DGAPanalyse
Nr. 6 / September 2018

A New Strategy for European Health Policy
Anna-Lena Kirch with research assistance from Daniela Braun

DGAPanalyse / Nr. 6 / September 2018

Contents
A New Strategy for European Health Policy
Anna-Lena Kirch with research assistance from Daniela Braun

3

Executive Summary

5

1. Introduction

7

2. Challenges and Demands for European Health Policy

8

3. Conflict Lines in EU Health Policy

9

4. Legal Framework for European Health Policy

11

5. Status Quo of European Health Policy

13

6. A New Agenda for European Health Policy

20

7. Recommendations for German Health Policy

23

Notes

DGAPanalyse / Nr. 6 / September 2018

DGAPanalyse / Nr. 6 / September 2018

3

A New Strategy for European Health Policy
Anna-Lena Kirch with research assistance from Daniela Braun

Executive Summary

.. How the EU can address the challenges posed by

As the EU’s largest country and a leading European power,
Germany has traditionally considered the cohesion of the
EU to be one of its major responsibilities; it has utilized its
influence to hold the other member states together in the
face of Brexit and the countless other crises the Union has
recently weathered. In the area of European health policy,
however – which is not only an essential part of the
EU’s social dimension, but is also being discussed in the
context of its security and development positioning – the
situation is different: Rather than shaping the discussion
about the future direction of European health policy, Germany often seems hesitant to even participate.

demographic change, rising health costs, and limited
resources in the short- and medium-terms;
.. How the employment, innovation, and economic
growth opportunities created by the health sector and
the healthcare economy can be optimally utilized; and
.. How the EU can become a more capable and effective
actor in global health policy.

German policymakers cite two factors to explain the
country’s reluctance:
1. The EU’s legal competencies in the area of health policy
are limited. According to Art. 168 TFEU, the EU is
meant to primarily play a coordinating role; the organization of national health systems is still the responsibility of the individual member states.
2. The complex structure of Germany’s self-governance
in health care, as well as the diverse interests of its national medical associations, health insurers, businesses,
and other stakeholders, make it more difficult for the
country to engage in a discussion of EU-level health
policy or adopt a unified position on European health
policy questions.
The EU is not yet making use of existing opportunities
for political cooperation, nor is it taking advantage of all
of the tools at its disposal. Health policy is a cross-cutting
issue, and is shaped indirectly by several other EU policy
areas and instruments, among them legislation governing
the single market and the European Semester. Further
Europeanization is still possible, as is deeper voluntary
cooperation between member states.
At the same time, there is a profound need for more
German engagement. There are four areas in which the
EU needs to establish a strategy for the future:
.. Whether and how the EU should address growing inequality in health questions, for example with regard to
access to medication;

The differing positions of the various member states
on the role the EU should take in the area of health policy
can be simplified to a conflict between large and small
member states. Large member states like Germany, the
United Kingdom, Poland, Spain, and, with a few caveats,
France and Italy, tend to see stronger cooperation and
coordination, as well as policy harmonization, less as
opportunities to take advantage of economies of scale and
more as undesirable, risky intrusions into national structures. They generally already have sufficient human and
financial resources, as well as their own assessment and
quality management frameworks. In addition, they have
to take into consideration complex constellations of interests at both the national and regional levels. At the same
time, they already have strong negotiating positions; their
national markets are large and attractive enough to not
require additional leverage from EU structures and joint
approaches.
Among the large member states, however, there are
different levels of receptivity to European approaches to
health policy. Germany leads the camp of skeptics, which
also includes countries like Great Britain and Poland;
France, Italy, and Spain, on the other hand, are generally
more open to more European cooperation, as well as voluntary collaboration between member states, for example
in the field of pharmaceuticals.
For small and medium-sized states, Europeanized
structures and deeper cooperation offer the potential for
positive scaling effects. This is particularly the case when
it comes to accreditation processes, the benefit assessment of medical devices, the availability of expertise and
research, early warning mechanisms, personnel allocation, and price negotiations. States like Malta, Belgium,
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Ireland, Luxembourg, Slovenia, Estonia, Croatia, Greece,
and Portugal are among the particularly pro-European
states in this area. Other small states, including the Czech
Republic, Bulgaria, and Denmark, are more skeptical of
any Europeanization of health policy, and bring concerns
regarding national sovereignty to the debate.
There are several variables that influence the positions of the individual member states, for example the
organization of existing national health systems (i.e.,
whether they are more centralized or more federal), their
financial structures (whether health systems are staterun or administered by social insurance companies), and
the existence or absence of a robust national health care
industry. The effects of the recent European financial and
economic crises on national economies and employment
rates also play a role. The upcoming end of the Juncker
Commission’s term in 2019 and the ongoing negotiations
concerning the next Multiannual Financial Framework
trigger further questions, among them how health policy
related instruments and projects within the EU should be
organized and financed in the future. The future trajectory of the EU Directorate-General for Health and Food
Safety (DG SANTE) and the EU Health Action Program –
currently a separate budgetary item – is uncertain.
Germany should push for a European health policy
that strengthens European cohesion and socioeconomic
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convergence, supporting countries like Greece and Romania that cannot currently provide a sufficient standard
of care. At the same time, potential innovations – such as
advances in the areas of e-health and research – should
be developed further, with the long-term support of networks and research projects.
Aside from these steps, the EU’s ability to combat crossborder health risks should be built up, and it should play
a stronger role in global health issues to both compensate
for the withdrawal of the United States from health and
development policy and compete more credibly against
illiberal actors. Germany should proactively develop
and communicate its own priorities and improve domestic political coordination to better contribute to a new
agenda for European health policy. Existing partnerships,
like those with France, Austria, and the Benelux states,
should be strengthened. With the Brexit vote Germany
has lost its most important partner in EU health questions,
rendering it even more essential that it establishes new
partnerships within the EU. A systematic strengthening
of its exchange and broadening of cooperation formats
with the Nordic and Baltic states could be particularly
promising; these countries are already close to Germany’s
position in many areas, and could alleviate the loss of
Great Britain both within the single market and in global
health questions.
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1. Introduction
Both the European Commission and the EU member
states are eager to see how German engagement in the
debate over the future of the EU will look under its new
government. One of the largest structural challenges the
EU will soon have to confront is the growing economic
and social divergence within the Union. Simply put, this
conflict runs between the Northern and Western states on
the one hand and the Southern and Southeastern states
on the other. In the aftermath of the European financial
and sovereign debt crises, which deepened existing
inequalities between member states, there are significant
divergences along many indicators, from employment
to national debt. The North-South/Southeast division is
particularly stark in the area of health, especially when it
comes to access to high-quality and affordable healthcare
– a policy area that can have explosive social and political
repercussions (see figure 1).
The September 2016 EU Bratislava summit made Europe’s social dimension an explicit priority of the Union’s
future agenda in recognition of the divisive potential of
these internal divergences; this focus was further under-

pinned by a reflection paper released following the publication of President of the European Commission JeanClaude Juncker’s white paper. At the Gothenburg social
summit on November 20, 2017, the European Commission,
European Parliament, and Council proclaimed social
rights one of the pillars of the European Union, including
20 fundamental principles formulated to strengthen the
social dimension of Europe, whose implementation would
be supported by a social “scorecard”. The right to timely,
high-value, and affordable health care and medical treatment was explicitly included.1
The current German government’s emphasis on European integration was sufficient to claim the title of its
coalition agreement (“A New Beginning for Europe”), and
it has already delivered initiatives for deeper cooperation in the areas of defense, migration, and the eurozone;
nevertheless, it has taken no pro-active steps thus far to
shape a European health policy.2 That makes the German
political agenda seem inconsistent: On the one hand, it
explicitly claims to encourage European solidarity and
cooperation; on the other, it has done nothing to address
the area of health policy, or urgent challenges like the

Figure 1: Percent of population whose healthcare needs are not being met for cost reasons (2015)
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Source: https://ec.europa.eu/health/expert_panel/sites/expertpanel/files/docsdir/opinion_benchmarking_healthcareaccess_en.pdf, p. 44

DGAPanalyse / Nr. 6 / September 2018

6 A New Strategy for European Health Policy

Bo

o s t i n g re s e
ar
c

St

Figure 2: Three target dimensions for Germany in
European health policy

r

g
en

then

ing ope
rab
il

P

h

EU

ting converge
nc
mo
ro

e

DGAPanalyse / Nr. 6 / September 2018

of European health policy is short, and restricted to areas
that have not focused on the creation of new legislation – for example the government’s engagement in the
2014 Ebola crisis, when Germany provided one of three
planes used for the emergency evacuation of international humanitarian assistants and (together with France)
deployed epidemic control teams (the EU “white helmet
initiative”), which were eventually implemented within
the framework of the European Medical Corps.
This passivity is difficult to reconcile with Germany’s
self-image as an inclusive and reliable European leader,
and endangers intra-European cohesion. Moreover, it
would be in the country’s interest to actively engage in
the negotiation of the next Multiannual Financial Framework (MFF), and to develop a more proactive, constructive agenda for European health policy in light of the
upcoming German Council presidency in 2020.
German approaches to a European agenda should fall
into three overarching priority areas, as part of a broad
strategy that addresses various aspects of European sustainability and EU cohesion:
(1)The promotion of social and economic convergence,
with short- and medium-term guarantees of broad access to affordable and high-quality health care;
(2)Boosting innovation and research; and
(3)Strengthening European capacities, both external and
internal.

ity

inequality of opportunities afforded to European patients
in different member states.3
From the German point of view, this gap can be explained on the basis of Art. 168, par. 7 TFEU, which does
not foresee any EU-level competencies regarding the
institutional structure or the financing system of national
health systems. In recent years, the German government
has expressed the opinion that further Europeanization of this policy area would not be legally permissible.
Several German jurists, however, question whether this
conclusion is entirely valid, arguing4 that the law is more
nuanced, and that there is in fact leeway for more cooperation even without any change to existing treaties. This
is especially true given the cross-cutting nature of health
policy and the Union target of doing more to safeguard
the protection of human health.
Thus far, Germany has taken a passive stance, preferring a fundamentally limited European health policy,
citing the legal barrier imposed by Art. 168 par. 7 TFEU.
The smaller member states, on the other hand – including
Belgium, Luxembourg, Ireland, Malta, Estonia, Slovenia,
and Greece – would welcome a stronger EU role in health
policy. The initiatives under discussion include stronger cooperation in the procurement of pharmaceuticals,
e-health, benefit assessment exercises, the exchange of
expertise and best practices, horizon scanning, and personnel planning. While some of the other larger member
states, including France, Spain, and Italy, have expressed
an interest in deeper EU-level cooperation in these areas,
Germany has not; in the Council Working Party on Public
Health, its stance has ranged from reluctant to openly
skeptical, even regarding cooperation approaches that
would not necessarily require German participation. The
logic of Germany’s self-governance – which comprises domestic health insurers and physicians and dentists unions
– as well as Germany’s federal structure contribute
significantly to this resistance. Compared to nationalized,
centrally organized health systems, the complex structure of Germany’s self-governance in the area of health
renders political compromises and systemic reforms more
difficult, even at the domestic level.
With its passive – even defensive – stance towards
European cooperation initiatives suggested by both the
European Commission and the smaller member states,
Germany invites the accusation that it is standing in the
way of further Europeanization, especially compared to
the other member states, along with the criticism that it
is displaying a lack of solidarity with the smaller member
states and those most affected by the financial and debt
crises. The list of proactive German initiatives in the area

These three target dimensions are closely interwoven,
and all essential for successful EU cooperation and integration in other policy areas. For example, greater equality in the area of health would have a positive impact on
innovation potential and economic performance. It would
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reduce collective good problems, and thus facilitate the
Union’s ability to act externally; greater convergence
would allow for more equal contributions of financial and
human resources in the event of a global health crisis. At
the same time, these dimensions are also a precondition
for a stable and resilient monetary union, a functioning
internal market, and a functioning European neighborhood policy.
In specific terms, the German government should
contribute more strongly and proactively than it has thus
far to ongoing debates on patient mobility, e-health, and
quality management. It should also strengthen the commitments it has already made in areas like research cooperation and international health management, and use
the expertise it has already established during its G7 and
G20 presidencies to draw up long-term plans for global
health promotion. Germany could also expand crossborder partnerships, for example with France, Austria,
the Benelux countries, and Poland, and open up issues of
pan-European capacity-building to voluntary cooperation
formats.

2. Challenges and Demands for European
Health Policy
The list of short-, medium-, and long-term challenges facing the EU in the area of health policy is long:

Demographic Change
Ongoing demographic change poses one key challenge.
The average age of the EU population rose by almost six
years between 1996 and 2016, and life expectancy is still
rising. At the same time, between 2011 and 2016 annual
population growth was negligible, remaining between
0.2 percent and 0.4 percent.5 This trend poses significant
challenges for European health systems.

Rising Health Expenditures and
Innovation Pressures
The increasing life expectancy of the population and
the increasing occurrence of chronic diseases have both
driven up the costs of health care and overall expenditures on national health systems.6 The average health
expenditure of EU member states amounts to about ten
percent of their gross domestic product (GDP),7 and will
climb further as innovations in the pharmaceutical and
medical technology industries drive up costs.8

Skilled Labor Shortages and Gaps in Supply
At the same time, declining employment levels and skill
shortages in the healthcare sector in many EU member
states are leading to shortages of healthcare personnel,
particularly in rural and underdeveloped areas.9 The socalled “brain drain” contributes further to this problem,
particularly in countries in Southern and Central Eastern
Europe. Some EU countries are better at compensating for
these supply gaps and cost increases than others, which in
turn reinforces existing social and economic divergences
within the EU.

Public and Private Debt
Healthcare cost increases are leading to uneven development across Europe, especially when combined with
existing public deficits: In many countries of Southern
and Southeastern Europe these costs are likely to lead to
substantial budget cuts and service reductions, even more
so than in many of the more financially strong Northwestern member states. The case of Greece demonstrates
the long-term impact of the European financial and
debt crisis. As a result of high public debt, declining tax
revenue, and austerity measures implemented as conditions of EU support, funding for the health system has
come under enormous pressure. Significant gaps in health
care provision have arisen, especially in rural areas. As a
result, private co-payments for health care – which were
high to begin with – have continued to rise, a trend that
has further increased existing inequalities in access to
medical care.10

Declining Commitments in Global Health
There is also a need for action in many areas of global
health. Brexit poses one set of short and medium-term
challenges, as the UK has been a key EU player in global
health. The increasing withdrawal of the United States
from development policy poses another: US President
Donald Trump has called the financial stability of several
multilateral organizations into question.
Declining financial support for health-related projects
at the global level does more than endanger the EU’s ability to take action in acute crises; it also reduces its ability
to compete in geostrategic and ideological terms with
third countries like Russia and China, which are increasingly positioning themselves as development actors and
expanding their influence in Africa and countries within
the European neighborhood, challenging the EU’s potential and credibility as a serious global actor.
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Innovation and Growth Potential
In part because of these risks, the area of health offers
huge potential for growth, competitiveness, innovation,
and employment. The European pharmaceutical industry
alone has a market value of more than 200 billion euros,
and invests more than 35 billion euros annually in research and development.11 The medical device industry is
also an important economic sector, with a market value of
more than 100 billion euros and average growth rates of
around 4.4 percent since 2008. It includes approximately
27,000 companies in the European Economic Area, 95
percent of which are small and medium-sized enterprises
(SMEs), and accounts for the highest proportion of European patent applications at around seven percent.12 There
is particularly high potential for innovation and growth
in the e-health sector.13

Positive Influence on Employment
In addition to its importance for Europe’s economic power
and its innovation potential, the health economy plays
a prominent role in the European labor market. Over 1.8
million doctors, 3.4 million nurses, and 3.2 million health
care assistants work in the EU.14 The research-focused
pharmaceutical industry has about 740,000 direct employees, and more than 675,000 people are employed in
the medical technology industry throughout Europe.15

3. Conflict Lines in EU Health Policy
Given the range of challenges and opportunities outlined
above, some states within the EU – especially smaller
member states – along with many European stakeholder
organizations and large sections of the EU population are
in favor of strengthening the EU’s role in health and social
security. They see a need for action, especially given
the growing inequality of European patients’ access to
medical treatments and new and/or expensive medicines.
Large EU member states, on the other hand, are more
reluctant, and even defensive of their domestic systems.
In summary, the following lines of conflict within the EU
can be outlined:16
1.

German reluctance and its veto position: Germany
has taken the initiative in only a few cases, such as
the Ebola crisis management and surveillance of
communicable diseases. At the same time, it tends
to block discussions of deepening European health
policy more systematically than the other member
states, referring to the limited EU competencies in
the policy area. Countries like the UK, Poland, the
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Czech Republic, and Bulgaria often support Germany’s position. Germany has also been especially
critical of voluntary cooperation formats negotiated
by other member states, both within and outside EU
structures. Germany was therefore often perceived
as a hindrance to further cooperation and reform.
Two major factors contribute to German positioning:
On the one hand, Germany’s attitude is shaped by its
system of self-governance in the health sector and
the existence of strong interest groups at both the
national and regional levels, which make decisionmaking and compromise within the EU more difficult.
German medical representatives, for example, view
Europeanization trends critically, as they tend to add
additional layers of bureaucracy to the work processes of German physicians. On the other hand, due
to its political influence, strong domestic employment
rates, and a healthy economy, Germany is not dependent on European cooperation and health support.
2. Small vs. large member states: Smaller EU member states tend to cooperate more than large member
states. This trend is mainly due to the smaller states’
limited financial, human, and administrative resources,
their limited bargaining power compared to that of
large countries, and their less attractive national markets. They also call for a stronger EU role in standardsetting, benefit assessment, personnel planning,
information exchange, and drug-related negotiations.
Smaller health systems usually also mean greater
adaptability and readiness to innovate and restructure.
For smaller member states, the prospect of positive
economies of scale is an important motivating factor.
This is especially true for more prosperous countries,
such as Malta, Ireland, Luxembourg, the Netherlands,
and Belgium. In contrast, small, poorer member states
in South and Southeastern Europe – such as Romania, Bulgaria, Hungary, and Portugal – focus more on
European solidarity and financial support, without
necessarily seeking to further Europeanize structures
and processes. The more Commission-critical small
member states, including the Czech Republic, Lithuania, and Bulgaria, focus on the principles of subsidiarity and national sovereignty, as do the United Kingdom,
Spain, and Poland. Large member states like Germany,
France, Spain, Italy, the United Kingdom, and Poland
are less interested in Europeanization of processes,
which could interfere with national structures and
procedures, than many smaller countries. Large member states are more likely to have sufficient resources,
along with the necessary administrative capacity and
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expertise. Their markets are also large and attractive enough for pharmaceutical companies and the
healthcare industry as a whole, so they do not rely on
EU leverage or economies of scale in price negotiations.
The attractiveness of a European health policy is also
diminished in member states with strong decentralized
structures, strong traditions of self-government, and
dominant corporate interests.
3. North vs. South: The European financial and debt
crisis has tended to hit North-Western health systems
less hard than Southern European and South-East
European ones. At the same time, the research-based
pharmaceutical and medical technology industry is
stronger in the Northwest than in Southern and Southeastern Europe. Southern European EU member states
are therefore more willing to regulate and harmonize
than North-Western European EU member states.
4. European institutions/stakeholder organizations/
European populations vs. EU member states: In
general, European advocacy organizations such as
the European Patients’ Forum, the European Public
Health Alliance (EPHA), and the European Hospital
and Healthcare Federation (HOPE) are more open to a
stronger European health policy than national actors.
The same applies to EU institutions such as the European Commission and the European Parliament. This
can easily be explained by the logic of interdependency,
path dependency, and institutional loyalties. That being said, according to the 2016 Eurobarometer Survey
63 percent of Europeans support greater EU engagement in health issues.17

4. Legal Framework for European Health
Policy
While some EU member states and European stakeholder
organizations emphasize the political and economic need
for a pro-active European health policy, the competencies
of the EU, and the European Commission in particular,
are at first sight very limited.18 Only Art. 168 TFEU is
dedicated entirely to health, regulating as it does the area
of public health protection. According to this framework,
it is the EU’s responsibility to improve the general level of
public health through prevention efforts and the provision of health information; the EU is also meant to play a
role in the fight against serious, widespread diseases and
cross-border health threats. These latter responsibilities
include combating tobacco use and alcohol abuse, as well
as monitoring, reporting on, and responding to pandemics and other cross-border health crises.

Paragraph 1 states, in particular, that the design and
implementation of other EU policies must also ensure a
high level of health protection. Paragraph 2 also addresses
the goal of improving the complementarity of health
systems in border areas and ensuring that they are not
structured in ways that reduce interoperability. Paragraph
4 lit. a) - c) lists the areas where the EU has regulatory
competence under primary law, in line with the ordinary
legislative procedure; these include measures to establish
quality and safety standards for organs, “substances of human origin,” blood, and blood derivatives (a), measures to
protect public health in plant and veterinary fields (b), and
measures to establish high quality and safety standards for
pharmaceuticals and medical devices (c).
That being said, Article 168 TFEU does not establish
EU competencies in the organization of national health
systems. Article 168 TFEU, paragraph 7 reads as follows:
“The activities of the Union shall respect the responsibility
of the member states for the definition of their health policies and for the organization of health services and medical care. The responsibilities of the member states include
the management of health services and medical care, as
well as the allocation of resources allocated to them.”19
On the basis of this article, therefore, the EU is primarily empowered to promote, assist, and, where necessary,
complement member state cooperation. In practical terms,
this implies that the role of the European Commission is
to promote cooperation, and in particular the exchange of
best practices, with the aim of sustainably improving the
level of health in the EU and protecting EU citizens from
health risks.
However, Article 168 TFEU cannot be considered or interpreted in isolation. It is embedded in a complex primary law structure , and buttressed by a wealth of secondary legal acts. The health policy area in a broader sense
is also directly and indirectly influenced by numerous
other policy fields and instruments. These include, first
and foremost, internal market rules (Article 114 TFEU),
macro-economic coordination instruments (Regulation
(EU) 1175/2011 based on Article 121 (6) TFEU), and the
Charter of Fundamental Rights, along with occupational
safety and health (Article 153 para. 1 lit.a) and consumer
protection (Article 169 TFEU) regulations.20
The impact of the European single market on national
health policies has been evident for several decades. The
establishment of the single market has resulted in numerous legislative acts, so that “single market health policy”
can be seen as in fact the oldest dimension of (indirect)
European health policy.
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While certain areas of domestic health policy enjoy
special legislative protection and are thus excluded from
common market rules and logic, many other areas are
shaped by the interplay of domestic legislation and EU
internal market rules. Over the years, several “spill-over”
effects of internal market rules have been observed in
national social and health policies, including measures
guaranteeing equal treatment, transparency, and the EU’s
four fundamental freedoms, in particular the mobility of
patients, healthcare professionals, and services.21 One
crucial driving force in the Europeanization of health
policy have been rulings by the European Court of Justice
(ECJ), as in the case of the Patient Mobility Directive
2011/24 / EU (see, for example, the Kohll/Decker caselaw).22 At this point, the process of internal market-driven
integration and harmonization is considered to be largely
complete.
In the academic debate, the position is often expressed
that national legislation has not been disproportionately
influenced or limited by single market legislation. In
the case of the German health care system, for example,
European financial support regulations take Federal German Law of Hospital Financing into account, and when in
doubt, cross-border access to hospital treatment depends
on national authorization.23
The influence of macro-economic instruments and coordination mechanisms on the design of national health
care structures, on the other hand, has increased over
time, especially in the wake of the European economic
and financial crisis. The European Commission reacted
to the crisis by reforming Europe’s budgetary supervision
competencies on the basis of Article 121 (6) TFEU in order
to better anticipate and respond to macroeconomic imbalances within the EU in the future; these reforms included
the European Semester, and revisions of the Stability and
Growth Pact.
Under normal circumstances, EU member states that
are not subject to European Stability Mechanism (ESM)
programs or excessive deficit procedures cannot be forced
to implement country-specific recommendations of the
European Commission; they must provide accounts of
their reform processes, but are not sanctioned for recommendations they do not implement.
Countries that are receiving assistance from these
programs, on the other hand, have to accept more EU influence on their domestic policies. Social and health policies are generally the largest national expenditure items,
accounting for around 29.5 percent of GDP on average
across the EU, meaning they are also the largest targets
for budgetary recommendations.24 Under the terms of
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Greece’s MoU, for example, the country was committed
to far-reaching structural reforms in the areas of pharmaceutical markets, hospital care, and health insurance
organization, which are supported and monitored by the
European Commission, the European Central Bank (ECB)
and the International Monetary Fund (IMF). The country was obligated to reduce its number of doctors, and to
introduce additional payment requirements for treatments and medications. Similar conditions were applied
to Portugal and Cyprus.25
As part of the European Semester, country-specific recommendations were issued in 2017 for twelve EU member
states calling for reforms to increase the efficiency of their
national health systems. The European Commission also
plans to integrate a socio-political “scorecard” into the
European Semester that would grade the implementation of the European Pillar of Social Rights, with the aim
of strengthening the EU’s social dimension and making it more visible.26 It is therefore foreseeable that the
European Semester will increasingly be linked to social
policy indicators, rather than just economic indicators, to
prevent and reduce social imbalances within the Union.
The example of budgetary control, however, shows
the inherent problem with any framework that would
attempt to firmly divide social and economic competencies without taking into account the interplay between
the two policy areas. While Article 168 (7) TFEU establishes the organization of national health systems as a
matter for the member states, this national sovereignty is
limited by the budgetary dimensions of health policy. A
holistic approach is therefore essential. Closely related
to this argument, it is worth noting that the ECJ has thus
far only sanctioned incidents where EU competencies
were fundamentally exceeded.27 Furthermore, the EU’s
Charter of Fundamental Rights and the social dimension
of European citizenship presuppose a right to a “high
level of human health protection,” in particular access
to ”preventive health care” and the right to “benefit from
medical treatment”28; that being said, art. 6 par. 1 TFEU
establishes that the rights grounded in the charter do not
extend the competencies of the Union as defined by the
relevant treaties.
Overall, Article 168 TFEU cannot be considered an
absolute legal barrier to a progressive Europeanization of
health policy.29 While the regulatory competence of the
EU to harmonize national legislation is very limited, the
EU has a wide range of tools at its disposal under Article
168 (5) TFEU. There is therefore room for more in-depth
EU cooperation in the future, whether it involves all 27
member states or smaller coalitions within the Union.
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The Patient Mobility Directive 2011/24 / EU, for example,
cited the cross-cutting objecting of ensuring a high level
of health protection to launch various voluntary initiatives promoting member state cooperation, including the
European Reference Networks (ERNs), the Joint Health
Technology Assessment (HTA), and the eHealth Network.

5. Status Quo of European Health Policy
Instruments and Incentives
As described in the previous section, EU regulatory
competence in the field of health is very limited under ordinary legislative procedure. The EU’s legislative powers
mainly cover the area of pharmaceutical policy, which is
overseen by DG SANTE, and ensuring quality standards
for medical devices and technologies, which are the
responsibility of the Directorate-General for Internal Market, Industry, Entrepreneurship, and SMEs (DG GROW).
However, in most other areas and sub-dimensions of
European health policy, the EU has other tools and incentives at its disposal. These include coordination and best
practice exchange, networking, and research funding.
These allow the Commission to indirectly set standards
for cooperation and prioritize different research areas by
structuring tenders and setting eligibility criteria.
The European Commission presented its most recent
European health policy strategy in a white paper it released in 2007.30 The objectives of the current European
health policy are formulated in the Third Health Action
Program 2014-2020, and can be summarized under four
pillars:
(1) health promotion, disease prevention, and promotion
of healthy lifestyles,
(2) the protection of citizens from cross-border threats to
health,
(3) the contribution to innovative, efficient, and sustainable health systems, and
(4) access to better health care.31
Annual work plans to implement the above objectives
have been adopted within the larger framework of the
multi-year plan. However, the program’s budget is limited
– and it is moreover the only item within the current EU
budget that is explicitly and exclusively dedicated to the
promotion of public health.
The total program budget amounts to 449.39 million
euros, just 0.04 percent of the EU’s Multiannual Financial Framework.32 Implementation of these goals relies
– among other things – on co-financed Joint Actions to
promote voluntary cooperation between member states.33

Past and current joint actions have included the implementation of best practices in chronic disease management, e-health network support, forecasting and demand
planning for the provision of vaccines, and an analysis
and policy development package to address unequal
health opportunities.34
Overall, the Juncker Commission has launched fewer
legislative acts focused on health than previous European
Commissions; DG SANTE, for example, has only submitted a legislative proposal for increased cooperation on
health technology assessment (HTA).35 That being said,
the other Directorates-General, such as DG MARKT, have
occasionally submitted legislative proposals related to
health; one such proposal has called for a new directive
requiring proportionality tests prior to the adoption of
new regulations concerning professions.36 Representatives of the Commission argue that further legislation
and harmonization efforts are currently not necessary,
and that future initiatives should come from the member
states themselves.

Health in the Context of the Better Regulation
Agenda
The current stance of the European Commission must
be seen in the context of the broader debate on the
EU’s future. It can be considered a response to ongoing
discussions about limiting the EU’s engagement to “big
questions” where it can have noticeable added value for
the whole of the EU. The overarching “Better Regulation
Agenda” was spurred by – among other things – debates
in the UK and the Netherlands about possible shifts of EU
competencies back to the national level. As a result, the
Council working party on health has rarely been meeting.
The perceived inactivity of the EU has been frustrating
actors who would prefer the EU take a stronger role in
this area, including member states like Belgium, Malta,
and Luxembourg, along with other European stakeholder
organizations.
Given the current uncertainty about the future of the
EU in general, there is a possibility that DG SANTE will
continue reducing its activity; particularly in the context
of ongoing EU budget negotiations, leaving fewer member
states to finance a larger number of priorities and projects in the future. The ultimate question may be whether
there will be a new health program beyond 2020, and
whether DG SANTE will continue to exist at all in the
wake of a possible restructuring under the next European
Commission. Critics of this trajectory, both in the various
member states and in stakeholder organizations, warn
that the loss of DG SANTE within the European Commis-
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sion could shift the health narrative too much towards
the interests of the health industry as DG GROW gains
importance,37 potentially marginalizing the issue of public health. The elimination of DG SANTE would also mean
the absence of any central body coordinating EU health
policy activities, which would be detrimental to the
“health in all policies” approach to cross-sector promotion
of health protection within the EU.
At the same time, the implementation of the current EU
health program has been criticized. In particular, there
are complaints that Joint Actions are not designed to be
sustainable enough, and that stakeholders are included
too late and with little systematic involvement. Similarly,
there is a lack of data to evaluate the efficiency and actual
added value of these measures. Another fundamental
point of criticism concerns the question of whether the
EU should continue to finance expert activities and NGO
projects. This criticism is particularly strong in those
member states that are not interested in a stronger European dimension in the health sector and are in a position
to finance and produce research themselves – or are
simply unwilling to increase their contributions to the EU
budget.

The Uncertain Future of European Health Policy
Overall, the Council and the Commission agree that no
additional transfers of competencies requiring treaty
changes are currently necessary, or even desirable, to
strengthen the EU’s role in the health field. Instead, in
line with the different scenarios outlined in the white
paper on the future of the EU, ideas are being discussed
concerning how to make the best possible use of existing
tools and instruments. Potential instruments and procedures include greater cooperation at the supranational
EU level (such as HTAs), as well as voluntary cooperation formats that would include smaller constellations of
member states. Specific considerations and collaborative
efforts focus on issues such as the exchange of information and expertise, common early detection mechanisms
(“Horizon Scanning”), joint HTA, joint price negotiations,
joint drug procurement, and the consequences of brain
drain and skill shortages. Further initiatives are centered
around classic public health topics such as prevention and
health promotion.
Since 2014, several EU Council presidencies – most
notably the Greek, Italian (2014), and Dutch Council
presidencies (2016) – have focused on options and instruments of voluntary cooperation on drug price negotiation,
occasioned by the approval of the high-priced hepatitis C
drug Sovaldi. The Dutch Council presidency concluded,
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for example, that, while new medicines have a high
potential for innovation and can meaningfully contribute to improved public health, they also put a strain on
national health systems as more resources are allocated
to price determination and benefit assessment. This has
effectively already resulted in market failures in some EU
countries, preventing patients from accessing the medications they need at affordable prices.
Against this background, Council conclusions stated
that the “pharmaceutical system in the EU and its
Member States, which is characterized by a division of
competencies between Member States and the EU level,
can benefit from dialogue and a more holistic approach
regarding pharmaceutical policy, by enhancing voluntary
cooperation between Member States aimed at greater
transparency, to safeguard common interests, ensuring
access of patients to safe, effective and affordable medicinal products as well as the sustainability of national
health systems.”38 The conclusions of the Maltese Council
presidency in the first half of 2017 were even more ambitious and comprehensive, calling for broader and more
active voluntary European cooperation on health systems
in general. This document also addressed the need for
improved access to medical technologies and medicines,
while suggesting other possible areas of cooperation, such
as common responses to brain drain and skill shortages
in various EU countries. It also proposed more intensive,
voluntary cooperation in human resource planning, the
development and application of ethical criteria in the appointment of health professionals, and the development
of the ERNs into specialized medical centers with differentiated functions.39 In comparison, the agenda of the
Bulgarian Council presidency in the first half of 2018 was
less ambitious regarding voluntary cooperation. It identified affordable pharmaceuticals and public health – and
more specifically children’s nutrition – as priorities.40
Overall, a look at the Council conclusions issued in
recent years shows a consistent sense of necessary steps
to be taken on the EU level, as well as the underlying
analysis of problems and challenges. However, promising, sustainable solutions have yet to emerge – and many
member states mention the absence of German leadership
as a central obstacle.

Trend Towards Greater Sub-Regionalism
Since there is no consensus on health policy objectives
at the EU level beyond general intentions, more member
states and stakeholders are adopting intergovernmental,
sub-regional approaches of their own. These include the
Valletta Declaration, a predominantly Southern Euro-
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pean coalition to jointly negotiate drug prices;41 cooperation initiatives undertaken by the Nordic countries;
the BeneluxA initiative, which includes Belgium, the
Netherlands, Luxembourg and Austria;42 and cooperative arrangements among the Visegrád countries (Poland,
Hungary, Slovakia, and Czech Republic). Both the Valletta Declaration and BeneluxA focus on the pharmaceutical and health technology sectors. The Visegrád states
(V4), on the other hand, are focusing on joint initiatives to
promote innovation in the health sector, and digitization
strategies in a broader sense – in its 2017/2018 program,
for example, the Hungarian V4 presidency specifically
mentioned medical and nanorobotic innovation. Over the
longer term, the coalition will also be examining potential cooperation on e-health and price negotiations.43
Sub-regional cooperation formats will likely continue
to gain in importance, especially if EU engagement continues to decline. If Germany continues to not participate
in these sub-regional initiatives, German actors will not
have the opportunity to directly influence intra-European
developments. This would render Germany a passive
observer, or “policy taker”, in the event that sub-regional
policies trigger spillover effects affecting Germany or the
EU as a whole. This would be conceivable, for example,
in the case of common standards, which are gradually
being promulgated within the EU. If these sub-regional
policies achieve critical mass, Germany itself could come
under pressure to adopt them; conversely, if they fail to
achieve widespread adoption, they could create divergent
standards in different parts of the Union, rendering later
supranational EU approaches nearly impossible. Crossborder cooperation initiatives, on the other hand, which
respond to specific sub-regional challenges, carry little
risk of negative repercussions, either for Germany or the
EU.
So far, however, these sub-regional initiatives have
failed to deliver sustainable results, primarily due to
a lack of strategic and specific objectives and process
targets.44 That being said, individual pilot projects in the
area of pharmaceuticals – for example in the generics sector – are already in progress.
These cooperation approaches comprise voluntary associations of states. They often include formalized structures, but lack the kind of supranational elements like
sanctioning mechanisms and resource facilities that EU
structures have at their disposal. Some of these groups,
like BeneluxA and the Valletta Coalition, are open to
outside membership; others, like the Visegrád group and
the Nordic Council, are not. These groups are generally
dominated by small- and medium-sized states; Germany

and France are not actively involved in any cooperation
format, and neither Italy nor Spain holds a leadership
role, although they were among the original signatories
to the Valletta Declaration in June 2017. This restricts the
groups’ chances of success when it comes to price negotiations with the pharmaceutical industry.
It is therefore in the interest of proactive smaller
countries like Malta and Belgium to involve the Commission in so-called “coalition of the willing” initiatives, and
to discuss ideas in Council working parties – however,
this approach has earned the criticism of Germany, and
several other larger member states, who fear that groups
of member states could work in concert with the Commission to extend EU competencies through the back door.
There is also the concern that the Council’s agenda is
already overburdened and dominated by pharmaceutical
policy, crowding out discussions concerning other areas
of European added value. Therefore, Germany, Spain,
and Sweden prefer that voluntary cooperation take place
outside of the EU institutions, for example through the
BeneluxA and V4 initiatives.
Germany has also been anxious to prevent these
voluntary cooperation formats from having unintended
consequences for the German health care system. These
could include interference with national price setting for
health services, or definitions of reimbursement rules,
and possible threats to other structural principles of
traditional German self-governance. Accordingly, Germany agreed with the Maltese Council conclusions only
after the German delegation was allowed to contribute an
addendum stating that “the design of voluntary cooperation at each stage is the sole responsibility of the Member
States that voluntarily organize. [...] There is no overall
coordination of activities, in particular not by the Commission. Agreements that are made within this cooperation, and the results of the discussions, will only have an
effect on the internal mechanisms of the Member States
that voluntarily join. There is no involvement of European
structures outside the competencies foreseen in the European treaties. “45

6. A New Agenda for European Health Policy
As has been shown, the future agenda of European health
policy should target three overarching areas: (1) social
and economic convergence, (2) innovation and research,
and (3) the EU’s internal and external capacity to act. In
the following subchapters, selected sub-areas of European health policy are outlined to present the status quo,
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current challenges, and possible next steps, taking into
account these overarching targets.

6.1 Patient Mobility
The field of patient mobility is regulated by secondary
legislation at the EU level. The Patient Mobility Directive was adopted as a result of a number of ECJ rulings in
which the ECJ ruled in favor of patient plaintiffs who had
been denied reimbursement by their countries of origin
for treatment or medical device purchases in other EU
countries. The directive regulates the provision of patient
mobility by guaranteeing transparent, non-discriminatory procedures that specify the conditions under which patients have access to treatments, therapies, and medicines
in other EU countries, and the conditions under which
costs will be reimbursed. The aim of the directive is not
to encourage patients to make greater use of their right to
mobility, but rather to provide clear information and legal
certainty; furthermore, the directive emphasizes that it
in no way restricts the right of member states to independently determine their own catalogues of national
health care services and national health care financing
mechanisms.46 The need for greater cooperation between
health systems is justified by the objective of guaranteeing access to safe and high-quality healthcare to patients,
especially in border regions. The ERNs and the e-health
network are specified as concrete projects the EU should
focus on.
In the pan-European context, patient mobility plays
only a limited role; because of both language and trust
barriers – as well as simple logistics – patients usually prefer treatment near their places of residence. Patients are
also often uncertain about the processes and prospects of
reimbursement of costs in other member states, as well
as the quality of treatment. According to a 2014 Eurobarometer survey, only five percent of respondents in the EU
have used medical services in another EU country over
the past 12 months, and only two percent of respondents
planned for treatment in other EU countries. Respondents
who had considered treatment in other EU countries cited
serious illnesses, such as cancer, as reasons. The impact
of the Patient Mobility Directive on routine healthcare is
therefore low.47
However, a different picture emerges in popular
holiday regions and densely populated border regions
– for example at the German-French border, the GermanPolish border, in the Benelux sub-region, and the IrelandNorthern Ireland border. Higher patient mobility is
observed in these regions compared to the rest of the EU.
To facilitate mobility in border regions, EU-coordinated
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initiatives are therefore complemented by a wealth of
cross-border, often bilateral, initiatives.48 These cooperations are often organized between regions or municipalities.
In Germany’s case, there are also a few agreements
between German health insurance and service providers
in neighboring European countries, as well as agreements
between hospitals meant to pool expertise. Examples
include the cooperation of cardiology stations in the Saarland and the French département of Moselle, a trauma
network in the SaarLorLux region, and a German-Polish
neonatal screening initiative. The focus of many of these
cooperation projects is on knowledge exchange; they
are only rarely associated with significant cross-border
investment.
The challenges facing such cooperation projects are
manifold, and in many ways mirror the causes of limited
patient mobility: Language barriers, trust gaps, unclear
legal and health insurance issues, and ignorance of the organization and function of health systems in other countries all play significant roles. There are also cross-border
differences in medical standards and financing systems,
as well as cost pressures, exacerbated by the uncertainty
of long-term project financing.
While some of these problems and difficulties are
geographically specific, there are others that span the
entire EU. The EU should therefore continue initiatives
that weigh the various approaches being used, along
with their prospects of success, to arrive at a set of best
practices.
The main responsibility for stabilizing cross-border
cooperation, however, lies with the member states. Crossborder cooperation should therefore be embedded in
national and bilateral strategies, and be based on framework agreements. It will also require financial and personnel support to meet the requirements of the respective
nations’ health care systems. For Germany in particular,
cross-border cooperation with France, Poland, Austria,
and the Benelux countries could be a lever to establish
important networks and strengthen health cooperation
with these strategically important partners – on the EU
level as well.

6.2 Mobility of Health Care Professionals
While patient mobility is more of a niche topic at the EU
level, the mobility of health care professionals is fraught
with challenges, opportunities, and risks – and it is a topic
that has already engendered a great deal of controversy
among EU member states. Southeast European member
states are suffering comparatively more from a shortage
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of skilled workers and brain drain as young, specialized
professionals leave their countries of origin to work in
Northern and Western Europe.49 Ireland, the United
Kingdom, Sweden, and Finland in particular benefit from
the intra-European mobility of doctors, while countries
such as Greece, Portugal, Romania, Hungary, and Poland,
as well as the Baltic States, are particularly negatively
affected.50
This creates various challenges and problems. One
urgent problem is the difficulties this entails for national
planning; a related problem stems from the different
educational capacities of the different countries, and the
high costs that a state incurs in funding medical degrees.
Some member states are training too few young medical
professionals to meet their own needs, while others incur
the costs of providing expensive medical training but cannot benefit from the labor of their graduates, who prefer
to work in other European countries that offer better
conditions.
There are already several initiatives at the European
level to address this structural asymmetry and the challenges of general Europe-wide demand planning. In 2012
the European Commission presented an Action Plan addressing the need for a sustainable EU health workforce,
which identified the potential for action in four areas:
(1) requirement forecasts for the personnel composition of
national health sectors,
(2) early detection mechanisms to predict future needs for
specific qualifications and health care specializations,
(3) a best practice exchange to develop recruitment and
retention strategies, and
(4) “ethical employment” processes.51
In the context of the Joint Action SEPEN in effect
from 2013 to 2016, a network for cooperation and health
care personnel planning was created; the Joint Action
was later extended until 2018.52 In addition, the Maltese
Council presidency prioritized cooperation on European
health professional planning in its Council conclusions,
and proposed stronger cooperation on needs planning,
joint training, and information exchange. The Hungarian government submitted further proposals during its
presidency, including a call for more consistent adherence
to “ethical hiring” rules53 specified by the World Health
Organization (WHO). It also discussed the introduction
of compensation mechanisms for EU countries that are
disproportionately affected by intra-EU brain drain.
However, there is no serious discussion at the EU level
about taking action beyond joint horizon scanning and
voluntary best practice exchange. Proposals such as com-

pensation payments and other redistributive mechanisms
are seen as excessive interventions in the organization
of national health systems. Instead, the responsibility for
reforms that would create more attractive working conditions is primarily seen as lying with the member states.
The absence of a European discussion in this area can
be partially attributed to the fact that large EU member
states like Germany, Great Britain, and Spain are more
likely to benefit from intra-EU mobility in the health sector – or at least are not negatively affected – and therefore
see little need for European action in this area. The prevailing assessment is that brain drain and skill shortages
have to be considered in the context of wider systemic
transformation as part of the process of working towards
greater social and economic convergence. In order to
counteract economic and social divergence, the scope for
EU activities and voluntary cooperation in this area, both
at the EU level and bilaterally, should be further explored.

6.3 Digitization and E-Health
As in many other areas of European policy, digitization is
set to play a significant role in the health sector.
Within the EU, different digitization measures and proposals are coordinated and financed by different bodies. A
voluntary e-health network has been established on the
basis of the Patient Mobility Directive to facilitate cooperation and exchange between member states and maximize the interoperability of different health systems; this
network is the main decision-making body on e-health at
the EU level, and national decision-making bodies working on e-health issues are organized within this network.
Within the network, which includes representatives from
all EU member states, a broad range of topics is discussed,
summarized in Health Action Plan 2012-2020. The concrete projects included range from the systematic provision of health-related data and the creation of various
databases to telemedicine and the widespread introduction and interoperability of electronic medical records to
the introduction of electronic prescriptions.54 Within the
European discourse, it is emphasized that these measures
could increase efficiency, reduce costs in the long run, promote the mobility of patients and professionals, close gaps
in care, facilitate targeted research and early detection,
and foster innovation.55
To advance the digitization of health at the EU level
in all its facets, the European Commission held a public
consultation on transforming healthcare in the digital
single market in the second half of 2017, and published a
Communication on Digital Transformation in April 2018.56
The Estonian Council presidency also devoted itself to
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the European e-health agenda in the second half of 2017,
and organized a three-day conference on “Health in the
Digital Society. Digital Society for Health”. At the end of
its presidency, the Council also made specific mention of
e-health for the first time, setting out two specific priorities: (1) the empowerment of patients through electronic
access to health data, and (2) the provision of data-driven
health research and innovation.57 To further develop
and implement the e-health network, a new Joint Action
(eHAction) was launched in March 2018. The Connecting
Europe Facility (CEF) also works to provide a “Digital
Services Infrastructure for eHealth” by 2020 at the EU
level to help member states exchange data and establish
interoperability.58
The EU member states therefore agree in principle that
the development of e-health and the further digitization
of European health data are essential steps. On the other
hand, there are clear differences on questions of details
and practical implementation. These differences arise
from the member states’ national discourses and attitudes,
as well as their available resources and processes and existing domestic structures. This can be seen, for example,
in the availability of broadband networks, and the degree
to which various stakeholders in domestic health systems
already exchange electronic data.
Smaller member states – especially in Northern Europe,
but also in other parts of the EU like Belgium, Slovakia,
and Austria – often push the e-health agenda more actively than the larger member states, and often have less
pronounced concerns about privacy issues and cyber-security risks. At the same time, the population in Northern
Europe is already more familiar with elements of e-health
than populations in Central and Southern Europe; according to a special Eurobarometer survey conducted in
2017, for example, more than 40 percent of respondents
in Estonia, Finland, and Denmark used e-health services
over the previous 12 months, compared with less than 10
percent in Malta, Germany, and Hungary.59
This gap is correlated with strong divergences in existing infrastructure, as well as varying levels of digitization
and e-governance. While the Nordic and Baltic countries
are already leaders in this area, many Southwestern
European countries still have a lot of catching up to
do. Another factor is the organization of existing health
systems and the degree of their centralization. In smaller,
centrally organized countries, it is easier and requires less
resources to create uniform, state-of-the-art structures
than in large, decentralized health systems with a high
degree of regional self-governance.
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Against this background, the main task of the European Commission and the individual member states is
to align standards in data processing, data transmission,
and data security, and create interoperable structures.
This is particularly important as the EU works to get and
remain ahead of external competitors. Common standards and structures will make it easier to exploit eHealth
in the medium and long term to achieve more in the areas
of health prevention, innovation, and research, and make
the early detection of crises and other health policy developments possible.
In the short term, cooperation in best practice exchange and the further education of health care workers
on topics such as data security should be a priority. As in
other health-related cross-cutting areas, it will also be
essential to ensure that individual countries and regions
within the EU do not disproportionately lag behind others; this would run counter to the overall objective of
promoting broad protection of public health and maximum patient safety. In order to avoid such a negative
scenario, existing support instruments should be used,
and the Commission should work to ensure a sustainable
exchange between member states.

6.4 Quality and Safety Standards
Ensuring quality and safety standards for medicines and
medical devices is the key health policy area where the
EU has explicit regulatory competence. The European
Medicines Agency (EMA), for example, is responsible for
the marketing authorization of medicines at the EU level,
in cooperation with the member states.
Reforms to medical device legislation bring the
potential for significant innovation in ensuring quality
and safety standards.60 A package of new regulations
governing medical devices (VO (EU) 2017/745) and in
vitro diagnostics (VO (EU) 2017/746) was adopted in
April 2017; after a transition period, the new regulations
will be effective in April 2020 and 2022, respectively. The
regulatory review of medical devices has been reexamined, particularly in response to scandals like the 2010
case of French company Poly Implant Prothèse, which
made low quality breast implants. The newly introduced
innovations include, among other elements, stronger EU
involvement in product classifications, revised definitions of medical devices, the addition of cosmetic product
groups with non-medical purposes (e.g. contact lenses
and implants), and the creation of a European database.
However, member states have criticized the transitional
period, arguing that it provides inadequate time to adjust.
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Under the auspices of DG SANTE, a proposal for more
intensive European cooperation on Health Technology
Assessment was presented in February 2018, including
HTAs that would be legally binding for all member states.
The Commission is thus building on existing voluntary
cooperation in the context of a Joint Action between the
member states, specifically national HTA authorities. In
the Commission’s view, greater European cooperation in
the assessment of medicines and other forms of therapy
brings numerous benefits: With increasingly complex
HTAs due to ever more complex innovation, the Commission anticipates general cost savings and efficiency gains
through the increased Europeanization of HTAs. It also
foresees an increase in transparency, the convergence
of quality standards, and better access to medicines for
smaller member states, such as Luxembourg, which do
not have their own HTA authorities.61 It also anticipates
benefits for the industry, which until now has had to
conduct 25 separate price negotiations, and has therefore
focused primarily on the markets of the large member
states.
The HTA initiative is currently supported by segments
of the medical device industry, large parts of the pharmaceutical industry, the European Parliament, and many
smaller member states, including the Baltic States, the
Netherlands, Croatia, Slovakia, and Hungary. In contrast,
criticism has come mainly from larger member states –
including Germany, Spain, France, and Poland, but also
Bulgaria, Romania, the Czech Republic, and Greece.62
The opponents of the proposal, often states with their
own HTA authorities and well-organized associations
of doctors and pharmacists, accuse the Commission of
exceeding its competence with the initiative. They also
complain about unnecessary bureaucracy growth and the
danger of sinking national quality standards. In the case
of smaller member states such as Romania and Bulgaria,
criticism is based more on their very limited resources; it
is feared that national systems and administrations will
be overburdened by the requirements set out in the Commission proposal.
Immediate challenges in the pharmaceutical and
medical device sector have also arisen through Brexit.
This applies to marketing authorization of medicines , but
also other assessment procedures – for example, British
experts are currently responsible for over 20 percent of
the EMA’s work.63 In addition to the loss of UK expertise
and labor in marketing authorization of medicines, it is
expected that the logistical implications of the EMA move
will also contribute to delays in the application process
during the transition period. As the largest EU member

state, Germany could help make the transition as easy
as possible by providing financial and human resources;
Germany could also proactively work towards a compromise solution for the HTA dossier that relieves smaller EU
states and stimulates the exchange of expertise.

6.5 EU Funding Instruments, Network Building, and
Research Support
Research funding and networking support are at the
center of the EU’s health-related activities. In addition to
the health program set up through DG SANTE, other programs to promote health objectives also contribute given
the cross-cutting nature of health policy.64 For example,
the Cohesion Fund within the European Structural and
Investment Funds (ESIF), touches on health through
projects focusing on information and communication
technology (ICT), SMEs, social inclusion, and employment. The European Regional Development Fund (ERDF)
can also be used to promote health-related infrastructure,
e-health, and SMEs. The European Social Fund (ESF),
meanwhile, finances initiatives that focus on health
promotion, demographic change, and health inequalities,
among other areas. Health-related projects are funded
under the EU’s Horizon 2020 research program, and the
European Investment Bank (EIB) is promoting projects
to increase access to healthcare and social and economic
cohesion in the EU, including through the European Fund
for Strategic Investments, launched in 2015.
In the area of network building, the Patient Mobility
Directive set important milestones in 2011, particularly
the creation of the ERNs. The ERN initiative aims to bring
together existing EU-wide expertise by linking centers of
expertise and healthcare providers, with a specific focus
on improving diagnosis and treatment strategies for rare
diseases. The Commission primarily provides operational
support, and is responsible for funding basic coordination
work. Member states’ participation in ERNs is voluntary.
Following the first call for ERNs, a total of 24 reference
networks were set up in March 2017, involving more
than 300 hospitals in 25 EU member states plus Norway.65
Greece and Malta are seeking to participate with the next
round of calls. The ERNs have great potential for further
development in the short and medium term if they succeed in consolidating the newly created networks.
The participating EU member states should also work
to use the data obtained (taking into account the necessary data security requirements) for further research,
epidemiological surveillance, and the development of
guidelines for successful treatment and quality standards.
In addition to the potential for gathering diagnostic and
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scientific knowledge, the comprehensive networking
of physicians and experts carries an additional value
for individual patients, who benefit from the pooling of
expertise regarding their treatment options, and physicians, who can exchange their expertise more easily and
regularly in areas with few domestic experts.
ERNs also help build trust between relevant actors.
Many health care providers want to use ERNs to support
new treatments and provide insight into more common
diseases. One of the biggest challenges is integrating
ERNs into national health systems, meaning the sustainability of this cooperation initiative depends substantially
on the sustained commitment of the member states themselves. The decisive factor will be their desire to promote
the necessary coordination for the harmonization and interoperability of standards and procedures – for example,
reimbursement of costs and ICT systems.
The potential and added value of European support
measures – especially in networking and research funding – should be obvious. However, representatives of the
EU member states at national, regional, and local levels,
as well as numerous non-governmental stakeholders at
various levels, criticize the procedures and structures of
European funding and networking strategies, citing in
particular the complexity of EU procedures and the tendency not to sufficiently involve stakeholders at an early
stage, along with their extensive bureaucracy, limited
lifetimes, and the lack of empirical data concerning the
sustainability and long-term effects of individual projects.
In addition, as in many other policy areas, Brexit poses
key challenges in the health sector, including maintaining the quality of existing research networks and providing a comparable level of financial and human resources
in the future. In order to bridge the Brexit transition
phase as easily as possible, the EU-27, and Germany in
particular, should further increase their involvement in
research funding and research cooperation in the short
and medium term. This does not only apply to existing
structures and networks; Germany and the EU-27 should
also provide financial resources for future EU research
projects that promise European added value.
Certain member states and groups of member states
could also take on specific responsibilities in areas where
they have particular expertise or see particular added
value. In the same way, they could take leading roles in
the continuation and development of existing projects.
The creating of such open and flexible clusters of expertise would increase the sense of ownership on the part of
the member states, and thus strengthen the sustainability
of structures. Moreover, such a structure would comple-
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ment the Commission’s work, and relieve it of a certain
degree of its responsibility for implementation. Of course,
this cannot result in individual countries being excluded
from networks or research projects. The structure of the
ERNs, which are organized with the help of network coordinators connected to hospitals and research institutes,
could serve as a model. Great Britain and the Netherlands,
as well as Germany and France, are already visibly represented within the ERNs; Germany, for example, provides
four of the 24 network coordinators. In principle, efforts
should be made to create collaborations and networks
that are as inclusive as possible. The European Commission should therefore stick to the structure of Horizon
2020, the third pillar of which supports collaborative
research projects.
Germany should also participate in the negotiations
concerning the next Multiannual Financial Framework
to ensure that health is maintained as a separate budget
item to avoid reductions in the funding aimed at harmonizing health levels within the EU. In terms of specific content, the EU should aim to maintain a balance
between economic and socio-political innovation with
regard to research cooperation and funding of Joint Actions. The focus should be on issues with pan-European
added value, such as the consequences of demographic
change, global and cross-border health risks, patient
safety, antibiotic resistance, digitization, and the management of rare diseases; in order to avoid duplication, there
should be some level of coordination governing which
priorities should be promoted at the EU level and which
could be better addressed by the WHO or the UN. Global
trends should also be taken into account and anticipated
in order to predict how they might affect the performance
of health-related multilateral organizations. For example,
if the US gradually withdraws from the WHO – and other
countries respond by modifying their priorities commensurately – the EU should become more involved in certain
areas.

6.6 Global Health
Global health is a policy that addresses the health challenges of an increasingly globalized world. It includes
development policy issues, the fight against cross-border
health threats, and governance issues. The Commission
defines global health as the “worldwide improvement of
health, reduction of disparities, and protection against
global health threats.”66 The EU’s ability to act externally
is directly related to its ability to act internally; weakening liberal regulatory structures have a negative impact
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on global health, as the UN and WHO are central arenas
of global health policy.
In this context, the US’ reductions to its commitments
to global health are immediately visible. It has already
planned budget cuts for the Centers for Disease Control
and Prevention (CDC), and re-introduced the “Global Gag
Rule”, which states that the US will not provide financial
assistance to NGOs offering or advising on abortions.67
The EU is increasingly active in foreign policy in the
field of global health, in particular in the wake of health
crises such as BSE and the H1N1 pandemic in 2009.68
Measures already initiated and implemented include, for
example, the Medical Corps, which can be deployed to
worldwide health crises, the epidemiological training programs of the European Centers for Disease Control and
Prevention (ECDC), and the financing of the SHIPSAN
and AIRSAN projects to improve airborne and maritime
disease control. The EU also supports the Universal
Health Coverage Partnership, which seeks to improve
health coverage in 35 partner countries by strengthening political dialogue, health care capacity, and financial
resources.69
Despite these initiatives, the EU’s commitment to
global health is not consistent. As with other EU health
activities, this is partly due to the cross-cutting nature
and fragmentation of the policy area, as well as a lack of
coordination. The EU is a “patchwork actor”70, with its
competencies dispersed among different organizations
and grounded in various legal texts. Overall, the EU’s
legal competencies in the area of health remain limited;
the individual member states themselves are instead the
key players in global health.
In addition to Germany, countries such as Great Britain
– which has had its own global health strategy since 2014
– along with France, the Netherlands, Belgium, Spain,
Finland, Denmark, and Sweden are very active in global
health, though with different understandings of what that
entails. While Spain, Denmark, and Belgium in particular emphasize global justice as their main reference
framework in global health, the Netherlands, the United
Kingdom, France, and Germany also emphasize security
and investment aspects.71 As a result of these different
priorities, the EU has so far failed to exploit its potential
collective influence. This is evidenced by the fact that the
EU has not yet effectively translated its weight into political influence, even though its member states hold a not
inconsiderable share of the vote weight in the UN institutions and are among the largest donors to development
projects. This applies equally to the WHO, where the

EU is also not seen as an effective actor despite holding
observer status.
A new, proactive global health strategy for the EU

The EU set the strategic basis for its current global health
policy in the 2010 Commission Communication on Global
Health Policy and the subsequent Council conclusions.
The Council agrees with the four priorities set by the
Commission, which include: improving global governance, advancing universal health coverage, increasing
coherence within the EU, and promoting expertise that is
accessible to all.72 So far, however, these priorities have
not developed sustainable momentum, and seem to have
generally been forgotten – the EU Global Strategy 2016,
for example, does not even mention global health. It is
thus difficult to say that the EU has any consistent strategic orientation regarding its role in global health.
In light of this problem and the challenges outlined
above, a new, pro-active global health strategy should
be developed. The EU should use it to outline its future
role in global health, and prioritize and coherently align
its policies. To ensure that the priorities developed are
not forgotten once again, the European Council and the
European Parliament should be closely involved in the
development of this strategy. Similarly, a variety of academic and civil society stakeholders should be involved to
give the strategy momentum and broad acceptance. The
Global Health Policy Forum, which the Commission organizes four times a year to stimulate exchanges between
different health stakeholders, could offer an appropriate
format. A new European Global Health Strategy should be
multisectoral and multidisciplinary, linking the internal
and external dimensions of health issues. In order to
enhance its international credibility, the EU should also
take action to improve the level of health care within the
European Neighborhood.
In its new global health strategy, the EU should also
continue to pursue its value-based approach. To this end,
it should promote better global health care in its development policy, as well as in international organizations, sustainably strengthening health systems and framing them
as part of a human rights-based approach. At the same
time, the EU should use its economic power to establish
standards and norms in global competition, for example
by enshrining high health standards in multilateral trade
agreements. The environmental dimension of health,
including protection against environmental risks that are
harmful to human health, should also be further integrated into its future strategy. Here the EU could assume
a global leadership role, filling the vacuum that has arisen
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with the US withdrawal from the Paris Climate Agreement. In addition, given current geopolitical changes, a
concrete roadmap for strengthening cooperation with international multilateral organizations – in particular the
UN – is needed to develop a sustainable vision for global
governance, including in the area of health.
The impetus for the development of a new global
health strategy should come primarily from the EU
member states in order to strengthen the initiative. As the
largest and economically strongest member state, Germany could play a leading role in agenda setting at the EU
level, for example in the context of the German Council
presidency in 2020. Berlin has shown a strong commitment to global health in recent years – especially in the
context of its G7 and G20 presidencies. Moreover, the coalition agreement announced the government’s intention
to develop a national strategy for global health. Synergies
within this process could also be useful at the EU level.
The EU should continue to improve the coordination
and coherence of its existing actions, and consider setting
up a Global Health Coordination Center, which could be
located within the European External Action Service. The
coordinating body could focus on EU action in the field of
global health, and when necessary coordinate and review
its focus and the priorities it has set. It would work closely
with the various Directorates-General and EU agencies,
and serve as a point of contact to disseminate information
internally and externally, bringing together different actors in the field of global health. Such a coordinating body
would also have the advantage of occupying the issue of
global health at the EU level, without requiring any new
transfer of competence.
The EU should also prepare for emergencies by promoting efforts to combat impending health crises. Antibiotic
resistance, the growing global burden of disease from
noncommunicable diseases, and the risk of the rapid
spread of infectious diseases in an increasingly interconnected world are challenges that should be urgently
addressed in its global health strategy. The European
Commission has already taken important steps in its action plan against antibiotic resistant disease, which it adopted in 2017. The UK, Sweden, and the Netherlands were
among the initiative’s leading supporters, and Germany
and France have intensified their commitments. Regarding noncommunicable diseases, which are an increasingly
large global health problem, the EU should strengthen its
preventive measures and become a best practice region.
With the Ebola outbreak in West Africa and the recent
Zika crisis, the potential danger of rapidly spreading
infectious disease has attracted more and more attention
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among political decision-makers. The EU’s response to
Ebola has often been criticized as being too uncoordinated and too slow compared to the US government’s financially strong and professionally coordinated response.73
In order for the EU to be more effective in the future, the
mandate and funding of the European Center for Disease
Control and Management should be expanded, especially
when it comes to the prevention and monitoring of health
crises; this is increasingly urgent as the US cuts funding
for its own Centers for Disease Control and Prevention,
not least so the EU can protect its own people.

7. Recommendations for German Health
Policy
In the area of health policy, the EU is under considerable
pressure for the social, political and economic reasons
outlined above. At the same time, the future orientation of the policy field is uncertain and lacks an overall
strategy. Member states have thus far failed to agree on a
future direction for an EU health agenda. As noted above,
many smaller states are promoting more Europeanization
in the area of health policy, and support further solidarity in the form of financial support, either to achieve
greater economies of scale – as in Belgium, Ireland, Malta,
Luxembourg, Estonia, and the Netherlands – or to combat
pressing systemic challenges like brain drain and health
inequality in countries like Romania, Hungary, Portugal,
and Greece. Larger member states, in particular those
with strong traditions of self-governance in health policy
or strong regions and decentralized health policymaking,
are more skeptical about stronger cooperation. For this
reason, sub-regional and voluntary cooperation formats
that include only smaller groups of EU countries are
increasingly prevalent.
Due to its size and its system of self-governance in the
area of health policy, Germany is among the skeptical
member states. However, citing limited EU competencies,
Germany has abstained more fundamentally from any
discussions about stronger future EU cooperation than
the other EU member states, regardless of their size, business structure, and financial strength.
In addition to the EU’s internal policy-related disagreements, Brexit and various other crises and challenges are
forcing the EU to confront the question of how limited
resources can be used to finance and implement an increasing number of priorities. This has led to controversy
over the sustainability, proportionality and efficiency of
existing European health initiatives and instruments. It is
uncertain whether DG SANTE or the Union’s health pro-
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gram will continue to exist in their current forms under
the next European Commission.
In light of existing uncertainties concerning the institutional form, resources, and direction developing EU
health policy should take, Germany should bring its position more into line with its aspiration to play a leadership
role in Europe, and play a more active role in formulating,
implementing, and supporting a European health agenda.
The German Council presidency in 2020 offers the ideal
opportunity for this: Germany should be involved in
shaping a forward-looking policy that allows the EU to act
in solidarity and promote convergence on health-related
issues. In doing so, it should make a positive contribution
to innovation and competitiveness in the health care sectors, and help make the EU more effective, both internally
and externally.
Specifically, the German government might consider
the following policy recommendations.

(A) Short-Term Recommendations
1. Develop a pan-European, pro-active strategy: In the
context of the Multiannual Financial Framework 20212027 negotiations, the German government should
adopt a less restrictive approach to EU health policy
that is compatible with its overarching European
policy approach. Health policy should not be considered in isolation; German positioning should instead
reflect the cross-cutting nature of the policy area. This
requires stronger internal German coordination: (1)
within the Federal Ministry of Health, (2) between the
various Federal Ministries, (3) between the Federal
Government and the Bundesländer, (4) and between
government bodies, bodies of self-governance, and
relevant stakeholders.
2. Establish its reliability as an EU partner: So far, the
German government has not adequately outlined its
approach to EU health policy issues and has not been
part of pro-active coalitions, and was therefore often
perceived as a stumbling block. In order to overcome
this reputation, it should therefore visibly and transparently communicate whether and where Germany
sees room for a stronger EU dimension and more
European cooperation. Since Article 168 (7) TFEU does
not provide an absolute legal barrier to the Europeanization of health policy, the German position and
its underlying reasoning should go beyond references
to EU competencies and include political arguments.
For the negotiations concerning the next MFF, Germany should identify core areas to be strengthened
or maintained at the EU level, such as ERNs and other

networks for information exchange and coordination,
along with global health and e-health.
3. Demonstrate solidarity: For many member states,
especially the smaller ones with limited resources,
the Commission is seen as an important partner for
gaining visibility at the EU level and promoting their
own initiatives. In order to prevent unwanted interference in its health sector – even interference “through
the back door” – Germany should think about ways
to preemptively integrate these countries in inclusive
health policy approaches. Germany should therefore
more pro-actively engaged in voluntary cooperation
initiatives, dealing with strategic health related topics
and engaging in the MFF negotiations on sustainable
health-related financial instruments that benefit structurally disadvantaged member states.
4. Build and maintain partnerships: The German
government should strengthen and explore options for
more in-depth cooperation with established partners
- especially in the context of Brexit, as Germany will
lose its most important health policy partner in the EU.
This applies in particular to cooperation with France
and the Benelux and Nordic countries; but areas of
potential cooperation should also be explored with
strategically important countries like Poland, even
as the countries struggle to cooperate in other policy
areas. Possible areas of cooperation could include
digitization, innovation promotion, prevention, and
research cooperation.
5. Keep Brexit in mind: As in all other policies, European health policy must prioritize mitigating the negative consequences of Brexit. The UK’s exit will have a
significant impact on mobility, research cooperation,
ERNs, marketing authorization of medicines, and European engagement in global health. For Germany, aside
from increasing spending and the provision of expertise and other human resources, this means that efforts
to maintain intra-European cohesion and solidaritybased European policies must be reiterated.

(B) Middle- and Long-Term Recommendations
1. Stronger coordination and use of data: Germany
should work together with other EU actors to strengthen the coordination of health-related activities in
the different areas – meaning health policy, but also
internal market policy, research policy, and economic
governance. Spill-over effects can only be anticipated,
and potential economies of scale exploited, if the
cross-cutting nature of health is taken into account.
Increased coordination is needed both within the Com-
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mission and between member states and emerging
sub-regions. This is connected to the need to build and
maintain a sustainable database in order to be able to
better assess the medium- to long-term effectiveness of
European funding and initiatives like Joint Actions.
2. Strengthen social and economic convergence:
Germany should continue to work with its EU partners to respond to the growing economic and social
divergences that threaten the EU’s political legitimacy
and the cohesion of the Union. If conditions between
member states continue to diverge, it will pose a significant political threat, and jeopardize the fundamental continuity of the economic and monetary union and
the EU-27 in the medium and long term. In concrete
terms, these divergences include access to affordable,
good health care, poverty-related health risks, and
the systematic brain drain of healthcare professionals.
Declining social and economic convergence would also
severely affect the credibility of the EU in the enlargement process, as well as within multilateral organizations and in negotiations with third countries. The EU
should continue to think about the social dimension of
the economic and monetary union, and complement
coordination processes within the European Semester
with targeted support measures based on Article 168
(5) TFEU, which aims at reducing health inequalities in
the EU.
3. Extend and consolidate existing networks: The
ERNs, which are considered both useful and expandable by a majority of health care stakeholders, should
be preserved and utilized to their full potential. In
addition to providing the necessary resources, the EU
should continue to support their evaluation processes,
with the goal of identifying opportunities for interoperability and standardization and responding to them
efficiently. In doing so an inclusive approach should be
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pursued, involving European, national, and regional
stakeholders from an early stage.
4. Understand health system differences as opportunities: Tools for health system comparison – as with
similar instruments used in the Economic Governance
context – should be seen as an opportunity, not a
threat. The creation of appropriate, comparable indicators in connection with Horizon Scanning efforts to
detect challenges to national health systems should not
be misconstrued as harmonization efforts; rather, they
provide valuable input for European initiatives (for
example in the area of standardization and interoperability) and national reforms. Eurobarometer surveys,
as well as the results of policy background discussions,
show that a better understanding of how different
health systems function and how national conditions
diverge within the EU is urgently needed in the health
sector.
5. Strengthen health foreign policy and communication: Against the background of a shifting global
balance of power and increasing global connectivity,
the EU should strengthen its external health policy
and formulate a new global health strategy. To ensure
that the priorities developed are not forgotten, the
process should be as inclusive as possible, and involve
the EU institutions and relevant stakeholders from an
early stage. Germany should play a leading role in this
process, building on the profile it developed during its
G7 and G20 presidencies. This includes the optimization of EU communication structures in order to make
contributions to crisis management and European
neighborhood development more visible and transparent. An improved image of EU efficacy will make
member states more willing to coordinate and devote
the resources necessary to further enhance its role.
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