlands, as in
Germany, both the territoriality
principle and the right of the insured
to receive benefits in kind exist.
While relevant agreements have been
concluded between the health insur-
ance funds and the service providers,
these do not explicitly stipulate that

service providers must be based in
the Netherlands. So, foreign service
providers cannot be refused con-
tracts with Dutch health insurance
funds. Although contract policies
might have to change now, this may
not lead to a situation where con-
tracts are concluded with all service
providers throughout the European
Union. For the Netherlands, the
question of whether concerted
action needs to be considered within
the European Union is still open.

French opinion

There is no official French position
on the judgements. Concerning their
quantitative effects, France expects
only minor consequences in the
short and medium term. France is of
the opinion that the judgements
must be followed and translated into
action. The question is, however,
how this can be accomplished with-
out calling into question either the
national systems or the financial bal-
ance. The French approach consists
of minimum norms and standards.
Subsidiarity has to be preserved so
that the European Union does not
take over the organisation of the
health insurance system. The sys-
tems should be opened up without
losing their distinctive character.
Measures should be taken to avoid
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the European Court of Justice regu-
lating the health systems of the
Member States. Countries with
‘closed’ health systems (e.g. Spain
and Great Britain) must open up to
the judgements.

Austrian opinion

Under the liberal Austrian health
insurance system, the insured can
choose between benefits in kind and
the reimbursement of costs, where
80% of the rate that the health insur-
ance funds would have had to pay to
the contracting parties, is reim-
bursed. Demand comes mainly from
patients with higher earnings or an
additional private health insurance.
Under this arrangement, there is no
impact on the health insurance
funds. Moreover, the 20% discount
in the case of cost reimbursement
acts as an incentive for the insured to
make use of the services at home. In
Austria, a specific problem is posed
by Hungarian dentures offered at
dumping prices. After all, Austrian
courts of law have found these den-
tures to be comparable to domestic
ones in terms of quality and stabili-
ty. There is no need to amend the
EC Treaties in order to exempt the
social security systems from the
basic freedoms of the internal
European market. Problems might
only arise with regard to the enlarge-
ment of the European Community.

Opinion of the United Kingdom
The United Kingdom, with its tax-
financed and residence-based
National Health System (NHS),
does not fear that the judgements
might call the NHS into question,
but, nevertheless, wants to partici-
pate in solving the problem together
with the other Member States.
Under the NHS, the insured pays
merely a lump sum, yet all services
are available free of charge, regard-
less of the patient’s nationality, pro-
vided the insured is resident in the
United Kingdom. The general prac-
titioner has the task of the gatekeep-
er and the provision of services is the
subject of a contract concluded
between her/him and the State. In
the British opinion, the NHS is not
an enterprise within the meaning of
the EC Treaty, nor does it directly
offer services which would come
under Article 60 of the Treaty.
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Regulation 1408/71 governs the use
of services abroad with prior permis-
sion from the NHS. Permission is
not granted if the service is available
under the NHS.

Finnish opinion

Finland has a dual health system,
similar to that of the United
Kingdom. No negative effects of the
judgements are feared. The health
services are organised by the govern-
ment and all citizens are covered by
that national health system. Primary
and hospital care are organised at the
local level. Up to now, patients seek-
ing treatment abroad without
obtaining permission from the local
authorities have not had the costs
incurred reimbursed. Since this
arrangement contradicts the
Luxembourg judgements, an amend-
ment is planned under which these
patients would be eligible to a partial
reimbursement of expenses. If, how-
ever, a patient is referred for treat-
ment abroad by the local authorities,
the costs are borne completely.

Italian opinion

Up to now there is no official Italian
response to the judgements and the
Italian health system does not feel to
be affected by them. In the Italian
health system the physician has no
monetary claims on the patient.
Remuneration is negotiated between
the service providers and the public
authority and fixed in contracts.
Hospital-based services are classified
and fees agreed on, with maximum
amounts being fixed for services.
Treatment abroad is handled in line
with the provisions of Regulation
(EEC) 1408/71. Italy shares the
position that the judgements should
not automatically be extended to
other fields of the health systems as
e.g. the benefits-in-kind principle
which would cause problems con-
cerning quality assurance including
minimum standards, a fair billing of
services with fixed maximum costs
and the different levels of costs. If it
is accepted that some of the patients
are treated abroad, this can lead to a
two-tier medicine, which contradicts
the basic principle of equal treatment
for all patients. If there will be more
cross-border health care in future,
the health systems will be thrown
off balance.

Danish opinion

In Denmark, service providers do
not conclude contracts with the
State, but there is a public health
care provision system in place. Up to
now, the Danish Government has
not commented on the judgements
in the Kohll/Decker cases. While
Denmark will accept them, it
reserves the option to further
analyse and evaluate the judgements
and their consequences. At the
moment, the principle of benefits in
kind is not legally covered by either
the EC Treaty or by the judgements
and therefore, the judgements have
not given rise to any fears in
Denmark. Cause for concern is,
however, the possibility of further
decisions by the European Court of
Justice with greater areas of applica-
tion. Difficult political problems
would arise if these decisions were
to affect the right of the Member
States to decide on their social secu-
rity systems. Therefore, Denmark
would prefer to have no further
judgements by the European Court
of Justice. Denmark sees a possible
solution in a more flexible organisa-
tion of Regulation (EEC) 1408/71.

Conclusions

The meeting gave the participants a
synopsis of the various positions
held by the Member States concern-
ing the judgements and their impli-
cations and heightened the aware-
ness of the tension between the free-
doms of the internal market and the
right of the Member States to organ-
ise their national social security sys-
tems. All attending Member States
shared the will to continue the polit-
ical and legal discussions over this
explosive issue. Therefore, the
understanding of the judgement by
the Member States had to be more
clearly identified and structured.
Any potential advantages, in particu-
lar, those that the internal market
might bring for the public health
system should be identified. In addi-
tion, the question of what direction
future joint action may take needs to
be answered. The participants were
unanimous in that their countries
seek to avoid the health sector being
fashioned by judicial decisions that
have already been taken without the
political will of the Member States
being reflected or endorsed.
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Health as a tradable service:

a prospective view of the European Union

Health treatment of EU citizens in a Member State other than that in which they pay social
security contributions was until recently regulated by EU law!? and required prior authorisation
and approval. The Decker & Kobll cases [Case C120/95 — Nicolas Decker v. Caisse de Maladie
des Employes Prives; and Case C-158/96, Raymond Kobll v. Union des Caisses de Maladie],
however, are likely to have considerable implications for the future provision of health services
and the purchase of health-related goods and services across borders between Member States.
Both cases relate to patients’ rights to acquire medical goods and services in Member States other
than those in which they pay social security contributions without prior authorisation.

\ ¥

Panos Kanavos

“There is... a clear
clash between the
principle of sub-
sidiarity and the
freedom of move-
ment of goods and

services.”

Likely implications

The principle of subsidiarity empowers
national governments to determine all
aspects of health policy within their juris-
diction, including pricing of medical goods
and services, levels of reimbursement, and
types and levels of patient co-payments.
The Court's rulings have made mainstream
health services subject to the free move-
ment of goods and the free movement of
services and have therefore introduced a
transnational aspect to health policy-mak-
ing. The freedom to choose goods and ser-
vices effectively empowers consumers and
patients or their agents to shop much more
widely for the best available deal and
potentially increases choice.

Health as a tradable good

The Decker case concludes that the free
movement of goods should not be compro-
mised, even in ‘sensitive’ areas such as
pharmaceuticals and prostheses. The Court
ruling builds on a previous case concerning
consumer health care products available in
different Member States over-the-counter.?

Applying the principle of the free move-
ment of goods in health can potentially
have significant implications for a range of
products, including the cost of medicines
and their rationing across Member States.
For medicines that are reimbursed by (tax-
or social insurance-based) health systems,
there are potential benefits to payers,
providers and patients, although for the lat-
ter, these may be negligible for reim-
bursable drugs and the benefits are focused
on co-payment differentials.

Payers in some countries, including health
authorities and social insurance funds, may
benefit considerably. Faced with increased

medical costs, payers may be interested in
taking advantage of price differentials with
neighbouring countries, and, through the
free movement of goods, exercise arbitrage
favouring the supply of final products from
countries in which prices are lowest. This
may be the case in pharmaceuticals where
price differentials are quite significant
between Member States due to price regu-
lation. In this case, payers in high price
countries (e.g. Germany, the UK,
Denmark) may benefit from prices prevail-
ing in low-price countries (Spain, France,
Italy, Greece) through parallel importing.
The more decentralised the process of deci-
sion-making is in national health policy-
making, the more intensive this is likely to
be. This would be the case in tax-financed
systems with a purchaser-provider split, as
in the UK, Denmark and Sweden, but also
in social insurance systems with multiple
insurers, of the kind that exists in Germany
or the Netherlands. In the former case,
payers are interested in saving on their cen-
trally allocated budgets and in the latter,
the incentive is to reduce pressure to pass
higher costs to insurees through higher
premia. Although this may appear to defy
national policies regarding the pricing of
medicines, it would be in line with national
and EU law regarding the free movement
of goods and parallel trade.

Providers may also be interested in acquir-
ing their medicines from cheaper sources
since pharmaceuticals consumed in hospi-
tals are a significant proportion of total
hospital costs. Tendering procedures may
therefore acquire an international dimen-
sion, in accordance with EU legislation on
public procurement.

For manufacturers, the potential medium-
to long-term response might be to discon-
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“Assuming that patients
as well as payers have
access to improved
information and
demand quality and
value for money, the
rwo cases suggest that,
within a single market,
health care will be
freely available and at
wider choice regardless

of national frontiers.”

tinue their activities in countries where
prices of medicines are heavily regulated
and shift their production to high-price
countries, where there is absolute or rela-
tive freedom in price-setting. This would
mean an over-concentration of industry in
countries such as Germany or the UK and
less so in Denmark and the Netherlands.
Intra-EU trade would then satisfy demand
from the original low-price countries.

If, on the other hand, the medicine in ques-
tion is rationed (no reimbursement or
selective reimbursement), patients would
be able to acquire it more cheaply in a low-
price Member State on a private prescrip-
tion. The current pharmaceutical price dif-
ferentials between EU countries may justi-
fy such transactions along border areas.
Target products include new and expensive
treatments, which are rationed by the
health service of one Member State. The
next step may be for payers to re-negotiate
reimbursement levels within their jurisdic-
tion and set these in line with price levels
prevailing in neighbouring countries.

Health as a tradable service across
borders

The Kohll case rendered health services
available to all EU citizens regardless of
their country of residence or their health
insurance status or insurance fund. While
the ruling allows citizens of one Member
State to seek medical treatment in another,
it also gives due consideration to the reim-
bursement of the services delivered. Such
reimbursement will take place according to
the rules prevailing in the patient’s country
of residence.

To the extent that patients are allowed to
obtain health services freely across borders
without prior authorisation, the ruling
improves on existing regulations involving
paperwork for transnational patients, who
fall ill whilst visiting other countries, or
specifically request treatment in a country
other than their own. Given that cross bor-
der movements to obtain health services are
well documented,* particularly between
France and Belgium, between France and
Italy, and between Germany and France,’
the ruling could increase the volume of ser-
vices provided across borders not only in
these regions but also in others (e.g. Spain-
Portugal, Spain-France, UK-France, UK-
Ireland).

An increase in the volume of patients seek-
ing care in another Member State may
occur for a number of different reasons:
firstly, due to differences in the perceived
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quality of the services between countries.
This has been the case of Northern Italians
seeking treatment in France.

Secondly, due to capacity shortage or
implicit rationing through a waiting list in
the insuree's own country. In this case,
local payers, using local capacity control as
a mechanism for rationing and cost control
will have to reimburse patients who travel
abroad for treatment. This will involve
increased expenditures by local payers. The
losers are not only local payers, but also
local providers since care provided abroad
would imply loss of income for them.

Finally, patients may wish to receive treat-
ment overseas because the service they
require may not be reimbursed in their
own country. In this case, they may wish
to do so once it has been established that it
would be cheaper to have the service deliv-
ered abroad, since they are paying out-of-
pocket. In the UK, for instance, dental
treatment and optical care have over time
been excluded from reimbursement for the
majority of the population.

What does the future hold?

Assuming that patients as well as payers
have access to improved information and
demand quality and value for money, the
two cases suggest that, within a single mar-
ket, health care will be freely available and
at wider choice regardless of national fron-
tiers.

The rulings introduce an indirect, but defi-
nite, element of transparency that chal-
lenges the way systems are financed in dif-
ferent EU Member States, and which has
fiscal implications for those systems that
deliver less satisfactory services. There is
thus a clear clash between the principle of
subsidiarity and the freedom of movement
of goods and services. Cross-border move-
ments put health care under a new scrutiny
particularly where services or goods are
reimbursed in some Member States but
rationed in others. In the latter case, gov-
ernments are likely to encounter growing
public dissatisfaction. This may, in turn,
stimulate a debate about whether there
should be a standard package of care
offered across the EU, and, if so, what such
a package should be, how should it be
defined, and how should it be financed.

Although the principle of social solidarity
still holds in all EU Member States, clearly
the breadth of coverage differs. This gener-
ates a series of questions regarding patient
reimbursement levels, co-payments, issues
relating to the pricing of goods and ser-
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vices, but also the whole issue of ‘social’
insurance across borders and its portability
across borders. In sum, the two cases pose
several fundamental issues that would
require collaboration and a gradual shift
from the island mentality in the provision
of health services.

While the Treaty of Rome arguably paid
little attention to health care provided at
European level across borders, receiving
health care in a Member State other than
one's country of residence is not uncom-
mon. The empirical literature suggests that
cross-border movement by patients seeking
health care is rising and is likely to continue
to do so in the near future. While significant
barriers and costs are associated with cross-
border transactions, particularly for tangi-
ble health goods, such as drugs and pros-
theses, the recent European Court rulings
may be the beginning of a process that will
ultimately create a European health policy.

Kohll and Decker:

a new hope for third-country nationals

The European Court of Justice (EC]J) decisions in the Kohll

and Decker cases have confirmed the existence of two distinct

procedures by which to obtain medical goods and services in

another EU Member State at the expense of one’s social health

care system.

Jason Alan
Nickless

Two distinct procedures

Firstly, the ECJ confirmed the legality of
the ‘authorisation procedure’ contained in
Article 22 of the EC Social Security Co-
ordination Regulation 1408/71.! This pro-
cedure allows EU nationals to apply for
authorisation for foreign health care from
their social health care system, if authorisa-
tion is granted they are treated abroad and
their social health care system reimburses
the foreign health care provider directly.
Secondly, the ECJ described a ‘new’ proce-
dure based on the EC Treaty provisions on
the free movement of goods and services,?
which enables patients to purchase medical
goods and services in another Member
State without the permission of their social
health care system. Under this new proce-
dure the patients pay their foreign health
care provider themselves and then claim a
reimbursement of their expenses from their
social health care system as if the treatment
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had been provided in their own state.

A closer inspection of the legal grounds
behind these procedures reveals that they
are not just different as regards their sub-
stance but also their personal scope.
Regulation 1408/71 only applies to EU
nationals and their families and expressly
excludes third-country nationals. The EC
Treaty provisions concerning the free
movement of goods and services on the
other hand are not concerned with the
nationality of the recipients but with the
origin of the goods or nationality of the
service provider. The free movement of
goods and services are rights reserved to
the EU supplier and there are no nationali-
ty-based restrictions placed on the con-
sumer. As third-country nationals are free
to consume goods and services from other
Member States they are also (theoretically)
capable of benefiting from the procedure
laid down in Kohll and Decker. These deci-
sions have thus effectively extended the
right to foreign medical goods and services
to any third-country national who is cov-
ered by the health care system of an EU
Member State and is allowed to travel
across the internal borders of the EU.
Before taking a closer look at which third-
country nationals can benefit from the new
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“... it s clear that the
EC] has created a
‘hope’ of medical
treatment abroad for
legally resident third-
country nationals but
first these people must
be covered by social
health care, entitled to
travel and have
enough money to pay
for their treatment up

front.”

procedure, some more attention should be
given to the social security situation of
third-country nationals.

Third-country nationals and
regulation 1408/71

A third-country national is someone who
is not a citizen of one of the EU Member
States. EU law in general distinguishes
between various categories of third-coun-
try nationals:

Third-country nationals who are family
members of an EU national

Free movement would be severely ham-
pered if migrating workers and self-
employed persons could not bring their
families with them and so EU provisions
exist to protect the rights of non-EU family
members.

Nationals of the European Economic Area

The EEA agreement extends the entire
acquis (including the provisions on free
movement to Norway) Iceland and
Liechtenstein. The nationals of these states
are thus placed on a par with EU nationals.

Nationals of states that are party to agree-
ments with the EU

The EU has entered into agreements with
many third countries that dictate the rights
and obligations of their nationals regarding
entry, residence and employment in the
EU. These agreements are extremely com-
plex”* and as none of them include the right
to social health care in another Member
State I shall not look into them in detail.

Others

This residual category includes all those
third-country nationals who are neither
related to EU nationals nor subject to an
EU agreement.

Regulation 1408/71 expressly applies to EU
nationals and the members of their family,
which thus includes third-country family
members who are entitled to the same
treatment as EU family members.* As the
EEA states are now subject to the EU
acquis this means that EEA nationals bene-
fit from exactly the same rights as those
provided in Regulation 1408/71, including
the right to health care in another Member
State. All other third-country nationals are
unable to rely upon Regulation 1408/71 to
receive health care in another Member

* For a more detailed introduction to these EU agreements see Peers S, 1997.

** For example, see the Turkish Association Agreement as interpreted in
ONEM v Kziber [1991] ECR 199.
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State, not even in cases of emergency.

There are 12.5 million third-country
nationals legally residing in the EU today.
They are comprised of workers and their
families, they include children who have
been born, raised and educated here and
yet most of them are still excluded from the
ambit of Regulation 1408/71. The EC
Commission has attempted to rectify this
situation. In 1995 a proposal was submitted
to extend emergency treatment to third-
country nationals legally resident in one
Member State who are injured whilst visit-
ing another. However, the Member States
rejected the proposal because they did not
believe the EC was competent to take this
step, this was the case despite very convinc-
ing arguments to the contrary.’

Following the rationale of the ECJ in Kohll
and Decker there is no reason why a third-
country national who is injured during a
stay in another Member State can not take
the bill for his/her emergency care back to
his/her social health care system. In this
respect the ECJ has extended the personal
scope of foreign health care up to and
beyond that envisaged in the Commission
proposal. This brings us on to the question
of which third-country nationals will bene-
fit from the ECJ extension and what will be
the effect on the national social health care
systems.

Which third-country nationals can
benefit from Kohll and Decker?

In order to benefit from the ECJ decisions
third-country nationals must, firstly, be
covered by a Member State’s social health
care system and, secondly, be allowed to
travel to other Member States.

Covered by the social health care system

Generally speaking most national social
security systems will base their coverage on
residence or employment and not on
nationality.® This means that national law
will cover legal residents or legal workers
(and their legally resident family members)
and will not exclude third-country nation-
als per se. If a Member State should dis-
criminate against non-nationals the person
concerned may be entitled to equal treat-
ment according to an EU agreement which
includes equal access to national social
security systems.** Failing this, a person
who is not covered by a specific EU agree-
ment or whose agreement does not provide
a clear right to non-discrimination may be
able to argue that s/he is entitled to join the
national system on the basis of the
European Convention on Human Rights,



as interpreted in the Gaygusuz decision.”

Of course, to be affiliated to the national
social health care system the third-country
national will have to fulfil all the same con-
tribution conditions as nationals.

Entitled to travel within the EU

At present third-country nationals are not
free to travel anywhere they like within the
EU. The Member States are still free to
demand visas before they admit third-
country nationals. The free movement of
goods and services does not provide third-
country nationals with a right to enter a
different Member State even if they do
intend to purchase goods and services
there. Therefore the right to travel must
pre-exist under EC law.

The Schengen Agreement represents the
clearest right of travel for third-country
nationals as they will be allowed to cross
the internal borders of the Schengen states
for a limited period of three months, which
is certainly long enough to purchase med-
ical goods and services. EU service
providers are allowed to take their non-EU
employees to another Member State in
order to provide a (temporary) service
there.® Should one of these employees need
emergency treatment s/he shall certainly
fall within the ambit of Kohll and Decker.
A proposal has been made for a Directive
that would extend the right to cross inter-
nal borders for short periods to all third-
country nationals, should this Directive be
passed it should enable any third-country
national to travel abroad for medical goods

and services.’

The actual impact of this extension of
personal scope

The ECJ has once again used its interpreta-
tive powers to step in and fill a social gap
that could not be plugged by the more
democratic institutions of the EU. There
are around 3 million Turks, 3 million
Central and Eastern Europeans, 2.5 million
Asians and 1.5 million Africans legally resi-
dent in the EU today. Germany and France
have the highest concentration of third-
country nationals. Germany contains
around 2 million Turks and substantial
numbers of Eastern Europeans, in 1991 of
the 91,000 Turks to enter the EU nearly
75,000 went to Germany. France has a sub-

* Algeria, Cyprus, Egypt, Israel, Jordan, the
Lebanon, Malta, Morocco, Palestine, Syria,
Tunisia and Turkey.
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stantial population of Moroccans and
Algerians and contains over 36% of the 4.8
million immigrants from the twelve non-
EU states surrounding the Mediterranean
(the ‘MED 12°%). Other States with exten-
sive third-country populations include the
Netherlands and Belgium.!®

Given that both Germany and France are
members of the Schengen Agreement and
that Turkish, Algerian and Moroccan
workers enjoy clear rights of equal access
to social security coverage according to EU
Agreements, the extension of the personal
scope of foreign medical treatment is likely
to be heavily felt in these states. As
Germany does not operate a reimburse-
ment system similar to that in Luxembourg
this might be an added reason for it to
attempt to restrict the application of Kohll
and Decker to such systems.

Despite the many uncertainties surround-
ing the decisions of Kohll and Decker, it is
clear that the ECJ has created a ‘hope’ of
medical treatment abroad for legally resi-
dent third-country nationals but first these
people must be covered by social health
care, entitled to travel and have enough
money to pay for their treatment up front.

The anthor would welcome any comments
or feedback from readers.

Email: Jason.Nickless@law.kulenven.ac.be.
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The European Union Single Market
in pharmaceuticals

Jorn Keck

“To date, the debate on the Single Market in pharmaceuticals

has, arguably, been characterised by considerable cantion on

the part of both the Member States and the industry... But it is

increasingly clear that — in practical as well as legal terms — the

Single Market will not somehow ‘stop at the front door’

of the Member State health systems.”

One of the more memorable analo-
gies that has been drawn about the
debate on the Single Market in phar-
maceuticals was made about ten
years ago and was an analogy with
the Echternach  procession.
Echternach is a small village that
nestles in the hills alongside the
Moselle. Once a year, pilgrims join
in a procession which requires them
to take two steps back for every
three they advance.

The debate on the Single Market in
pharmaceuticals has been around for
considerably less time than the
Echternach tradition. Nevertheless,
we are fast approaching the twenti-
eth anniversary of the first judge-
ments by the European Court of
Justice affirming pharmaceuticals are
part of the Single Market — which
helped to bring this issue onto the
agenda of those working in this field.
The debate has developed from there

with two broad impetuses:

e Firstly, a series of judgements
from the European Court of
Justice. One notes in passing that a
considerable amount of the case
law relating to the general opera-
tion of the Single Market has been
developed through cases brought
in the pharmaceutical sector;

Secondly, an uncertainty, particu-
larly on the part of the Member
States and the industry, about the
implications of a Single Market on
their respective interests.
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The Round Table process

It was against that background that
Commissioner Bangemann launched
his initiative to address some of
these concerns. It was perhaps
inevitable that this process would
have a large weight of hopes and
expectations loaded upon it — for
much was, and is, at stake in the
eventual outcome of these consider-
ations. In view of these expectations,
the process was launched under the
heading of “completing the Single
Market in pharmaceuticals”.

There have now been three Round
Table meetings — two in Frankfurt
and a third last December in Paris.
Contributions have come into the
process — notably in the form of two
reports by the ‘Frankfurt working
groups’ that were set up after the
first Round Table to prepare the
discussion in the second Round
Table and in the form of Council
Conclusions agreed by ministers
from the Member States in the
Internal Market Council in May
1998. This ministerial policy state-
ment prepared the way for the
Commission to set out its own poli-
cy stance on these issues which it did
in the form of a Communication on
the Single Market in Pharmaceuticals
which was agreed at the end of
November 1998. The papers relating
to the process, including the written
proceedings of the Round Tables
themselves, are all available on the

DGIII pharmaceuticals web site
(http://dg3.eudra.org).

The Communication has received a
broadly favourable response from
some parts of the pharmaceutical
industry, notably the sectors that
deal with older, generic, products
and those dealing with products
delivered without prescription
(‘over-the-counter’); together, these
interests account for substantial
parts of the pharmaceutical market
in Europe. However, no-one who
follows these issues regularly will be
unaware that the Communication
has raised strong concerns in certain
other parts of the pharmaceutical
industry — notably those with inter-
ests in research and development. A
number of criticisms have been made
by this part of the industry, notably
that the Communication was just “a
collection of cost-containment mea-
sures” with no concern for innova-
tion. These concerns were vocifer-

ously expressed at the Paris Round
Table.

Those who attend the Round Tables
feeling a little like the pilgrims at
Echternach might be forgiven for
thinking that little progress appears
to have been made in the process.
Summing up at the end of the third
Round Table, Commissioner
Bangemann highlighted a number of
key principles that all participants
can sign up to. But it was clear that
the Commissioner was right to
observe that, the moment the debate
moves beyond such broad state-
ments of intent, points of contact
and consensus between the parties to
the debate are still few and far
between. But one should be cautious
about judging that the absence of
progress against one set of expecta-
tions constitutes failure for the
whole process — not least because of
the considerable contribution that



the process has made to developing
greater understanding of the interests
and positions of all its participants.

The Commission

Communication on the Single
Market in pharmaceuticals
Much of the Communication itself
had been designed to bring out what
the Commission perceives as the
consensus in the views that have
been developed in the discussions
over the past couple of years. The
Communication also sought to set
out why a Single Market was impor-
tant in this sector — not just in order
to meet Treaty obligations but also
to improve the innovative and com-
petitive base for this sector within
Europe. The Communication high-
lighted the balance that has to be
drawn between industrial interests
and health care interests in this sec-
tor and established that the pressures
that are growing in Member State
budgets in this sector mean that the
industrial interest cannot be credibly
addressed by simply arguing for a
massive increase in expenditure on
pharmaceuticals. The Communica-
tion identified some key dynamics to
the pricing debate, notably that,
because aggregate expenditure has
both a price and a volume element,
the setting of low prices does not
necessarily mean a lower aggregate
expenditure on pharmaceuticals -
indeed, one of the fundamentals that
we are dealing with in these discus-
sions is that certain parts of the
European Union spend about as
much, or even more, per person on
pharmaceuticals as is spent even in
the United States and yet have had
relatively low prices for pharmaceu-
ticals. Finally, the Communication —
for the first time — establishes a clear
distinction between the Member
States' legitimate interests in ensur-
ing aggregate expenditure control
and the risk that they rely excessive-
ly on price-fixing as the means for
achieving this. Perhaps most radical-
ly, the Communication broached for
the first time the issue of pricing lib-
eralisation in this sector — setting out
the view that this was readily achiev-
able in the over-the-counter sector
but noting that, subject to an effec-
tive competitive structure, it could
be considered as a policy direction
also for the prescription sector.

A NEW APPROACH TO PHARMACEUTICAL POLICY IN EUROPE?

The Single Market project was thus
put into its full context in the
Communication. There has been
considerable progress in developing
the best systems for protecting intel-
lectual property and in providing the
potential for speedy access to the
market through the new systems for
issuing marketing authorisations —
and I am sure that the industry does
not begrudge us this! But the agenda
has still to be completed on the mar-
ket side where the Communication
notes that we still seem to be some
way from a Single Market which all
parties are comfortable with — but
that further developments have to be
in the integrating direction of the
Single Market, not moving further
from it.

In preparing the Communication,
the Commission had identified two
key issues that would benefit from
clarification at this stage. The first
was on parallel trade in pharmaceuti-
cals; the second was the value of
proposing some realistic policy para-
meters for these discussions, ensur-
ing that the debate focuses on devel-
opments that will be both credible to
the regulators and relevant to the
innovation interest.

On parallel trade, the Council con-
clusions in the Internal Market
Council specifically asked the
Commission to address in its
Communication “the question of the
price differentials between Member
States and the issue of parallel trade
in this sub-sector”. This the
Commission did, setting out some of
the convergence effects that parallel
trade can be expected to have — posi-
tive convergence effects in the
Commission's view and effects that
are reinforced by the increasing use
by Member States of techniques of
international reference pricing. It is
clear that, as far as prices are con-
cerned, these convergence effects are
two-fold — restraining at the higher-
priced end of the market, but mak-
ing it increasingly difficult to have
very low prices at the other end of
the market (this latter point is of
crucial importance as we look
towards the forthcoming Accessions
negotiations). The Commission tried
to make the presentation of parallel
trade balanced: in acknowledging its
potential benefits, it in no way chal-

lenged that it can be disruptive — and
that, in a situation of static prices, a
relatively small amount of the value
of parallel trade itself seems to
accrue to the consumer or health
care system. But the fundamental of
the Commission’s position has been
reconfirmed: parallel trade is part of
the pressures for change and for
integration within this sector.

On the issue of parameters for this
debate, the Communication has
helped to confirm that the
Commission is not arguing that it
should take over control of the man-
agement of their health care systems,
nor is it arguing that the “answer”
lies in major increases in aggregate
levels of expenditure on pharmaceu-
ticals. However, the Communication
does set out that there are a range
measures to improve the functioning
and transparency of the market that,
in different ways and in different
health care systems, can contribute
to more rational approaches to the
regulation of this sector and that
such an approach can help to address
legitimate concerns about the com-
petitiveness and long-term develop-
ment of this sector.

Next steps

Communications are not the last
word in any policy debate: it is
unlikely that the Commission's
Communication on the Single
Market in pharmaceuticals will mark
the end of this debate — it certainly
was not intended to. The European
Parliament has announced its inten-
tion to prepare a report on the
Communication; the Commission
hopes that the Council will wish to
return to this issue, possibly in the
context of the German Presidency.
The Commission has also signalled
its sense that a re-examination of the
Transparency Directive (the major
piece of Community legislation in
this area) appears to be becoming
timely.

The Single Market agenda — in any
sector — is as radical as the interests
in that sector wish it to be.
However, because it is a Treaty
obligation, it is not a negotiable part
of the regulatory infrastructure. The
"trick" is, therefore, to ensure that
the Single Market is harnessed to
help to deliver the fundamental
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objectives in this sector and to main-
tain thereby the international com-
petitiveness of the European phar-
maceutical industry. The
Commission's Communication
clearly acknowledges these objec-
tives — fundamental for both the
Member States and industry — that
have to be met if patients are to get
the pharmaceuticals they need, if
genuine innovation and added-value
is to be promoted and if budget con-
straints are to be met.

To date, the debate on the Single
Market in pharmaceuticals has,
arguably, been characterised by con-
siderable caution on the part of both
the Member States and the industry.
This is understandable - both
Member States and industry face
strong pressures to deliver demand-
ing short-term objectives. But it is

increasingly clear that — in practical
as well as legal terms — the Single
Market will not somehow ‘stop at
the front door’ of the Member State
health systems. Pressures are also
growing on pharmaceutical budgets
and yet there are signs that some-
times new products appear to be
taking a long time to get to patients
after being licensed. The question
that all participants in this debate
perhaps might now start considering
carefully is whether a less cautious,
more strategic, engagement in this
debate is needed. The realisation,
and acceptance, on the part of all
interests in this debate that the com-
petitive forces of the Single Market
are necessary for the long-term sur-
vival of an innovative, high-tech
pharmaceutical industry in Europe.
In the process, this will create win-
ners and losers within the industry,

could get us into the next stage of a
productive discussion. Such a discus-
sion may be an inevitable part of
promoting innovation and added-
value whilst at the same time helping
to meet budgetary constraints and to
ensure patient access. In the view of
the Commission, it is a discussion
that will have to be complemented
by a sustained effort by the Member
States to examine the extent to
which their purchasing functions
might be better aligned with com-
objectives:  the
Commission has undertaken to be

petitiveness

helpful in this endeavour. The twen-
tieth anniversary of the first ECJ
judgement affirming that pharma-
ceuticals are part of the Single
Market gives us good reason to
pause and think about these possibil-
ities more thoroughly.

Towards the Single Market in pharmaceuticals:
DG III's hopes and suggestions

Andrew Herxheimer

The European Commission has long
been worrying that “parts of the
pharmaceutical industry in the EU”
may be losing global competitive-
ness, and therefore wants to get on
with establishing the Single Market
in pharmaceuticals. The Communi-
cation it issued on November 25th is
a discussion paper describing the
needs and the problems, and outlin-
ing possible approaches to them.
The completion of the internal mar-
ket is seen as essential for “establish-
ing a stable and predictable environ-
ment [for the industry] in order to
protect the health of patients, to
ensure rapid access to the market
and to encourage rapid innovation.”

The Commission wants to ensure
that “patients and consumers have
access to the pharmaceuticals they
need, at affordable cost, and that
appropriate incentives are available
for innovation and industrial devel-
opment.” That does not sound at all
controversial, but two points raise
thorny questions. First, how are
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needs for particular pharmaceutical
products to be judged? The industry
has been spectacularly successful in
persuading consumers, patients and
health professionals that they need
products in many cases where this
need is far from clear. The marketing
skills and efforts of the industry are
enormous, while controls of promo-
tion are weak.

Second, what are appropriate incen-
tives for innovation? Up to now any
innovation has been regarded as a
good thing, but we really want to
encourage only useful ones, that is
products providing a significant
advantage over existing ones in
effectiveness, safety, acceptability or
cost. The current licensing system
does not require any such advantage
to be demonstrated, and the great
majority of patented pharmaceutical
innovations have not been shown to
have one.

The most interesting and construc-
tive idea put forward by the

Commission is its distinction
between the three different sectors in
the pharmaceutical market: the med-
icines available without prescription;
the out-of-patent prescription medi-
cines; and the in-patent medicines.

For non-prescription products the
removal of price controls would be
logical and easy, and would increase
competition. It “could reduce mar-
keting costs considerably by allow-
ing companies to benefit from the
economies of scale and scope that
could come from cross-border mar-
keting.” In the UK the Govern-
ment’s proposal to end retail price
maintenance has predictably led
community pharmacists to protest
that many would be bankrupted.
The obvious remedy would be to
pay them properly for their contri-
bution to the NHS in advising peo-
ple about medicines, provided that
steps are taken to ensure a high stan-

dard of advice.

For out-of-patent products, espe-



cially those sold by their generic
names, price competition already
exists; price control is unnecessary.
But transparent information about
the competing products is essential.
The Communication does not men-
tion generic non-prescription prod-
ucts (the most important are parac-
etamol and aspirin), presumably
because the self-medication industry
considers them commercially trivial
and hates them.

For patented products there is a ten-
sion between rewarding the innova-
tor and paying over the odds. To
make the product affordable and
accessible, the price should be relat-
ed to its likely therapeutic benefit.
Other aspects to be considered
include the scale of the need for the
product, and the prices of other
therapies for the same condition.
The Communication discusses refer-
ence pricing and the possibility of
de-listing or greater patient co-pay-
ment for certain products. Perhaps
public purchasers might also ask
themselves what further research is
needed to establish how the product
is best used, and how that research
will be funded. Contractual arrange-
ments could be made for the supply
of a range of drugs for several years
between a health service and a phar-
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maceutical company. This could
help both sides by providing lower
prices in exchange for long-term sta-
bility.

“The marketing skills and
efforts of the industry are
enormous, while controls of

promotion are weak.“

The paper was developed by DG III
with input from Commissioner
Bangemann’s Frankfurt Round
Tables — tripartite meetings between
“Member States, industrial interests
and the Commission.” It is not clear
whether any of the participants
knew much about health issues, but
the text of the Communication sug-
gests that none did. References to
health amount to no more than
superficial generalities, whereas
industrial and economic issues are
discussed in detail. The conclusion
does suggest that the next steps
might include dialogues “between
Member States and the major stake-
holders, including patients and con-
sumer associations”; but health pro-

fessionals are present only between
the lines.

The conclusion also cites the
Commission communication on the
development of public health policy
in the EU [COM(1998)230], which
recommends that “future work
should address and promote cooper-
ation on the evaluation of the thera-
peutic value of pharmaceuticals, in
particular in comparison to alterna-
tives, as well as the systematic collec-
tion and analysis of data on the utili-
sation of drugs and brands, especial-
ly prescription and consumption
patterns.” These points seem to have
been stuck on at the end: they have
not been integrated into the rest of
the document. One

whether DG V was even shown the
draft.

wonders

Finally the Communication notes
that the Commission could arrange a
discussion conference this year with
the current applicant countries on
the pharmaceutical market aspects of
accession “to ensure full understand-
ing of the challenges ahead”. If this
conference takes place, will it be
another industry-centred meeting
with no one competent to address
health issues? I very much hope that
will not be allowed to happen.

Development of the Single Market in
pharmaceuticals

Innovation, competitiveness and access should be the drivers of an
integrated health and industrial policy for Europe

Brian Ager

Pharmaceuticals, one of Europe’s
most heavily regulated products,
contribute hugely to human health
and economic growth. Yet in the last
decade, Europe’s pharmaceuntical
research capability has been
progressively eroded, as leading
edge research and development

(R&E D) outfits relocate to third
countries.

Up to early 1990, the European pharma-
ceutical industry was the world leader in
R&D and innovation. It then gradually lost
ground to the US until, in 1997, large US
corporations not only launched more new
chemical entities than EU ones, but also, on
average, had more products about to
emerge from the development pipeline. To
take the stark example of biotechnology-
derived medicines, 63% are now being
developed in the US, but only 25% in
Europe. In 1997, US firms in this field
employed 140,000 people compared to
40,000 in Europe.
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The best incentive for innovation remains a
competitive environment, free from state
intervention in the market. The mainstay of
the European pharmaceutical industry’s
long-term competitiveness is its ability to
pay for research and development. This
ability largely depends on the success of
products already on the market, and in par-
ticular on the attitude that Europe takes
towards innovative new products. In many
European countries, the launch prices of
patented products are constrained to a level
which, in some cases, makes it difficult to
generate a sufficient return to enable com-
panies to recoup all their research costs
before the patent expires. This is a root
cause of the steady erosion of European
pharmaceutical industry competitiveness.

The European pharmaceutical industry
faces a patchwork of national laws on pric-
ing and reimbursement that act as a disin-
centive to innovation. Europe is slow to
take up new medicines, and access to them
is unequal: it varies from country to coun-
try and thus from citizen to citizen. A
recent study shows that there are three or
even four years’ delay before new medi-
cines are available on some markets. Prices
are being forced into a downward spiral
within Member States, and this is then
exacerbated further downwards by arbi-
trage, where the lowest price fixed in one
country is exported to the others.

Whilst acknowledging the legitimacy of
measures taken by national governments to
contain pharmaceutical spending,
Commissioner Bangemann, anxious that
the consolidation of pharmaceutical indus-
try competitiveness could suffer, three
years ago initiated a Round Table tripartite
dialogue bringing together representatives
from EU Member States, European institu-
tions, and industry.

At the heart of the process was the very
fact that the European pharmaceutical
industry was caught between two contra-
dictory approaches. On one side, the phar-
maceutical market remains fragmented by

“... the launch prices of patented products are constrained

to a level which...makes it difficult to generate a sufficient

return to enable companies to recoup all their research

costs before the patent expires. This is a root cause of the

steady erosion of European pharmaceutical industry

competitiveness.”
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divergent Member State policies and heavy
regulation on the industry, which prevents
the completion of the Single Market in
pharmaceuticals. On the other, the
Commission defends the free movement of
goods principle as the priority objective of
the Treaty and applies it unconditionally to
the pharmaceutical market.

The three key issues to be discussed within
the tripartite process could be summarised
as follows: to what extent could the
European pharmaceutical market be
considered as a Single Market, driven by
market forces? What should be done to
make Europe an attractive place for R&D
and innovation? What should the next

steps towards completing the Single Market
be?

At the third tripartite Round Table on
Completing the Single Market in
Pharmaceuticals, on December 7th 1998,
the research-driven pharmaceutical indus-
try in Europe expressed its disappointment
that these fundamental issues no longer
seem to be driving the political agenda.
Participants took note of the lack of
progress towards the pharmaceutical
market deregulation required to secure the
competitiveness of the EU industry.
Industry’s comments come against the
background  of the  European
Commission’s Communication on
Completing the Single Market for
Pharmaceuticals, which was approved in
haste in the last week of November 1998,
without giving interested parties the oppor-
tunity to comment on its policy orienta-
tions.

It is no secret that the industry considers
that the Communication is unsatisfactory
as an industrial policy document and is
therefore an unsuitable platform for con-
tinuing the dialogue within the tripartite
process started back in 1996. In fact, it even
seems to endorse added regulation by
Member States, which is not within the
Commission’s competence.

An earlier version of the text was widely
circulated in October 1998. Industry wel-
comed this in as much as it sought deregu-
lation in all areas where market forces make
it possible to attain interested parties’
objectives. It also paved the way for possi-
ble solutions (as requested in the May 18th
1998 Internal Market Council mandate), to
existing tensions in those segments where
deregulation cannot be implemented
overnight. The industry considers that lib-
eralisation should precede, or at least be
introduced simultaneously with, any safe-



guard measures that may prove necessary
to avoid slip-ups and also that solutions
should be outlined to reduce existing ten-
sions for the market segments where price
controls cannot be relaxed overnight.

Neither the Communication nor the 1998
Round Table conclusions proposed initia-
tives which would support R&D leading to
innovation, a process which would liber-
alise the market and make the pharmaceuti-
cal industry more competitive, and ensure
speedy and equal access to innovative med-
icines for all European patients.

The industry reiterates the importance it
attaches to the dialogue. It supports the
creation of a Single Market in medicines,
which can only function successfully if
competitive mechanisms play their proper
place in delivering value to the healthcare
providers. No industry can compete suc-
cessfully in global markets unless condi-
tions in its domestic market support com-
petitiveness. Not only do the lack of such
conditions undermine industry, but they
invariably lead to additional public expen-
diture burdens.

The experience of more competitive
mechanisms in sectors such as energy,
telecommunications, and transport has
proven to be successful. Not only do
European citizens have more rapid access
at ‘lower’ cost to basic necessities, but pro-
gressive liberalisation has enhanced the
competitiveness of Europe in these fields.
We should apply the lessons learnt to the
pharmaceutical sector.

As clearly stated by EFPIA President,
Jorge Gallardo, at the Round Table:
“Industry accepts that it must shoulder the
responsibilities for social solidarity, which
is part of the social charter in European
health care. It is though in the interest of
no one that this industry becomes a public
utility. It is a source of frustration for this
industry that, in the midst of evidence of
the benefits of liberalisation in many other
sectors, policy in pharmaceuticals remains
driven by over-regulation”.

The pharmaceutical industry strongly
believes that time has come for Europe to
act to foster new technologies, if
Community and national authorities gen-
uinely wish to make Europe a more attrac-
tive investment location for pharmaceutical
R&D. At this very moment this industry
has the opportunity to benefit from revolu-
tionary advances in basic research under-
pinning the discovery of new medicines.
There is nothing in the current national and
Community policy framework that
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“The industry considers that future discussions should
be oriented towards an industrial policy strategy which
enhances innovation, competition and patient access to
medicines. This is the only way to secure the global

competitiveness of the European pharmaceutical

industry.”

encourages this innovative wave, and yet it
is vital that Europe is part of these develop-
ments. It is not enough to spend money on
basic sciences; it is necessary to create a
market place which recognises the value of
innovation.

The objective of the discussions should be
to reconcile the question of affordable
access to medicines with the need to secure
sufficient funding for research and develop-
ment on the one hand, and on the other the
need to meet Member States’ public health
and social security objectives. Although the
Round Table participants confirmed their
commitment to these three fundamental
principles, the Round Table conclusions
did not give full consideration to these fun-
damental principles in the sense that they
do not clearly recognise the need to address
the tensions as identified by the May 1998
Internal Market Council. The industry
considers that future discussions should be
oriented towards an industrial policy strat-
egy which enhances innovation, competi-
tion and patient access to medicines. This is
the only way to secure the global competi-
tiveness of the European pharmaceutical
industry.

The scope of future discussions should
include topics that effectively address the
following issues:

® Market access and delays in making new
products available to patients;

e The liberalisation of the OTC market
and the impact of e-commerce in this
segment;

* How to exercise flexibility for managed
price products, within the law, to inhibit
the most distortive effects of arbitrage;

® Bring forward plans for progressive lib-
eralisation of the pharmaceutical market,
recognising the different patterns and
pace of development in the different sub-
sectors as identified in the May 18th 1998
Internal Market Council conclusions.
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HEALTH AND SOCIAL INEQUALITIES

Tackling inequalities in health:
how can we learn what works?

The British Labour Government came to power in May
1997 with a manifesto commitment to tackle inequalities in
health. Within a few months of the election there was clear
evidence of a significant change of direction from the
previous Government.

In June the Prime Minister acknowledged
the link between poverty and health and
announced an ‘Independent Inquiry into
Inequalities in Health’. In July the new
Minister for Public Health set out her
vision for a new health strategy for
England with tackling health inequalities at
its heart. The resulting Green Paper ‘Our
Healthier Nation’ was published in
February 1998. It had two central aims, one
of which was “to improve the health of the
worse off in society and to narrow the
i health gap”. It emphasised the social causes
Michaela of ill health and acknowledged that “tack-
Benzeval ling inequalities in general i.s Fhe .best means
of tackling health inequalities in particu-
lar”. Two sets of policies are therefore vital
to this endeavour: general social policies to
tackle social exclusion and poverty, and
specific local health policies aimed at fur-
ther reducing health inequalities.!

New Labour’s strategy

Labour’s strategy to tackle social exclusion
ranges across a wide spectrum of policies,
coordinated and reinforced by the work of
the new Social Exclusion Unit. In their first
18 months in Government, they introduced
policies that aim to: improve education and
child care; create employment opportuni-
ties; tackle low wages; invest in new and

ineqzmlities n health improved social housing; regenerate and
rebuild local neighbourhoods; reduce crime

“.. the Government

has made tackling

a /eey amm oft/)e and disorder; increase benefit levels for
N families with children and pensioners; and
NHS. improve the uptake of benefits. Obviously

Labour’s strategy is not without its prob-
lems.! Nevertheless, they have introduced a
range of policies that previous research
suggested should be a central part of any
agenda for action to tackle inequalities in

health.2

At the local level, it has been argued that
the NHS (UK National Health Service)
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needs to develop policies in three main
areas? to play its part in tackling health
inequalities, by:

e ensuring resources are distributed in rela-
tion to need;

e responding appropriately to the health
care needs of different social groups;

e taking the lead in encouraging a wider
and more strategic approach to healthy
public policies.

Again, New Labour has made progress in
all of these areas. In relation to resource
allocation they have addressed some of the
more immediate problems with the formula
to allocate resources to hospital and com-
munity services, and announced a major
review of all resource allocation mecha-
nisms across the health care sector. The
‘New NHS’ White Paper introduced a
much broader approach to performance
management that emphasises the impor-
tance of both fair access and health
improvement alongside concerns about
efficiency and effectiveness. Finally, and
perhaps most importantly, the Government
has made tackling inequalities in health a
key aim of the NHS.

The ‘New NHS’ White Paper gave health
authorities the lead responsibility for
working with other agencies to tackle
health inequalities. “The National Priorities
Guidance for 1999 to 2001’ made tackling
inequalities in health one of three share pri-
orities for action between health and local
authorities. In addition, the Government
established ‘Health Action Zones’, initially
in 11 areas, now extended to a further 15,
to act as ‘trail blazers, leading the way in
modernising services and tackling health
inequalities’. While in their infancy,
‘Health Action Zones’ are setting them-
selves tough goals in relation to reducing
health inequalities and introducing a range
of innovative initiatives in housing,
employment, education, access to healthy
lifestyles, transport, neighbourhood regen-
eration, community empowerment and
health and social care to achieve these.



Independent Inquiry into Inequalities
in Health

Simultaneously with this rapidly moving
policy agenda, Sir Donald Acheson was
asked, in July 1997, to chair an
Independent Inquiry into Inequalities in
Health to “identify priority areas for future
policy development...to reduce health
inequalities”.? The Inquiry’s report, which
was published in November 1998, is a com-
prehensive synthesis of the latest scientific
evidence on a wide range of topics that
affect people’s health, with 39 main recom-
mendations — see box for examples. From
these, the Inquiry Committee argued that
three were crucial:

e All policies likely to have an impact on
health should be evaluated in terms of
their impact on health inequalities;

e A high priority should be given to the
health of families with children;

e Further steps should be taken to reduce
income inequalities and improve the liv-
ing standards of poor households.

The general thrust of the Inquiry’s recom-
mendations is broadly consistent with
those in the Black report,* the King’s
Fund’s ‘Agenda for action’? and the current
Government’s strategy. The Inquiry, there-
fore, confirmed the main areas of policy
development required to reduce health
inequalities. However, the scope of the
Report was very broad and most of the rec-
ommendations were specified at a high
level of generality and not directly related
to the current Government’s activities,
making it difficult to translate it quickly
into specific policy action. Further analysis
is required, therefore, to identify the key
gaps in New Labour’s strategy, to assess
the investment required to fill them and to
debate the relative priorities and opportu-
nity cost of doing so. Alongside this analy-
sis, however, there also needs to be a much
greater emphasis on developing a new evi-
dence base to inform policy makers about
which particular interventions are most
effective in reducing health inequalities.

New policy learning

In every area that policy development is
required a range of interventions are possi-
ble. Much more focused research is needed
to identify which particular interventions
are most effective in different situations.
For example, what kinds of pre-school
education, crime prevention, housing
improvements, neighbourhood regenera-
tion schemes, healthy workplace initiatives,
employment generation activities and
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health services are most appropriate for
which groups of the population in what
circumstances? Such questions require a
new approach to evaluation that aims to
maximise the potential for policy learning
from the introduction of community-based
social programmes in different contexts.

Social programmes operate in complex
open systems and frequently evolve and
adapt with changing circumstances. Yet
traditional forms of evaluation are ill
equipped to learn from interventions when
the external environment cannot be held
constant, suitable controls are unavailable
and the interventions change over time.
What is required is a new approach to poli-
cy evaluation that addresses these problems
by studying the interaction of specific
mechanisms with different contexts which
together result in particular outcomes.

In the North American literature5 such an
approach is based on identifying the theo-
ries of change or logic models that under-
pin the rationale for introducing a particu-
lar intervention in a specific context. In the
UK, this approach to realistic evaluation®
requires the a priori specification of con-
text-mechanism-outcome configurations to
assess what works for whom in what cir-
cumstances. By prospectively identifying

¥ The provision of additional resources for schools serving children from
less well off groups.

¥ The further development of high quality pre-school education so that it
meets, in particular, the needs of disadvantaged families.

¥ Policies which improve the opportunities for work and which ameliorate
the health consequences of unemployment.

¥ Policies to improve the quality of jobs, and reduce psychosocial work
hazards.

¥ Policies which improve the availability of social housing.

to create a safe environment for people to live in.
¥ The further development of a high quality public transport system.

¥ Policies which will increase the availability and accessibility of foodstuffs
to supply an adequate and affordable diet.

¥ Policies which promote the adoption of healthier lifestyles particularly in
respect of factors which show a strong social gradient in prevalence or
consequences.

¥ The needs of minority ethnic groups are specifically considered in the
development and implementation of policies aimed at reducing socio-
economic inequalities.

women.

the governing principle of all policies in the NHS.

SELECTED RECOMMENDATIONS FROM THE ACHESON REPORT 3

¥ The development of policies to reduce the fear of crime and violence, and

¥ Policies which reduce disability and ameliorate its consequences in older

¥ Providing equitable access to effective care in relation to need should be
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“There is real
commitment and
enthusiasm around the
country to put
substantial effort into
tackling inequalities in
health. This must be
supported by
appropriate investment
in developing an

evidence base to learn

what works.”

Johan P.
Mackenbach

Anton E. Kunst

the detailed steps that key stakeholders
expect to occur between their chosen inter-
vention in their context and their final out-
comes, evaluators are better able to
attribute the observed impact to particular
policy interventions. Evaluators can
observe whether activities are implemented
as expected and early outcomes are
achieved, and whether other contextual
shifts can account for observed changes.
While not proving causal relationships,
such analyses allow constructive policy
learning to be generated by gaining a much
better understanding of how interventions
interact with contexts to change relevant
outcomes. Moreover, if a programme devi-
ates from its expected goal, the reasons for
this can be explored and used to refine the
intervention and generate more effective
policy action in the future.

There is real commitment and enthusiasm
around the country to put substantial effort
into tackling inequalities in health. This
must be supported by appropriate invest-
ment in developing an evidence base to
learn what works. Only in this way can we
make real progress in reducing health
inequalities.
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Socioeconomic inequalities
in health in Europe

Socioeconomic inequalities in health, i.e. systematic differences in mor-
bidity and mortality rates between those with a lower and a higher
socioeconomic status, have been found in all countries with available
data. Most studies, however, have focussed on the situation in one par-
ticular country and/or for one particular health measure, and an over-
all picture of the situation in Europe has until now been lacking.

A Concerted Action funded by the
Biomed-programme of the European
Union has produced an overview of socio-
economic inequalities in morbidity and
mortality in 13 Western European and
three Central and Eastern European coun-
tries, based on comparable data and stan-
dard methods of analysis: Czech Republic,
Denmark, Estonia, Finland, France,
Germany, Great Britain, Hungary, Ireland,
Italy, Netherlands, Norway, Portugal,
Spain, Sweden, Switzerland. For compara-
tive purposes the United States of America
have been added to some of the analyses as
well. The analyses cover the period
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1985-1992 (morbidity) and the period
1980-1990 (mortality).

The results of this study have been report-
ed in a four-volume report, 13 published
scientific papers (with several more in the
pipe-line), and two doctoral theses. In this
contribution to eurohealth we will high-
light some of the most notable findings.

Socioeconomic inequalities in
morbidity

All countries participating in this study
have health interview, level of living or
multi-purpose surveys with questions on



both socioeconomic status (education,
occupation, income) and health (e.g. self-
assessed health, chronic conditions, disabil-
ity). Analysis of these data shows that
inequalities in self-reported morbidity are
substantial everywhere and always in the
same direction: persons with a lower
socioeconomic status have higher morbidi-
ty risks.

Within Western Europe the risk of ill-
health is 1.5 to 2.5 times higher in the lower
half of the socioeconomic distribution as
compared to the upper half. For example,
in Sweden the risk of chronic conditions is
1.85 times higher among men with primary
or lower secondary education as compared
to men with higher secondary or tertiary
education. When the extremes of the
socioeconomic distribution are compared,
as in Figure 1, the size of the inequalities
becomes even more dramatic. Substantial
inequalities in health are found in all coun-
tries participating in this study, from Spain
to Finland and from Great Britain to Italy,
underscoring the tremendous importance

of this public health problem.

Surprisingly, inequalities in self-reported
morbidity are not smaller in the Nordic
countries, with their long histories of egali-
tarian socioeconomic and health care poli-
cies, than in other European countries. On
the contrary, there is a tendency for
inequalities to be relatively large in Sweden,
Norway and Denmark, although there are
some exceptions to this general pattern. For
example, Sweden has relatively large
inequalities in self-reported morbidity by
educational level and by occupational class,
but relatively small inequalities by income
level, suggesting that welfare policies may
affect one dimension of socioeconomic
inequalities in health while leaving others
untouched.

In the Czech Republic, Estonia and
Hungary, similar results were found: in
many cases, survey respondents with a low
socioeconomic status had a two-times
higher risk of morbidity than respondents
with a high socioeconomic status. Socio-
economic inequalities in self-reported mor-
bidity were about equally large in these
Central and Eastern European countries as
in most Western European countries.
These data are the first to show the relative
position of these former socialist countries
on the health inequalities league, and are
therefore an important addition to our
knowledge. It is important to note, howev-
er, that the data reflect the situation shortly
before and around the fall of the Soviet
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Figure 1

DIFFERENCES IN PERCEIVED GENERAL HEALTH BY LEVEL OF
EDUCATION AMONG MEN AGED 25—69

Relative index
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empire and there may well have been
increases in the size of health inequalities
since then.

Socioeconomic inequalities in
mortality

For mortality, the harder bur rarer out-
come measure, similar results were
obtained. Socioeconomic inequalities in
mortality of considerable magnitude were
found in all Western European countries
with available and comparable data. For
example, the excess risk of premature mor-
tality among middle-aged men in manual
occupations as compared to non-manual
occupations ranged between 33 and 71%.
Inequalities in mortality were largest in
France, followed by Finland (Figure 2).
Again, there is no evidence for smaller
inequalities in the Nordic countries,

“Substantial
inequalities in health
are found in all coun-
tries...from Spain to
Finland and from
Great Britain to Italy,
underscoring the
tremendous impor-
tance of this public

health problem.”

Figure 2

DIFFERENCES IN MORTALITY BY OCCUPATIONAL CLASS AMONG MEN

AGED 45-59 YEARS
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“Surprisingly, inequal-
ities in self-reported
morbidity are not
smaller in the Nordic
countries, with their
long histories of egali-
tarian soci0economic
and health care
policies, than in other

European countries.”

although Sweden has rather low absolute
inequalities in mortality, due its low aver-
age death rates.

One of the advantages of mortality data is
that they permit a breakdown by cause of
death, which may help in identifying possi-
ble backgrounds of inequalities in mortali-
ty. An analysis by cause of death reveals a
striking north-south pattern within
Western Europe. In the Nordic countries
and in England/Wales and Ireland, socio-
economic inequalities in mortality are
largely due to an excess risk of cardiovascu-
lar diseases in the lower socioeconomic
groups. In France, Switzerland, Italy, Spain
and Portugal cardiovascular diseases
account for a small fraction of the higher
risks of premature mortality in the lower
socioeconomic groups only, while cancers
(except lung cancer) and gastrointestinal
diseases (such as liver cirrhosis) have a very
large share in these excess risks. These data
suggest that explanations are likely to be
different in the north and in the south of
Europe: cardiovascular risk factors such as
smoking and intake of animal fat are likely
to be important in the north, excessive
alcohol consumption in the south.

In the Czech Republic and Estonia
inequalities in mortality tended to be larger
than in most Western European countries.
The real outlier, however, is Hungary
which had by far the largest inequalities in
mortality among the countries included in
this study. The risk of dying among mid-
dle-aged men was 165% higher in manual
than in non-manual occupations. These
very large relative differences combine with

OR low versus high
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DIFFERENCES IN THE PREVALENCE OF SMOKING BETWEEN LOWER AND
HIGHER EDUCATED WOMEN AGED 20—74 YEARS

NOR SWE FIN DENGBR IRE NET BEL GER SWI FRA ITA SPA POR GRE

[ Eurobarometer surveys
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the high average death rates in Hungary to
form extremely large absolute differences
in mortality between the higher and lower
socioeconomic groups. These elevated risks

of dying apply to a wide range of causes of
death.

In the United States, substantial inequali-
ties in mortality were seen as well, but the
size of these inequalities was not clearly
different from those observed in Western
Europe. In view of the variations observed
within Europe, it is tempting to speculate
that the heterogeneity of the United States
population, with its immigrants from all
parts of Europe as well as from many other
parts of the world, has averaged out the
experience of subpopulations with larger
and smaller inequalities in mortality.

Explanations

Although most of the Concerted Action
focussed on the analysis of morbidity and
mortality data, a limited attempt was made
to obtain data on socioeconomic inequali-
ties in risk factors for morbidity and
mortality as well. Many health interview,
level of living and multi-purpose surveys
contain questions on smoking, alcohol
consumption, body weight and other risk
factors. The Eurobarometer surveys also
turned out to be a useful source of infor-
mation.

The most striking results were obtained for
smoking where a clear north-south gradi-
ent was observed. In the north of Europe,
e.g. Great Britain, Norway and Sweden,
large inequalities in smoking were found,
both among men and among women, with
the highest rates of smoking invariably in
the lowest socioeconomic groups (Figure
3). In the south of Europe, however, e.g.
France, Italy, Spain and Portugal, inequali-
ties in smoking were smaller and less con-
sistent. Among younger men, higher rates
of smoking were generally found in the
lower socioeconomic groups, but not so for
middle-aged men; for women inverse pat-
terns, with higher rates of smoking in the
higher socioeconomic groups, were found.
We found a strong correlation between
inequalities in smoking on the one hand,
and inequalities in cardiovascular disease
mortality on the other hand. This suggests
that the larger inequalities in cardiovascular
disease mortality in the north of Europe are
at least partly due to larger inequalities in
smoking. If this is true, then the same rea-
soning applies to the relatively large
inequalities in total mortality in the north
of Europe: these may also be partly due to
the stronger social patterning of smoking



behaviour.

Of course smoking is not the whole story.
One of the main findings in this study is
that inequalities in mortality may not have
the same explanation in all countries.
Smoking is likely to be important in the
north of Europe, while excessive alcohol
consumption is likely to be an important
contributor to socioeconomic inequalities
in mortality in the south of Europe. But
these are only ‘downstream’ causal factors:
the higher rates of smoking or excessive
alcohol consumption in the lower socio-
economic groups also ask for an explana-
tion. The truly remarkable finding is that
despite the different roles of specific risk
factors, the higher socioeconomic groups
manage to have lower death rates both in
the north and in the south of Europe. This
suggests that there are other, ‘upstream’
causal factors, such as material living condi-
tions or psychosocial factors, which oper-
ate similarly everywhere.

Smoking is not the whole story, and it is
also an unfinished story. There is evidence,
both from the age-patterns of smoking in
our study and from findings in national
studies of the ‘smoking epidemic’, that the
higher socioeconomic groups are simply
ahead of the lower socioeconomic groups
in their smoking behaviour. Decades ago,
the higher socioeconomic groups started
the habit, and during the 1960s and 1970s
they were also the first to stop. That is, in
the north of Europe, not in the south
where the epidemic still seems to be in its
early phases. It is likely that the large
inequalities in smoking in the north of
Europe represent a later stage in the smok-
ing epidemic, and that in the course of time
similar inequalities in smoking will develop
in the south. The same may apply to other
cardiovascular risk factors.

If this is true, it is also unfair to judge the
effectiveness of egalitarian socioeconomic
and health care policies on the basis of a
cross-sectional comparison of inequalities
in health in different countries. Such a
comparison is likely to be biased by the
different stages of epidemiological develop-
ment countries find themselves in. In the
north of Europe, the effect of egalitarian
policies may have been undone by the
advanced stage of the smoking epidemic
(and similar developments for other cardio-
vascular risk factors). Similarly, the south
of Europe may have been relatively pro-
tected from larger inequalities in health
because cardiovascular risk factors had not
yet become strongly socially patterned.

HEALTH AND SOCIAL INEQUALITIES

Perhaps one should study the effect of egal-
itarian policies on inequalities in health tak-
ing data applying to the same ‘epidemio-
logical time’, instead of to the same calen-
dar time.

Conclusions

This study, of which only a few highlights
could be presented, clearly shows the
potential for comparative studies within
Europe — a huge population laboratory
which, as long as some diversity exists, may
help us to understand the determinants of
complex phenomena like socioeconomic
inequalities in health as well as many oth-
ers. We hope that the Fifth Framework
Programme will support and stimulate such
comparative work as did its predecessor,
and that it will be possible to update and
refine these analyses as soon as data for the
1990s become available.
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Inequalities in health

“In spite of the

improvements in
standards of life and in
state provision for those
in greatest need, the
inequalities that exist
are unacceptable at the
end of the rwentieth

»
century.

For the past 30 years
there have been many
reports and research
papers on inequalities in
health. This has been of

particular concern in
Britain and in Scandinavia. Despite
the provision of free health care and
improvements in welfare benefits,

inequalities persist.

The paper by Mackenbach and Kunst (see
pages 31-34) documents clearly these
inequalities in health in several European
countries, as well as the United States. It is
particularly welcome as they include the
findings in three former Eastern European
countries (Czech Republic, Estonia and
Hungary), and include the former German
Democratic Republic. Such research was
unacceptable in these countries before
1989. The European studies explore some
of the possible underlying reasons for the
differences in levels of health (measured by
morbidity and mortality) and demonstrate
widely varying differences between regions
as well as different causes of illness.

Benzeval (see pages 29-31) comments opti-
mistically on the changes in policy which
have occurred in Britain since the changes
in government in May 1997. It is too early
to show whether a change in rhetoric can
produce results.

It is regrettable that so much of current
research and policy relies on current work
and philosophies without references to
experience in the past. The connection
between poverty levels and health was
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Commentary by Walter W. Holland

obvious in the 19th century. In the inter-
war period (1918-1939) the problem was
still with us — but different and more diffi-
cult to disentangle. The effects of depriva-
tion were not so obvious. Although there
were some attempts by the Chief Medical
Officer, at that time Newman, to undertake
a variety of studies, these led to little
progress.! It was left to a local Medical
Officer of Health, Dr. G.C. M’Gonigle, in
Stockton-on-Tees, to address this issue in a
consistent, thorough way. His study con-
cluded, “that the increased mortality was
associated with dietary deficiencies”.? This
is not the place to describe this in any
detail, but it is noteworthy that this local
study was sufficiently persuasive to influ-
ence policy on nutrition and rationing dur-
ing the Second World War — which is con-
sidered, by some, to have been the major
reason for health improvements in
Britain.3*

Benzeval, in her article, comments that cur-
rent policies of NHS Resource Allocation
are an advance because they include a
‘deprivation factor’. I differ from this view
as it illustrates the policy problem. The
original RAWP formula deliberately did
not include such a factor because it was not
considered that clinical service redistribu-
tion would have a great effect on disease
incidence — all it could do would be to
improve access. It was considered that it
would be used as a ‘sticking plaster’ by
governments — investment in housing, envi-
ronment, employment etc. are far more
expensive and are the underlying causes of
health inequalities. If health service alloca-
tions included a deprivation factor govern-
ments could claim that they were address-
ing the problem.>® How right we were!



It is true that there has been a major change
in rhetoric — but even that is ambiguous. In
considering what needs to be done the
word “may” is used in the government’s
Green Paper on Health - not ©
Although many activities and special units
have been created, it is unfortunate that the
lessons of the past have not been learnt.

will”.

There are several examples which illustrate
this discrepancy between rhetoric and pos-
sible action.

Most people believe that actions during
childhood are particularly important in
reducing health inequalities. Health visitors
were specifically recruited and trained in
order to help families to have optimal ser-
vices during childhood. But it is this group
of professionals, which continues to be at
risk from cuts, rationalisation and reorgani-
sation — without any consideration of what
they can contribute to the health of chil-
dren, or the elderly, particularly in inner
city areas. Similarly there are discrepancies
between ‘central’ rhetoric and local action
in the provision of family planning services.
In the 1970s it was found that large, poor
families could not utilise the centres pro-
vided, but were helped greatly by domicil-
iary family planning services. I have seen
no sign of this being revived.

All reports on health inequalities are con-
cerned with smoking habits. Obviously
there are two possible strategies — to help
people give up, which is being addressed,
but more importantly to stop children
from starting to smoke. There are refer-
ences to healthy schools, which are very
worthy, but there appears to be little
appreciation that in order to stop children
from starting to smoke, education has to
begin in primary schools, and in order to
have any likelihood of effect this involves a
change in the curriculum — which must
help in the development of self-reliance,
decision making and biology - rather than
role learning or the threat of doom in later

years.”8

The disparity between words and action is
also illustrated at older ages in relation to
specific clinical policies. In early docu-
ments from the present government,
stroke, the commonest cause of disability
and the third commonest cause of death
was specifically mentioned. Services for
this group of the population can be
effective both in prevention (particularly
blood pressure control in those aged more
than sixty-five) as well as treatment, includ-
ing rehabilitation, if provided in an organ-
ised manner. Yet current policies exclude
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those aged more than sixty-five, and the
priorities for stroke have been dropped.
Cynics consider that this is because of the
costs, but at least 50% of the population do
not receive optimal, effective services for
this condition.

To tackle the problems of inequalities in
health we do not need more national work-
ing parties or research projects. We need
specific investigations at local levels to
tackle the inequalities, barriers and prob-
lems that exist, reinforced by national ini-
tiatives that actually do something rather
than promise action. Current policies and
actions at all levels appear to be more con-
cerned with rationalisation and reorganisa-
tion of services and structures leading to
reduction of services at local level, particu-
larly for those in greatest need, and to less
coordination. Only if we heed the call for
action which has been shown effective have
we any hope of reducing these inequalities
in levels of health. Above all we must act to
reduce poverty which stands out as a factor
of major impact on health. In spite of the
improvements in standards of life and in
state provision for those in greatest need,
the inequalities that exist are unacceptable
at the end of the twentieth century.

REFERENCES

1. Holland WW, Stewart S. Public Health,
the Vision and the Challenge. London:
Nuffield Trust, 1998.

2. M’Gonigle GCM. Poverty and Public
Health. London: Victor Gollancz, 1936.

3. Burnett J. Plenty and Want: A Social
History of Diet in England from 1815 to the
Present Day. London: Nelson, 1966.

4. Charlton J, Quaife K Trends in diet in
1841-1994. In: Charlton J, Murphy M (Eds).
The Health of Adult Britain 1941-1994.
London: HMSO, 1997.

5. Department of Health and Social Security.
Sharing Resources for Health in England.
London: HMSO, 1976.

6. Holland WW. The RAWP review: pious
popes. The Lancet 1986;2:1087-90.

7. Murray M, Jarrett L, Swan AV, Ruman R.
Smoking Amongst Young Adults. Aldershot:
Avebury, 1988.

8. Swan AV, Murray M, Jarret L. Smoking
Behaviour from Pre-adolescence to Young
Adulthood. Aldershot: Avebury, 1991.

“We need specific
investigations at local
levels to tackle the
inequalities, barriers
and problems that
exist, reinforced by
national initiatives
that actually do some-
thing rather than

promise action.”

eurohealth Vol 5 No 1 Spring 1999 36



HEALTH TECHNOLOGY ASSESSMENT IN EUROPE

Health technology
assessment in the
European Union

Recognising that critical health policy issues needed to be
faced, in November 1991 the Ministers of Health of the
European Union countries adopted a resolution on funda-
mental health policy choices. They indicated that closer
cooperation and collaboration between Member States was
both desirable and necessary. The Ministers identified one
important issue: “value for money in health care.” They also
identified health technology assessment (HTA) as a key tool
to improve the management of scarce health care resonrces.
Within this field, clinical health care technology is defined
broadly as the pharmaceuticals, devices, and medical and
surgical procedures offered by the health care system, includ-
ing such complex technologies as intensive care.

Health policy challenges in Europe
To quote Commissioner Flynn of the
European Commission, health policies in
Europe are “at a critical juncture. On the
one hand, there are enormous challenges to
be overcome: demographic changes,
increasing population mobility, growing
social exclusion, costly new therapeutic
techniques and rising public demands and
expectations are all combining to place
mounting pressure on service provision,
and are doing so at a time when public
spending is under tight constraints.”

Perhaps demographic changes, with the
ageing of the population of Europe and
associated rising rates of chronic disease and
dependence, is the greatest policy challenge
to policy makers and managers in Europe.
Hand in hand with ageing, the demands of
the population for accessible and effective
health care are increasing. Such demands are
fuelled by rapid developments in health
technology, including those in biotechnolo-
gy and genetics, more reliable and smaller
medical equipment and devices, and health
care informatics and telematics. These fac-
tors and others have stimulated rising
expenditures for health care, putting severe
pressure on health budgets.

While health care has become increasingly
effective during recent decades, evidence
has gradually emerged of substantial inef-
fective technology, as well as overuse and

Ml
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inappropriate use of health technology.
This evidence has stimulated a debate on
health care reforms and has also stimulated
development of the field of health technol-
ogy assessment (HTA). HTA can help pol-
icy makers, managers, clinicians, and the
general public to make difficult choices in
health care.

Health Technology Assessment

Now about 20 years old, the HTA field
developed as a tool for policy makers to
help shape the course of technological
change in health care.

HTA began to develop in Europe in the
early 1970s, with studies of expensive med-
ical devices in several European countries,
notably Sweden.! The Swedish Planning
and Rationalization Institute (SPRI) began
studies of the then-new computer tomogra-
phy (CT) scanner in 1972, then developed a
series of studies of the implications of
health technology. Other countries also
studied the CT scanner and other technolo-
gies. By the mid-1980s, Catalonia (Spain),
France, the United Kingdom, the
Netherlands, and Denmark had all begun
to carry out such studies and to use the
term ‘technology assessment’ to describe
their work. By early 1998, six of the fifteen
EU Member States had formal national
programmes in HTA, and other countries
were planning or considering the establish-
ment of such programmes.

At the same time, other approaches have
been evolving to address problems of inef-
fective and cost-ineffective health care. The
Cochrane Collaboration, a worldwide net-
work of centres and people, is critically
reviewing the literature concerning a wide
variety of health care interventions to pro-
duce the evidence needed to improve health
policy and practice. The evidence-based
medicine (EBM) movement, led by clini-
cians and clinical epidemiologists, is linking
evidence to health care practice, with the
aim of improving the quality and effective-
ness of individual patient care.

The present situation with health care
in Europe

One of the most visible health policy issues
in Europe for the past decade has been the
problem of quality of care. The health care
system abounds with ineffective and
overused health technologies.

Another visible health policy issue in
Europe for the past two decades has been
cost-containment. Health technology has
become a very visible issue, mainly because



of rising costs and questions that technolo-
gies engender concerning cost-effectiveness
and value for money in health care.
Experience has shown that the establish-
ment of overall budgets for health care, or
for each of its main parts, are the most
effective means for containing costs. Most
of the EU Member States have implement-
ed, or are implementing, such budgets.
Prospective budgets certainly can contain
costs, but they are unselective with regard
to technology, simultaneously limiting
effective and ineffective technology.
Therefore, specific policies related to tech-
nology are also necessary.

The organisation of health care has a strong
effect on technology. A regionalised system
of hospital care such as that found in
Sweden tends to assure that technology is
appropriately sited, and it also encourages
appropriate use. A number of European
health care systems have formally region-
alised systems, while others directly regu-
late technology to prevent excessive ser-
vices furnished from inappropriate sites.
The general practitioner gate-keeper is also
a method of discouraging specialist care.

These mechanisms generally do not direct-
ly affect health care quality. Although
many approaches to improving quality are
being developed, successful approaches are
hard to find and document. Improving
quality remains a critical challenge for
health policy.

As indicated, the health care systems of
European countries are under increasing
pressure and such pressure does not seem
likely to diminish during the next years.
Critical health policy analysis and HTA are
more than ever needed to assist policy
makers in making difficult decisions and
choices.

The ‘internationalisation’ of HTA

In the early 1990s, a number of European
HTA agencies and programs joined togeth-
er to develop a proposal to promote coor-
dination of HTA in Europe. Directorate
General XII of the European Commission
approved a proposal for what became the
EUR-ASSESS project from 1994 to 1997.2
The project sought to promote coordina-
tion of HTA in Europe mainly by improv-
ing methods of assessment, priority-setting,
and use of HTA results through such
means as better dissemination and use of
HTA in insurance coverage decisions.

Still, HTA activities were not coupled to
health policy aims at the European level.
Funding by the Research Directorate did
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not promote such aims. The partners in
EUR-ASSESS realised that it was impor-
tant to develop relationships with
Directorate General V, which has the
responsibility for developing European
Commission activities in the area of public
health policy.

A number of factors led DGV to become
increasingly interested in HTA. One of
those was a report commissioned by DGV
oriented to improving health policy at the
European level. Improving coordination of
HTA was highlighted in this report, which
made several recommendations relevant to
HTA stating that the Community should
coordinate technology assessment through-
out the Union.?

Development of the HTA-Europe
project

Discussions with staff of DGV of the
Commission were held during 1997. One
question was “What would be useful for
improving the coordination of HTA in
Europe?”

The Steering Committee of the EUR-
ASSESS project had considered this ques-
tion, and had formulated several recom-
mendations. One concerned the value of
bringing those involved in HTA in differ-
ent countries together. Another concerned
the need for more efficient methods of
sharing information. The third became the
main basis for the proposal:

“While there is certainly value in diversity,
the existing diversity is not understood or
documented. The relationship between
HTA and the health system in different
countries has hardly been examined.
Resources should be devoted to studying
the relationships between HTA and health
systems in the Member States of the
European Union.”

The proposal outlined a plan for commis-
sioning papers in line with this recommen-
dation from all EU members (with the
addition of Switzerland), under the super-
vision of a steering committee representing
those countries. In addition, several work-
shops were proposed on subjects of interest
to the general issue of HTA in Europe,
such as identifying new technology, the
general relationship between health sys-
tems and HTA, and models for interna-
tional assessment. The plan was followed as
outlined in the proposal and the report pre-
sented to the European Commission in
April 1998. It is presently in preparation
for publication as an official publication of
the European Union.

“The main conclusion
of the report is that it
would be beneficial for
the health care systems
of Europe for the
European Commussion
to assist the establish-
ment of a coordinating
mechanism for HTA

at the European

level.”
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The steering committee considered
all of these materials and assisted in a
general synthesis of all materials
from the project. After considering
all issues raised in the project, the
steering committee concluded the
European Commission could carry
out a number of actions to stimulate
and encourage HTA:

e Collecting, collating and dissemi-
nating information on emerging
technology issues.

e Collecting and disseminating
information on priorities in HTA.

¢ Collecting, collating and dissemi-
nating information on emerging
plans and programmes for HTA.

e Ensuring that the findings of
HTA from across the world are
readily available across the
European Union.

¢ Organising possibilities for joint
assessments and supporting joint
assessments agreed on.

e Providing opportunities for
developing, defining and sharing
best practice in undertaking and
reporting assessments.

e Providing opportunities to
analyse and discuss methods of
connecting HTA more closely to
health policy and practice.

¢ Organising and funding training
for assessors and decisions in the
European Union in assessment
methods, particularly (but not
exclusively) for countries with
relatively undeveloped HTA

activities.

e Supporting those seeking to
develop HTA in European coun-
tries not actively involved in

HTA.

e Organising cooperative periodic
meetings of partners to discuss all
of these issues.

The main conclusion of the report is
that it would be beneficial for the
health care systems of Europe for
the European Commission to assist
the establishment of a coordinating
mechanism for HTA at the
European level. It should be quite
clear that what is being proposed is
not a new European Agency.

There are four interdependent needs
for an effective mechanism:

1. A board or steering body repre-
senting all Member States, in
addition to a smaller executive
committee or board for continual
oversight.

2. An administrative centre to sup-
port all activities of the network.

3. A mechanism to ensure full use of

the relevant expertise and com-
mitment of different programmes
and individuals in Europe. In
summary, this would mean a sys-
tem in which important substan-
tive functions are decentralised to
different sites in Europe.

4. Funding to cover the added activ-
ities inherent in a European pro-
gramme of work.

The objective is to utilise and help
strengthen the existing network
under the principle of subsidiarity.
The main recommendation of this
report is that the FEuropean
Commission assist in the establish-
ment of such a coordinating mecha-
nism.
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Health technology assessment:

a European Community perspective

Bernie Merkel

Not so very long ago, if the term ‘health
technology assessment” (HTA) had been
included in a speech to a general audience of
people involved in public health, a good
number would have been scratching their
heads wondering what on earth was meant.
This reflects the fact that HTA was, if not
exactly an underground activity, hardly a
central pillar of public health policy.* But in
the last few years it has achieved a high level
of visibility and European governments and

health authorities have become aware of its
potential utility and importance. Indeed, it is
now becoming one of ‘the flavours of the
month’ as more and more European coun-
tries (inside and outside the European
Union) are engaged in establishing their own
national and regional HTA structures.

The rapid rise in official interest in HTA
that we are now seeing is no doubt due in
part to the authorities’ efforts to reform

* It is open to question whether the choice of the name ‘health technology assessment’ was very helpful in spreading the under-
standing of the kind of work actually being undertaken and of the potential scope and value of the techniques employed.
Similarly, the work and aims of “The Cochrane Collaboration’ are hardly transparent for those health professionals who have not
been involved in the evidence-based medicine movement, let alone policy-makers and the general public, to whom the name of
the late Archie Cochrane cannot be expected to mean very much.
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their health systems to make them
more efficient and effective, and par-
ticularly to their growing concerns
about the control of health costs. In
all EU countries health expenditure
has been rising for decades and most
governments have in consequence
been engaged in a delicate balancing
act between taking action to contain
costs at the same time as trying to
improve the quality and effective-
ness of care. Today, many States are
becoming more than ever concerned
that, in spite of their efforts at cost
containment, they will face real diffi-
culty in the future in financing ser-
vices. In particular they are fearful
about the potential impact on future
costs of the combination of rising
public expectations fuelled by the
explosion in readily—accessible
health information, the ageing of the
European population which will
lead to a great expansion of those
over retirement age, and in particular
of those over 80, and the introduc-
tion of new technology into the
health sector, such as the new
‘blockbuster’ drugs that are now
becoming available.

Against this potentially very difficult
economic background, governments
have concluded that HTA has an
important role to play in the process
of making decisions about priorities
and the choice of health interven-
tions. It would be misleading to sup-
pose that the use of HTA techniques
necessarily leads to reductions in
expenditure. Indeed the opposite can
be the case. This is because a particu-
lar HTA study might conclude that
the cheapest option was not neces-
sarily the best one. But the great
advantage and attraction of HTA is
that it offers a way of thoroughly
evaluating actual or potential health
interventions and can thus help to
ensure that available resources are
well spent, i.e. that they are allocated
to measures that can be shown to
work, and not wasted on those for
which there is scant, or no, evidence
of effectiveness.

At the level of the European
Community, attempts have been
made for a number of years to stim-
ulate the growth of HTA in the
Member States. Two particular aims
have been pursued: first to encour-
age the growth of HTA and the for-
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mation of HTA organisations in
those countries where there has been
no significant tradition of work in
this field; and second to ensure that
there is the maximum cooperation
between the various agencies that
have been set up. For several years
the BIOMED research programme
of DGXII of the Commission sup-
ported actions in this field. More
recently DGV, responsible for pub-
lic health, has been involved in
encouragement and support of the
cooperation between the various
HTA centres in the EU.

More important, the interest of the
European Community in HTA, and
in evaluation of health interventions
more broadly, can be expected to
grow in the future as an important
part of the new public health policy
that is currently being developed. To
put the possible future developments
in relation to HTA into a more gen-
eral context, it is necessary to con-
sider the main thrust of future
Community public health policy as a
whole. In a communication of April
15th 19982 the Commission present-
ed its ideas for a reorientation of
public health policy. This communi-
cation was intended to stimulate a
wide-ranging debate on the way for-
ward.

The communication begins by
reviewing the general health situa-
tion in the Community. It then con-
siders the existing strategy which
was put forward in 1993 following
the coming into force of the
Maastricht Treaty which gave the
Community an explicit competence
in public health. The framework of
action developed then includes eight
public health programmes. Of these,
five are currently being implement-
ed. These are on: AIDS and other
communicable diseases, cancer, drug
dependence, health promotion, and
health monitoring. The remaining
three (on pollution-related diseases,
injury prevention, and rare diseases)
are still being discussed by the
Council and the European
Parliament, and they should be
agreed very shortly.

The communication concludes that
the present strategy needs funda-
mental revision to reflect new devel-
opments in health and health sys-

“...the present strategy
needs fundamental
revision to reflect

new developments in
health and health

systems...”

tems, such as the impact of demo-
graphic change and the emergence of
new threats to health, to take
account of the potential enlargement
and to respond to the strengthening
of public health provisions in the
Treaty of Amsterdam.

It sets out the lines of a possible new
Community public health policy,
which would be based upon three
strands of action.

Improving information for the
development of public health,
through the development of a com-
prehensive Community system for
collecting, analysing and disseminat-
ing information. The intention is
that this information should cover
not only the areas of health status,
morbidity, mortality and health
determinants, but also include devel-
opments in health systems, such as
trends in expenditure and reforms.
This reflects the view that the
Community has a major role to play
in the exchange of ideas about how
to address the problems that all
Member State are facing and in the
provision of information about the
approaches and actions that have
worked, and those that have not.

Reacting rapidly to threats to bealth,
by means of a Community surveil-
lance, early warning and rapid reac-
tion capability. The network for the
monitoring and surveillance of com-
municable which was recently
agreed is a first step towards this
end. The network should provide
the instruments by which coordinat-
ed responses will be put in place. It
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also offers a model for possible
response mechanisms for non-com-
municable diseases and other threats
for which counter-measures need to
be taken quickly (e.g. environmental

health problems).

Tackling health determinants
through health promotion and dis-
ease prevention. This will build
upon the Community’s experience
from the existing public health pro-
grammes in these fields. Many pre-
mature deaths are preventable. Some
are connected to unhealthy living
and working environments, and
issues such as pollution, poor hous-
ing and living conditions and
inequalities have to be tackled.
Community provisions in other
policies, can complement local,
regional and national actions in this
area. .

Actions in relation to HTA would
fit within the first strand on infor-
mation. The communication devotes
a whole paragraph (para. 48) to this
point, and this is worth quoting in

full.

“A major emphasis within the infor-
mation strand covering both health
status and health systems would be
placed on best practice in health
care, i.e. the current best evidence as
regards the safety, efficacy, effective-
ness and cost-effectiveness of differ-
ent approaches to health promotion,
prevention, diagnosis and treatment;
for instance the cost-effectiveness of

“... 1t is important that
those who believe that
action on HTA should be
a component of the
future programme make
their views known to
Member States’
governments and to the

European Institutions.”
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screening programmes, health edu-
cation programmes, emergency ser-
vices and new pharmaceutical prod-
ucts. The work would aim to pro-
mote and bring together activities in
the Member States in the fields of
evidence-based medicine, quality
assurance and improvement, appro-
priateness of interventions, and
health technology assessment.
Coordination of work in these fields
would be supported and set on a for-
mal footing in order to pool the
expertise of the centres in the
Member States, to gather and
exchange information, stimulate
international studies, and improve
the dissemination of findings.”

This wording gives some indications
of the issues that need to be taken
into account in considering propos-
als for action on HTA at
Community level. These include:

® The need to consider possible
developments in HTA in the
Community alongside work in
other related areas. The
Communication uses the concept
of best practice in health care as a
way of bringing together the vari-
ous activities that are underway.
But it is of course one thing to
link these various activities
together at the conceptual level,
quite another to find sensible
ways of undertaking practical
actions on them which are com-
plementary and to establish links
between them at the Community
level.

* The necessity of involving the
various national authorities in
taking the work forward. The
objective would be to go beyond
loose, informal systems and net-
works relying on personal con-
tacts and voluntary cooperation
between centres in exchanging
information by gradually work-
ing towards the establishment of
an enduring structure involving
the active participation of all the
Member States. This would mean
developing some formalised
arrangements for continuing
cooperation and coordination
between all the various centres in
the EU, as well as for disseminat-
ing information and expertise to
those countries with a less devel-
oped tradition in HTA.

e A formal structure for the EU
could be set up in a number of
ways. There are already examples
in other areas that show what can
be achieved and how added value
can be provided. For instance,
there is the European Medicines
Evaluation Agency, set up in
1995, which licenses pharmaceuti-
cal products. A system using a
centralised agency like the EMEA
can be valuable in reducing dupli-
cation of work between the dif-
ferent countries, in offering a
clear focus of expertise and
advice, in collecting and dissemi-
nating data and in helping to
guarantee that all countries bene-
fit from the best expertise that
exists in the EU. Another rather
different model would be based
on building up links between a
network of centres, as is being
done for the monitoring and con-
trol of communicable diseases.
This avoids the need to set up a
whole new organisation in one
physical location and ensures that
the different centres and national
authorities are fully involved in
the developmental process and
share a sense of ownership of the
outputs of the system.

After the Amsterdam Treaty comes
into force (probably in the first half
of 1999), the Commission intends to
come forward with proposals for an
overall programme to implement the
new policy. Any proposals on HTA
would therefore form an integral
part of this programme. But the
Commission has also stressed that
the ideas in the communication on
public health were intended to stim-
ulate a wide debate, not to stifle it.
The exact contents and shape of the
future programme will thus depend
upon the responses and reactions
that the ideas provoke. In this light it
is important that those who believe
that action on HTA should be a
component of the future programme
make their views known to Member
States’ governments and to the
European Institutions.
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European health technology
assessment: time to change gear?

It is now widely recognised that
technological progress is the leading
cause of the pressures on health care
expenditure that all European coun-
tries experience.! This is not because
new technology increases the cost of
health care (which it does not), but
because it increases the capabilities
of medicine and allows health sys-
tems to treat more patients and to
treat them better. However, the will-
ingness of governments to sustain
further increases in health expendi-
ture is limited; new technology does
not always improve health out-
comes; and new technology is some-
times used inappropriately. Health
technology assessment (HTA) seeks
to address these issues by providing
evidence on the impact of technolo-
gies and on whether the additional
benefits they produce are worth a
possible expenditure increase.

As pointed out in other contribu-
tions to this issue of exrobealth, sig-
nificant changes have taken place in
the 1990s. Despite having a relatively
long tradition in Europe, HTA was
still new to most policy makers (par-
ticularly at the European level) in
1993, when we carried out a study
that revealed to the European
Commission (DGV) the key aspects
of HTA in Europe.? HTA activities
were concentrated in half of the
Member States. The existing studies
were too narrow in scope, and the
circulation of information was very
limited. Five countries had parlia-
mentary agencies, but these played a
very limited role in HTA.
Governmental agencies (central or
local) seemed more active and were
mostly concerned with the synthesis
of existing evidence. Most technolo-
gy assessment activities, and almost
all primary research programmes,
were undertaken by academic or
independent institutions. HTA was
highly dispersed and few attempts
had been made to coordinate

Franco Sasst

research and facilitate the concentra-
tion of resources on larger projects.

A number of changes have taken
place since then. Firstly, initiatives
aimed at improving the coordination
of HTA activities have been promot-
ed by members of HTA agencies
and programmes, and these have
been at least partially supported by
the European
Examples of such initiatives are the
EUR-ASSESS and HTA Europe
projects illustrated in the previous
articles, the ASTEC project
(Analysis of the Scientific and
Technical Evaluation of Health
Interventions in the European
Union) funded by DGV and led by a
research team at the London School
of Economics, and the development
of the International Network of
Agencies for Health Technology
Assessment (INAHTA).

Commission.

Secondly, there has been a decline in
the role of parliamentary agencies.
These never took off in Europe and
the US Congress Office of
Technology Assessment was shut
down after the Republican Party
won the majority in the 1994 elec-
tions. Efforts towards the develop-
ment of HTA in the public sector in
Europe were mostly focused on gov-
ernmental programmes.

Thirdly, HTA activities in the pri-
vate and independent (including aca-
demic) sector and within health
insurance organisations had a further
significant increase. Research meth-
ods have been developed further and
a large number of technologies have
been evaluated.

These developments clearly indicate
that there is a need to take stock of
the progress made so far and rapidly
move forward to a new scenario.
Public agencies and programmes
need to establish themselves in a new
role, being committed exclusively to
setting priorities for HTA, monitor-
ing the quality of assessments, and
establishing links with potential
users (dissemination and implemen-
tation). This applies to national pro-
grammes as well as to a possible
future European HTA organisation.
The task of undertaking research
should be left to the private and
independent sector, which has been
shown to be far more effective and
efficient. Moreover, now that com-
munication channels between HTA
agencies and programmes have been
established, and information is start-
ing to circulate, the emphasis in
HTA should be put on avoiding
duplication and ensuring that the
studies undertaken are not too nar-
rowly focussed. This may require
some additional effort on individual
projects, but will be greatly benefi-
cial for European HTA as a whole.
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UK health reforms:
a threat to doctors” autonomy

The current UK Health Bill combined with the other reforms
following from the White Paper will place unprecedented powers

in the hands of the Health Secretary to impose central control

over our Health Service. This, along with new structures to

rationalise clinical decision making, will lead to an increase in

covert rationing and a reduction in choice for patients.

Ann
Widdecombe

“The result will be less
autonomy for doctors,
and a great deal more
centralisation of
power around the

Secretary of State.”

Professor Glennerster argues that the UK
Government’s health reforms have in many
ways continued the spirit of changes made
by the Conservative Government during
the 1990s (Eurobealth, Autumn 1998). To
the extent that the purchaser provider split
— the internal market — remains, this is
indeed the case. The changes that will be
made as a result of the current Health Bill,
however, will actually achieve the opposite
effect. Decisions on prioritisation within
the health service will be obfuscated by
new structures such as primary care trusts,
the National Institute for Clinical
Excellence (NICE), and the Commission
for Health Improvements (CHIMP). The
result will be less autonomy for doctors,
and a great deal more centralisation of
power around the Secretary of State.

The Health Bill combined with the other
reforms following from the White Paper
will place unprecedented powers in the
hands of the Health Secretary to impose
central control over our Health Service.
This, along with new structures to stan-
dardise clinical decision making, will lead
to an increase in covert rationing and a
reduction in choice.

After the publication of the Government’s
White Paper over a year ago, the Health
Service was expecting a substantial bill and
a clear agenda. This, however, appears not
to have occurred; the Health Bill actually
sets out a deeply ambiguous series of dis-
cretionary powers for the Health Secretary
with the really big issue of rationing left
unresolved.

Looking at the Health Bill immediately
after the White Paper gives one the overall
impression that the Government has lost its
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way. What started out as an ambitious pro-
gramme, albeit a misguided one, to reform
totally the structure of our Health Service
has actually turned into a muddled series of
new powers for the Government. What has
become clear is that whilst much of the old
structure of the Health Service will remain,
there will be the potential for far more reg-
ulation, interference, and control.

The most obvious omission from the
Health Bill is the absence of any definition
of a primary care trust (PCT). Apparently
this is because the Government has no clear
idea as to how PCTs will develop, or what
scope they will have. If fact, it appears that
a mechanism has yet to be agreed regarding
how a primary care group (PCG) on stage
2 of the ladder and wishing to become a
primary care trust will proceed. This is far
from being a trivial omission — regardless of
the fact that Parliament is being asked to
approve a measure that has not been ade-
quately defined. GPs will be compelled to
join up to organisations controlling their
budgets and contracts, whose structure is
not properly outlined in legislation.

There are, however, more practical prob-
lems with PCGs and PCTs. They will be
highly bureaucratic; it has been estimated
that the total annual cost of running PCGs
will be £150 million, according to Professor
Alan Maynard of York University and the
King’s Fund. Former health minister Alan
Milburn argued that this was “recycled
bureaucracy” and that money would come
from the abandonment of fund-holding.
This, however, is incorrect. The money to
be ‘saved’ from fund-holding has already
been spent or accounted for. Even if this
were not so, Alan Milburn, appearing
before the Select Committee on Health
stated that the cost of fund-holding was
£135 million — considerably less than the
cost of PCGs.

PCGs will be structured to give GPs con-
trol of the chair and all committees if they



desire, although this is unlikely to be the
case with PCTs. This, however, could lead
to interminable disagreements as to plan-
ning of services and placing of contracts
with Trusts. Given the size and scale of
PCGs, the decision making process is likely
to be cumbersome and committee orientat-
ed, leading to even more delays and
bureaucracy. The streamlined structure of
fund-holders’ decision making process, by
contrast, led to quick and focused decision-
making. It also seems likely, given that
PCGs are seen as interim bodies, that the
‘deal’ between the BMA and Alan Milburn
over PCG bodies was struck without GPs
realising that they would only have control
over a temporary arrangement. Once GPs
on the ground realise this, there could be
further disillusionment.

PCGs will also lead to incentive problems.
With fund-holding, GPs were responsible
for their own budgets and hence had a
direct incentive to be as efficient and effec-
tive as possible. PCGs, however, will con-
tain between 50 and 100 GPs. This may
result in a ‘free-rider’ effect, where poor
performance from a small number of GPs
could drag down the entire PCG. Other
efficient GPs may feel that there is little
incentive for them to look for new ways of
working more efficiently at practice level,
when the rest of the PCG would swallow
up their gains.

Furthermore, with fund-holding, GPs were
free to move their patients from one hospi-
tal to another in order to secure the short-
est waiting times for their patients. Under
PCGs and PCTs they can only do so with
the agreement of the Board, and after pro-
tracted negotiations with the Health
Authority and Trusts. This will lead to a
worse deal for patients, and inflexibility in
the referrals process. There also seems to be
a built in pressure to remain with the same
Trust, barring all but disaster. This could
mean that the only positive outcome to
GPs wishing to move their patients will be
slow improvement in services after months
or even years of negotiation.

For the first time ever in the history of our
Health Service, GPs will have cash limited
drugs prescription budgets, as they are set
to be lumped together with the rest of the
budget for PCG/PCT services. The
Government has argued that this will lead
to better cost effectiveness in prescribing,
but have also argued that no patients will
ever be denied prescriptions merely
because their PCG/PCT has spent up to
the limit. These aims are contradictory. If
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the budget is limited at a realistic level, then
theoretically it can be used up and patients
denied drugs. If, as the Government claims,
patients are never to be denied drugs, then
presumably it will be set at a level where it
could not be spent up thus making the
whole exercise futile.

GPs and clinicians are also becoming
increasingly worried at the Government’s
increasingly interventionist stance into pro-
fessional autonomy. NICE can be seen in
part as an extension of the role of political
decisions on rationing into the surgery. It is
likely that GPs and clinicians wanting to
prescribe drugs, or carry out procedures
that do not have the approval of NICE will
be placed under extreme pressure not to do
so, both professionally (through CHIMP)
and financially.

It is also the case that the PRODIGY
prescribing system may well focus far more
on the cost effectiveness of drugs than on
their clinical effectiveness. GPs and
clinicians must, in most cases, retain the
autonomy to prescribe the drugs, or carry
out the procedures that they feel are clini-
cally necessary for the well-being of their
patients. The combination of these new
measures, however, could pose a real threat
to clinical autonomy. Doubts have also
been expressed as to the suitability of an
‘expert’ system in handling the complexity
of a general practitioner’s prescribing
decisions.

Whilst controlling expenditure is of vital
importance, this must not be achieved at
the expense of clinical freedom or treat-
ment on the basis of clinical need. The
combination of cash-limited drugs budgets
and NICE will bear down upon GPs free-
dom to prescribe, and could result in
increased rationing of advanced new drugs.
This has been seen most recently in the fact
that many Health Authorities are having to
ration the latest psychoactive drugs for
patients with mental health problems.

It can, therefore, be argued that the overall
focus of the Health Bill and the measures
outlined in the White Paper will be to
extend the powers of the Department of
Health to direct and influence decisions
that have previously been the preserve of
clinicians alone. The fact that the Bill is a
messy piece of legislation, concerning itself
mainly with the transfer of powers to the
Secretary of State reflects the fact that it is
impossible to legislate directly to control
clinical decisions, but comparatively easy
to place overall powers in the hands of
ministers.

“... the overall focus

of the Health Bill and

the measures outlined

in the White Paper
will be to extend the

powers of the

Department of Health

to direct and influence

decisions that have
previously been the
preserve of clinicians

alone.”
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New reform of the Italian NHS:
structural changes or fine-tuning?

The Italian National Health Service is to be reformed in the

next few months. New legislation will probably try to fine-tune

the system, so to improve accountability chains in the NHS and

to alleviate some of the shortcomings introduced by the 1992/93

‘quasi-market’ reform. However, whether a ‘fine-tuning’ strate-

gy will suffice to secure more stability and more public satisfac-
tion with the NHS is difficult to predict.

Grovanni Fattore

The Italian NHS

The Italian health care system is to be
reformed in the next few months. In
November 1998, Parliament delegated the
Government to reform the way the Italian
NHS is structured and financed. It is the
third important reform of the Italian health
care system in 20 years.

In 1978, the old system based on compul-
sory social insurance was replaced with a
National Health Service. This transforma-
tion had few precedents in the history of
Ttalian social policy and was the most con-
crete result of the ‘Compromesso Storico’,
a search for agreement on basic social issues
between the two dominant social and ideo-
logical movements in Italy at that time: the
Communists and the Christian Democrats.
With the new legislation, Italy adopted the
‘Beveridge’ model for health care.
Coverage was made universal; sickness
funds were abolished, and all financial
resources for public health care were chan-
nelled into the national Government’s bud-
get and then allocated to regions and from
them to Local Health Units (LHUs — the
basic entities of the NHS providing a
whole range of services for a determined
geographical area). From an organisational
point of view, political and administrative
responsibilities to run the NHS were allo-
cated to the three main tiers of the Italian
Government: the State, the regions and the
communes.

The health care system which emerged in
the 1980s had various shortcomings. The
institutional arrangement was ‘baroque’.
Accountability chains in the NHS were not
clear, conflicts between the three institu-
tional levels were very frequent and, rather
than being democratically controlled, the
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system was over-politicised, even at local
level. Also, unlike the British NHS, the
Italian system resulted in a public-private
mix in the provision of health services with
private providers playing an important
role, particularly in the central and south-
ern regions of the country that lacked pub-
lic hospitals. In addition, although NHS
workers were made civil servants, public
employment and private practice (outside
the NHS) were not made legally incompat-
ible. As a result, the Italian NHS always
had problems in making private organisa-
tions consistent with NHS strategic goals
and to assure full accountability of health
professionals to public health care organi-
sations. Finally, the Italian NHS was not
under financial control. To a certain extent,
during the 1980s the national Government
could be viewed as a third payer with only
limited control over the expenditure
process.

Cost-containment and the 1992/93
reform

These shortcomings and the need for more
incisive cost-containment action became
clear in the early 1990s. A drastic cost-con-
tainment policy was undertaken in the
period 1992-1996. Through various mea-
sures including stricter control over
increases in health personnel costs and a
revision of the main regulatory tools to
manage pharmaceutical expenditure, NHS
expenditure was stabilised in nominal terms
and it was reduced as a percentage of the
Gross National Product. Parallel to actions
aimed to reduce public expenditure, a radi-
cal reform was approved in 1992 and
amended in 1993. The reform introduced
three major changes that are re-shaping the
public system: devolution of power to
regions, managerialism and a quasi-market
in health services provision. Originally, the
reform also included a measure that
allowed patients to opt out of the NHS.
However, this measure was later with-
drawn.

Regionalisation

According to the 1992/93 reform, the
national Government maintains a central
role in financing the system and in assuring



uniform availability of health services
across the country. Each region is funded
by the central Government and is kept
accountable to provide an “essential list of
services”. Regions have direct control over
NHS providers and the role of municipali-
ties was greatly reduced. Regions were
enabled to issue legislation to re-group
LHUs, to transform hospitals into self-
governing public entities, to fund
providers, to implement, consistently with
national guidelines, accreditation proce-
dures. Also, regions were put in charge of
guidelines on the organisational structures,
accounting systems and managerial devel-
opment of public providers.

Managerialism

Coupled with other reforms regarding the
public sector in general, the 1992/93 reform
also aimed at strengthening management in
the NHS. Various barriers to effective deci-
sion making and human resources manage-
ment were eliminated; accountability chains
in NHS organisations were simplified and
management systems were upgraded.

The Italian ‘quasi-market’

Consistent with a general trend in Europe,
the national Government decided to intro-
duce competitive mechanisms in the provi-
sion of secondary and tertiary services.
However, compared to other countries, the
Italian ‘quasi market” appears unique. It is
based upon three main elements: (i) in-
patients and outpatient specialist care is
funded according to a prospective per-case
payment system; (ii) patients are free to
choose where to receive care, provided that
the delivering organisation is accredited;
(ii1) both public and private organisations
can be accredited. This ‘quasi-market” is
more extreme than that experienced in the
UK or Sweden (see Figure 1).

In fact, at least three potential risks of this
model can be identified:

i Per-case payment systems coupled with
patients’ choice create incentives to
increase volume and hence may lead to
loss of control over total costs;

ii regions may have limited strategic con-
trol over providers (especially those
that are privately owned);

iii given structural difference between
public and private providers, fair com-
petition appears difficult to implement.

Since the introduction of this piece of legis-
lation, regions have been relatively cautious
in implementing national legislation. Many
regions still fund providers on an historical
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basis, and the regions that have really
implemented a per-case-payment system
have also promoted contractual arrange-
ments with providers and have introduced
volume targets and other incentives to keep
public expenditure under control.
However, despite the usefulness of these
measures, it is unclear whether closed-
ended funding at regional level and per-
case payment of providers can coexist.

1999: a new radical reform?

By May 1999 the Government is expected
to issue new legislation according to a gen-
eral framework recently approved by the
National Parliament. The general frame-
work is a long list of specific issues on
which the Government intends to intro-
duce changes. However, it is framed in
such a way that, at this stage, it appears dif-
ficult to predict changes.
Nevertheless, the direction of changes can
be guessed. First of all, the framework
clearly re-states the basic idea of the Italian
NHS: the universal right to health and
health care. The Italian NHS aims to guar-
antee uniform access to health care to all
Italian citizens, despite the explicit state-
ment that the process towards the ‘region-
alisation” of the system will be completed.
Universal access seems to be in safe hands.
However, the framework explicitly recog-
nises, consistently with the National
Health Plan released last summer, that the
NHS is mandated to provide only a “list of
essential services” and that regions and
communes can decide to fund additional
services. The Italian Government appears
serious in attempting to define clearly (and
limit) the extent of NHS coverage,
although it probably underestimates the
technical and political difficulties of pursu-
ing this strategy.

exact

In various parts of the framework the
national Government supports the
enhancement of management in the NHS
and the regionalisation process. In the last
five years the NHS has dramatically

“... whether a fine-
tuning’ strategy will
suffice to secure more

stability and more

public satisfaction with
the NHS is difficult to

predict.”

Figure 1
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“The Italian
Government appears
serious in attempting
to define clearly (and
limit) the extent of
NHS coverage,
although it probably
underestimates the
technical and political
difficulties of pursuing
this strategy.”

changed its attitude towards management
ideas, and now many providers are really
implementing new management systems. It
is thus likely that forthcoming legislation
will try to provide more scope for further
enhancement of management capabilities in
the NHS. As far as the regionalisation
process is concerned, the picture appears
less clear. From one side, the national
Government seems to accept and even sup-
port the regionalisation process; on the
other it seems concerned with a fragmenta-
tion of the system into 20 regional systems
and with the risk that the present arrange-
ments cannot assure full regional account-
ability. Various elements of the framework
suggest that the Ministry of Health will try
to strengthen its monitoring activities and
its powers concerning the definition of the
accreditation systems, the way providers
are funded and the criteria to identify hos-
pitals that can become self-governing
organisations. In addition, the regionalisa-
tion process is threatened by the ‘return’ of

the third tier of the NHS: the communes.
The framework re-introduces a role for
communes in planning and programming
services at local level.

The Government was also delegated by the
Parliament to issue legislation on various
important aspects, including new rules to
eliminate dual practice (physicians working
for the NHS and private providers at the
same time), the ‘privatisation’ of the labour
contract for health professionals, new
arrangements to develop primary care and
new powers for the National Agency for
regional health care services.

The present Minister of Health appears
committed to the basic principles of the
Italian NHS founded in 1978. Legislation
to be issued soon will probably reflect this
commitment and thus will not introduce
structural changes. However, whether a
‘fine-tuning” strategy will suffice to secure
more stability and more public satisfaction
with the NHS is difficult to predict.

The development of the French
health system

Towards a structure guided by priority
targets and better management

coordination

Serge Skanavi

In the summer 1998 edition of eurobealth, P. Lancry and .

Sandier analysed the 1996 Tuppé plan’ reforms of the French

health system, focusing on the economic perspective. The

measures, which were the result of a nationwide consultation

process started in 1991, aimed to make the health service

more responsive to the needs of the population, and to

improve its organisation. Following on from the earlier arti-

cle, we want to consider these reforms by re-examining them

in the context of the health problems from which they origi-

nated, and to look at their contribution to the definition of a

health policy in France.
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The health context
There are still many health problems in
France which give rise for concern.

The 1994 report on health in France, pub-
lished by the High Level Committee on
Public Health, notes the continuing exis-
tence of a number of health problems
which give rise for concern.

The level of premature death is far higher in
France than in other countries of the
European Union. The figures indicate
120,000 premature deaths per year, or
around one quarter of all deaths. Two
thirds of the deaths considered as prema-
ture and avoidable relate to risk taking
behaviour. The two main causes are well
known; these are alcohol and tobacco. The
second noteworthy aspect of the health sit-
uation in France is the existence of impor-
tant differences in health status marked by
social and regional variations. This exces-
sive rate of premature deaths, and the
degree of social and regional inequalities,
are indicators of a health system which is
not working to the highest standards.

The problems of the French health sys-
tem are clear

The working group on Prospectives for the
Health System of the Commissariat



Général considering the new plan, pub-
lished a report in 1993 outlining its analysis
of the reasons for the failure of the health
system.

The administrators and finance managers
are unable to provide strategic guidance
for the health system

A lack of medical expertise and political
legitimacy on the part of the financing sys-
tems has lead to a situation in which the
negotiation process between the health
insurers and health professionals has been
unable for several years to come to com-
promises which are both substantial and
practical. Consequently, this leads to a con-
tinual increase in the level of expenditure
resulting from a persistent unequal balance
between the providers and financiers of
health services.

Budgetary control is not precise, and tends
to promote the status quo without provid-
ing for real control in the growth of expen-
diture. As a result of this, historically, the
logic of health expenditure is to fund ser-
vices currently available rather than to
respond to the needs of the population.

The split between the decision-maker, in
the form of the state, and the financier, in
the form of the health insurance organisa-
tions, leads to distortions in the service.
These two actors do not have the same pri-
orities, with distinctions made, for exam-
ple, between health of the population ver-
sus health of the individual, or health in the
broadest sense versus curative services. In
the absence of a clear definition of the roles
of the state and the health insurer, the
objectives of public health are not clearly
communicated and are not placed high on
the agenda of either the financiers or plan-
ners of the health system. The planning of
services is guided mainly by the require-
ments of local politics and the filling of
beds. Changes in training are inflationist.
The structures of organisation of work and
distribution of doctors across a geographic
area are ill adapted to needs and are often
dictated by corporate interests.

Preventive medicine is starved of
resources, and health professionals
do not take a coordinated approach

The association of curative medicine with
undeniable therapeutic progress and the
stress laid on this field in financial terms, at
the expense of other areas of health, has
gradually lead the general public, following
health professionals and politicians, to con-
sider the curative approach to be the best

HEALTH SYSTEMS AND REFORM

or indeed the only means of improving
health status. Other approaches such as
prevention and health education, which
target problems at a much earlier stage,
have been marginalised.

Within the provision of care itself, the strict
demarcations between health professionals
of different specialities leads to difficulties
in the coherent management and follow up
of patients (an approach which becomes
even more important as the impact of
chronic illnesses increases). The every
increasing number of persons involved
leads to a breakdown in coordination of
care which is the responsibility of several
different providers of services. This also has
an impact on the relations between hospital
services and services of care in the commu-
nity. In addition, the notion of evaluation is
still very limited in France. The reason for
this is the lack of information systems, and
the absence of clear objectives, but also a
resistance on the part of health profession-
als. The absence of any objective other than
the control of expenditure is the main flaw
which explains the deficiencies of the
health system and the lack of information
and evaluation systems. There is now a
need to bring to all of this a sense of coher-
ence, to infuse the providers, financiers and
users of the health system with a new
impetus. This will only be achieved
through public health goals which are pub-
lished and accepted, having been estab-
lished by a democratic system.

A new system for planning and
implementing a policy for health

As a result of this very critical report, the
‘Tuppé plan’ established in 1996 a structural
reform of the French health and social pro-
tection system.

Regional health conferences: a debate to
identify answers to health needs

Regional health conferences have been
established in all 26 regions of France.
These provide a forum of reflection, analy-
sis and debate, to establish a definition of
health, as uniform as possible, of needs and
of responses required to fulfil these. These
conferences had been preceded in 1996 by a
general consultation of all interested parties
as to the problems or determinants of
health which they considered to be a prior-
ity in their region.

The national health conference: priorities

for public health

The national health conference has drawn
on the contributions of the regional health

“This excessive rate

of premature deatbs,

and the degree of
soctal and regional

inequalities, are

indicators of a health

system which is not
working to the

highest standards.”
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“The absence of any
objective other than

the control of
expenditure is the main
flaw which explains the
deficiencies of the
health system and the
lack of information and

evaluation systems.”

conferences as well as the work of the High
Level Committee on Public Health. Its role
is to analyse data relating to the existing
health status and the evolution of health
needs, and to propose priorities for public
health policy and the broad outlines for the
organisation of health services. The first
national conference, held in 1996, identified
ten national priorities, each of which was
given equal weight (see table). The 1997
and 1998 national conferences, which also
drew largely on the preparatory work of
the regional conferences, put forward rec-
ommendations relating to two of the prior-
ities identified in 1996: child, adolescent
and youth health in 1997 and inequalities in
health, diabetes and iatrogeniatry in 1998.

Parliament approves the broad line of
health policy and establishes a budget
The process of national consultation, as
established through the health conferences,
is a system of support for decision-making
destined to clarify the decisions of

health promotion and the
evaluation of results

post-natal to adolescence

RESULTS OF THE NATIONAL
CONFERENCE ON HEALTH IN 1996

Ten priorities for health identified in
France (in no particular order)

1. Provide greater resources for

2. Coordinate child health in order
to ensure better continuity from

Parliament. Indeed, Parliament
must now approve the broad out-
lines of health and social security
policy before setting a national tar-
get for the expenditure on health
insurance (ONDAM) and an
objective for the annual evolution
of expenditure.

A better distribution of
responsibilities between state and
health insurers

3. Provide immediate reinforcement
for actions and programmes of
prevention/education targeted at
adolescents aimed at reducing
dependencies (of alcohol,
tobacco, drugs, mind altering
medicines)

4. Assist older people in need of
support to stay in their own
environment if they so choose

5. Improve results for and prevent
the ghettoisation of structures
for the fight against cancer

6. Prevention of suicide

7. Obtain more information on
accidental death (excluding road
accidents and deaths in the
workplace)

8. Reduce the level of iatrogeniatric
accidents, whether linked to
medicines or not

9. Access to quality health care
guaranteed for all

10. Reduce health inequalities
between and within regions
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Another objective of the ‘Juppé
plan’ originated from the need to
clarify the distribution of respon-
sibilities between state and health
insurers. This was achieved by
formalising a partnership between
the relevant organisations in the
form of a multi-annual
Convention on Objectives and
Management. The first of these
was agreed in 1997 for a period of
three years. One of the aims of
this convention is to direct the
options open to the decision-mak-
ers towards the priority themes as
identified in the broad lines of
health policy voted by Parliament.

Regional health programmes: a
partnership between decision-
makers and providers in the
health system

The 1996 reforms also created new
institutional instruments which
aim to ensure the transfer of
health priorities into concrete and

structured actions. The role of individual
regions has been confirmed, not only at the
decision-making and prioritisation stage,
but also for the implementation of health
policy. The regional health programmes are
to be the primary instrument used for the
practical implementation of regional health
priorities which were identified at the
regional health conference. In addition to
the statutory services, organisations
responsible for social care, health and social
workers and users’ organisations will all
have a role in the definition and delivery of
health programmes. The Regional Agency
for Hospital Care will be responsible for
ensuring that health priorities are taken
into account in hospitals, while the
Regional Union of Health Insurers and the
Regional Union of Doctors will also have
their role to play in supporting public
health, prevention and health education
activities. These activities, now the subject
of a new focus, will benefit from coordina-
tion between all the different actors at the
regional level.

The National Agency for Accreditation
and Evaluation of Health has the aim of
promoting quality in the health service

The 1996 reform sought not only to bring
health care funding under control but also
to reaffirm the fundamental aim of the
health system, namely to allow an access to
quality health care for all, with the belief
that it is possible to provide better care
while spending less, and therefore spending
more sensibly. Thus the measures taken
have aimed to promote the quality of care
provided in both the hospital and commu-
nity and primary care sectors. An organisa-
tion has therefore been created to provide
an evaluation of the quality and safety of
care, the National Agency for
Accreditation and Evaluation in the Health
Sector (ANAES). Several tools have been
put in place to ensure that medical activities
take up the concept of ‘right care’: accredi-
tation, access to second opinions, continu-
ing medical education. Consideration is
being given to this through analysis and
pilot projects in the different sectors and
networks of care.

Conclusion

Since the early 1990s, there has been a
greater inclusion of public health activities
in the management of the French health
system. This considers the aims of the
health system at the highest level, and seeks
to link the management of health profes-
sionals’ individual actions to the problem
of broader priorities.



News from the European Union

FURTHER AGREEMENT ON INJURY PREVENTION

Within the context of the European Community injury prevention programme,
the European Parliament and the Council of Ministers have agreed — via commit-
tee procedure — on the establishment of a data pool to enable Member States to
exchange and compare each other’s health information. A budget of 14 million
Euro has been decided upon, with the data pool expected to be a natural spin-off
from the current European Home and Leisure Accidents Surveillance System
(EHLASS). Also agreed upon was the need for a Committee comprised of
national representatives to assist the Commission in implementing this new data-

bank.

The new system has been named the European Union Public Health
Information Network, and is expected to be designed in such a manner as to
facilitate the comparison of statistical information on health across countries
with not only differing information collating tools, but also national health care
systems. As with the EHLASS procedure, all data will be coded in order to pro-
tect the privacy of individual citizens, and international collaboration with coun-
tries such as Malta, Cyprus and those of Central and Eastern Europe is to be
encouraged.

The European Commission is not, however, entirely pleased with this develop-
ment. Prior to agreement being reached by the Parliament and Council, the
Commission had criticised the Council over its decision (on November 12th
1998) to employ the committee procedure for the oversight of the injury
prevention programme.

The Commission argues that the procedure is too bureaucratic for such a pro-
gramme, and that the use of an Advisory Committee would have been prefer-
able. Furthermore, in a formal statement sent to the Committee of Permanent
Representatives (COREPER), the Commission took issue with the fact that
some of the amendments it originally tabled were left out by the Council in its
common position agreed at the November 12th Health Council Meeting in
Brussels.

NETHERLANDS FAILS TO TRANSPOSE FRAMEWORK DIRECTIVE ON
WORKERS’ HEALTH

On December 18th 1998, the European Commission agreed to send a reasoned opinion to the
Netherlands regarding its failure to transpose the provisions of Framework Directive
89/391/EEG into national law.

The Directive concerns measures aimed at improving the health and safety of
workers in the Member States. The Commission cited the following reasons for
its decision:

e The Directive requires employers to involve external health and safety
services only if they cannot be provided for ‘in-house’ because of a lack of
qualified personnel. Current Dutch provisions enable the employer to choose
freely between external and internal services.

® Dutch provisions do not currently ensure that employee health and safety
representatives — where workers councils do not exist — are guaranteed access
to lists of occupational accidents and readings of reports prepared for national
authorities on occupational accidents in the workplace.

® Employers are not obliged to contact health and safety representatives regard-
ing information pertaining to numbers and lists of accidents in the workplace,
and the numbers of staff designated responsibility for first aid, fire-fighting
and evacuation procedures.

by Govin Permanand

AGREEMENT ON RARE
DISEASES AND
POLLUTION-RELATED
DISEASES

Meeting in Conciliation Committee on
February 2nd 1999, the European
Parliament and the Council of Ministers
finally reached agreement over the two
outstanding programmes within the
Community's framework policy for public
health — those for rare and pollution-
related diseases.

After its second reading of each
proposal, the Parliament tabled 20
changes to the former and 14
changes to the latter. Despite
agreement between the Parliament
and the Council over the majority
of these issues prior to the
Conciliation proceedings, disagree-
ment over two issues remained a
sticking-point. The first related to
the budgets to be allocated to the
programmes, and the second to the
scope of actions to be undertaken
within each framework.

Regarding the budgetary disagree-
ment, sums of 6.5 million Euro for
the rare diseases programme (1999-
2003) and 3.9 million Euro for the
pollution-related diseases initiative
(1999-2001) were finalised through
the conciliation meeting. A condi-
tion was however, attached.
Namely, that within the broader
context of the future framework
on public health, the Parliament,
Council and Commission “will
pay particular attention to rare dis-
eases and pollution-related diseases
and will give careful consideration
to the budgetary consequences”.

Within the scopes of the two pro-
grammes, it was decided that the
sharing of information on the
adverse effects of major pollutants
— as required under each agenda —
would be directed at policy-makers
and professionals rather than the
general public. It was also specified
that the Commission will have to
“endeavour as a priority to support
initiatives integrating Member
State competent authorities and
concerned professionals.”
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News from the European Union

BIRTHS CONTINUE TO FALL IN EUROPE

The preliminary findings of a Eurostat (the Luxembourg-hased EU statistical office) report
released on February 12th 1999 predicts that the number of bahies born in the EU will have
fallen to 4.01 million in 1998 — this is down from 4.05 million the previous year.

The report says that the number of live births in the Community is down by a
third on those recorded during the mid-1960s. Between 1965-1975, fertility
rates are said to have ‘dropped dramatically’, and the trend — despite modest
increases in the 1996 and 1997 — is expected to continue. The reason for this is
that the large numbers of women born during the ‘baby-boom’ period of the
1960s are now moving out of the peak childbearing years, and are being
replaced by the smaller number of women born between 1965 and 1975.

The pattern in 1998 was not, however, predicted to be uniform across all EU
Member States. For instance, whilst in Austria, Finland, Germany and Greece
the fall in births is expected to be quite dramatic, in France and the Netherlands,
significant increases are in fact forecast. The highest crude birth rate is in Ireland
(14.1 per thousand population), and the lowest in Italy (9.2 per thousand popu-
lation). The EU average meanwhile is predicted to be 10.7 per thousand popula-
tion.

BIRTHS, DEATHS AND NATURAL POPULATION CHANGE —
NOW-CASTS FOR 1998

Live births Deaths Natural change Natural change per

(1,000) (1,000) (1,000) 1,000 population
Austria 81.6 78.7 2.9 +0.4
Belgium 114.2 103.9 10.3 +1.0
Denmark 66.2 58.3 7.9 +1.5
Finland 57.4 49.8 7.5 +1.5
France 743.0 542.5 200.5 +3.4
Germany 776.5 848.0 -71.5 -0.9
Greece 98.3 99.6 -1.2 -0.1
Ireland 52.0 315 20.5 +5.5
Italy 530.1 569.5 -39.4 -0.7
Luxembourg 5.4 3.8 1.6 +3.8
Netherlands 199.0 137.2 61.8 +4.0
Portugal 114.6 107.7 6.9 +0.7
Spain 364.7 350.7 14.0 +0.4
Sweden 89.2 92.6 -3.4 -0.4
United Kingdom 715.3 613.9 101.5 +1.7
EU 15 Totals  4,007.5 3,687.7 319.9 +0.9

Source: Eurostat (1999). Statistics in focus, Population and social conditions,
N01/99, Slightly fewer births and deaths in 1998.

Two other points raised by the survey relate to a fall in mortality rates and
growth in population in the Community. The former is, however, expected to
be tempered by the continuing ageing of the population — with Denmark having
the highest death rate at 11.0 per thousand, and Ireland, at 8.5 per thousand, the
lowest. The total number of deaths in predicted to have fallen from 3.71 million
in 1997 to 3.69 million in 1998. Despite a fall in natural population growths in
1998, overall population growth is expected to continue rising in the EU, due to
a “substantial net inflow of international migrants.”
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Special measures for women'’s
health in the Community

A report drafted by Finnish MEP Heidi
Hautala (Green) and adopted by the Euro-
pean Parliament Committee on Human
Rights on January 18th 1999, argues that
specific health measures for women are
required in the Gommunity.

In highlighting health problems
particular to women, the report
specifies that free and regular testing
of women for breast and cervical
cancer, and the need to establish a
code of practice for all feminine
hygiene products manufacturers, are
measures which, amongst others,
could be introduced across the
Community. In the report, the
Committee also addressed the issue
of violence against women. In defin-
ing such violence as a public health
problem, the report appeals to the
Commission to include the health
aspects associated with it in other
Community campaigns designed to

counter the incidence of violence in
the EU.

Brundtland calls for increased

WHO-EU cooperation
On January 7th 1999, Dr Gro
Harlem Brundtland, Director-
General of the World Health
Organization (WHO), met with
European Commission officials in
Brussels. In a speech, she called on
the EU, and Social Affairs
Commissioner Padraig Flynn in
particular, to increase the levels of
cooperation between the two
organisations. Citing the provi-
sions of Treaty Article 129 which
require the EU to increase its role
in Community public health mat-
ters, Dr Brundtland said that the
cooperation agreement originally
signed between the WHO and EU
in 1983 ought to be strengthened.
This was particularly in light of the
EU-membership hopes of several
Central and East European coun-
tries. Specifically, she explained to
Commissioner Flynn that at the
WHO, “We know how policies
work. You are telling applicant
countries what to do in the health
field, but you can’t show them
how to do it. Bad health means bad
economics.”




NEW CALL FOR PROPOSALS UNDER THE FIFTH FRAMEWORK

On 6th March 1999, the European Commission announced its first calls for proposals under the
‘Quality of Life and Management of Living Resources Programme’ (LIFE) of the Fifth Framework.

The LIFE programme “aims to
unlock the resources of the living
world and improve the quality of
life” within the changing economic
and social environment in the EU. It
focuses on establishing and fostering
the links “between discovery, pro-
duction and end-use”, where “the
needs of society and the require-
ments of the consumer are para-
mount and research must lead to
quantifiable future wealth and job
creation, while respecting the princi-
ples of sustainable development.”
The programme carries a particular-
ly strong public health focus, and six
key areas for action have been iden-
tified:

1. Food, nutrition and health.

2. Control of infectious diseases.

3. The “cell factory’.

4. Environment and health.

5

. Sustainable agriculture, fisheries
and forestry, and integrated
development of rural areas
including mountain areas.

DURING a speech delivered on
January 29th to a conference in
Potsdam on public health in the EU,
Social Affairs Commissioner,
Padraig Flynn, expressed the view
that national health systems can no
longer expect to be “completely
insulated” from the “natural conse-
quences” associated with the devel-
opment of the internal market
(specifically the single currency), and
the increasing internationalisation of
the health sector.

UNDER a joint effort with the
European New Care Programme
(EuroNCAP), the European Com-
mission announced in January 1999
the first results of the most recent
series of tests into car safety in the
Community. With particular manu-
facturers and models of car being
singled out, the more general find-
ings of the report reflect a changing
automotive industry attitude towards
road safety in the EU. Neil Kinnock,
the Transport Commissioner, greet-

6. The ageing population and dis-
abilities.

Other generic research activities will
be undertaken within the following
areas:

— Cardiovascular diseases, rare dis-
eases, chronic and degenerative dis-
eases, cancer and diabetes.

— Research into genomes and dis-
eases of genetic origin.

— Neurosciences.

— Public health and health services
research (including drug-related
problems).

— Research relating to persons with
disabilities.

— Biomedical ethics and bioethics in
the context of respect for fundamen-
tal human values.

— Socioeconomic aspects of life sci-
ences and technologies.

Further calls will follow, and for
more information contact the pro-
gramme website: hitp://www.cordis.
Iu/life/src/overview. htm.

NEWS IN BRIEF

ed the results with optimism and said
that within the context of 123 deaths
a day on Europe’s roads (45,000 per
annum) EuroNCAP is “an impor-
tant component in the fight to cut
that carnage”.

DURING their February 12th 1999
plenary session in Strasbourg, MEPs
adopted the report by British
Socialist David Bowe approving the
Commission’s proposal to amend
Directive 90/220/EEC on the volun-
tary release of genetically modified
organisms (GMOs) into the environ-
ment. In agreeing with the
Commission’s draft Directive which
changes the rules for granting market
authorisations for transgenic prod-
ucts or those containing GMOs,
MEPs emphasised that safety and
health must be the primary concern.

AT the first meeting of the Council
of Ministers” Working Party consid-
ering the draft regulation on orphan
drugs, representatives agreed with
the Commission’s proposed incen-

News from the European Union

European Parliament report on
1998 Commission Public Health
Communication

At the March Strashoury plenary session
of the European Parliament, MEPS over-
whelmingly approved the Parliament's final
response to the Commission's April 1998
Gommunication of the Development of Public
Health Policy in the EU (COM[98] 230 final).

The Parliamentary report, prepared
by the European Parliament
Committee on the Environment,
Public Health and Consumer
Protection (rapporteur, Clive
Needle, UK) endorsed the
Commission’s three-strand policy
on: improving information for the
development of public health, rapid
reaction to health threats, and tack-
ling health determinants, as well as
making a series of further recom-
mendations.

The report emphasises the need for a
commissioner with responsibilities
for health, a Community role in pro-
moting quality in health across the
EU, and the greater involvement of
other international agencies, NGOs,
and professional health and research
networks in the policy process.

tive measures to be offered those
companies willing to research and
develop such products (proposal
made July 28th 1998 — see enrobealth
Vol. 4 No. 3). Italy, Greece, the
Netherlands, Portugal and the
United Kingdom did, however, table
certain reservations.

ON March 1st 1999, the European
Commission announced its condi-
tional approval for the planned
merger between pharmaceutical
giants Astra and Zeneca. Should it go
ahead, at Euro 58 billion, the deal
would be the largest pharmaceutical
sector merger to date. Based on
research indicating that the merger
would give the combined undertak-
ing too dominant a market position
in the anti-hypertension, anti-asth-
matic, and anaesthetic drugs markets,
the Commission stipulated that only
if the two companies were to sell off
exclusive distribution rights and
interests in the three sub-sectors,
would it grant complete approval.



