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1. INTRODUCTION

On Friday 2 October 2009 Irish voters approved the EU's Reform Treaty by a
margin of two to one. The final result shows 67.1% of the electorate voted in
favour of the Treaty, with 32.9% voting against. This represents a 20% swing
towards the 'yes' campaign compared to the 2008 referendum. On 10 October
2009 Poland also completed its ratification. The Treaty of Lisbon is now ratified
by 26/27 member states, and all eyes now turn to Eurosceptic Czech President
Vaclav Klaus to sign the treaty.

The Treaty of Lisbon will be an important new piece of EU law (1). Its key stated
objectives are to make the EU more democratic, and to make the EU more
efficient, equipping it to tackle today’s global challenges such as climate change,
security and sustainable development. The new post of President of Europe will
also be created under the auspices of the Lisbon Treaty, serving for a term of two
and a half years.

But what impact will the Treaty of Lisbon have on health policy making? This short
briefing looks at three particular areas: First, the current public health Article 152
TEC would be replaced by a new public health Article 168 TFUE. Second, the
European Charter of Fundamental Rights (EUCFR) - which contains a number of
Rights that may be important for health decision- making - would become legally
binding in most Member States. Third, a new Article 11 TFUE on the involvement
of the civil society in EU policy making will enter into force.

2. NEW PUBLIC HEALTH ARTICLE 168 TFUE

The new Article 168 TFUE (Treaty on the Functioning of the European Union) is
not significantly different from the former Public Health Article 152 TEC. The
general idea of EU action in the field of health remains the same: “Community
action shall be directed towards improving public health, preventing, human
illness and diseases, and obviating sources of danger to human health” and this
by “encouraging cooperation between the member States” and “lending support to
their action“.Article 168 TFUE also reconfirms that “A high level of human health
protection shall be ensured in the definition and implementation of all Union
policies and activities”.

Nonetheless, some interesting amendments in terms of content and process can
be pointed out.

2.1. Objectives and actions
Although the list of EU public health policy objectives has not changed (improving

public health, preventing physical and mental illness and diseases, and obviating
sources of danger to human health), actions to fight against the major health




N EHMA\

European Health Management Association

scourges now include monitoring, early warning of, and combating of cross-
border health threats.

In addition, the new public health Article 168 TFUE states that EU action to
encourage cooperation between Member States shall in particular concern the
improvement of their health services in cross-border areas.

It is also stated in the new Article that the Commission may take initiative to
promote Member States coordination, especially to establish guidelines and
indicators, organise exchange of best practices, and prepare the necessary
elements for periodic monitoring and evaluation.

It is not yet known how these changes in content will impact on EU
competences in the field of health. In some respects the Article offers greater
definition of the EU’s tasks in health which may decrease the flexibility of the EU
to expand EU activities in the field. However, new phrases such as “improving
health services in cross-border care areas” imply that certain action in the field
of cross-border care from now on can be taken through a legal basis reference
in the Treaty.

2.2. Process

In accordance with Article 152 TEC decisions on public health are still to be
adopted by co-decision - a means of giving the European Parliament the power
to adopt initiatives jointly with the Council of the European Union (2).

Article 168 also strongly reasserts the principle of subsidiarity (3). The Union
shall fully respect Member States responsibilities for the definition of health
policies and organising, delivering health services and medical care, this is
strengthened with the addition of, for the 'management of health services and
medical care and the allocation of the resources assigned to them’.

However, there are some changes envisaged. It is stated that the European
Parliament and the Council may adopt incentive measures to “protect and
improve human health and in particular to combat the major cross-border
health scourges, measures concerning monitoring, early warning of and
combating serious cross-border threats to health, and measures which have as
their direct objective the protection of public health regarding tobacco and the
abuse of alcohol, excluding any harmonisation of the laws and regulations of
the Member States’. The clear nature and scope of these incentive measures are
not defined in the Treaty.

3. CHARTER OF FUNDAMENTAL RIGHTS OF THE EUROPEAN UNION

A second key area of potential impact on health policy is the inclusion of the
Charter of Fundamental Rights into binding law for most Member States.

In particular, Article 6.2 of the Treaty on the functioning of the EU states that:
“The Union recognises the rights, freedoms and principles set out in the Charter
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of Fundamental Rights of the European Union of 7 December 2000, as adopted
in Strasbourg, on 12 December 2007, which shall have the same legal value as
the Treaties”. Thus, if ratified the Treaty will give legal powers to the EUCFR.
This will have an impact on EU health law as the EUCFR contains a number of
rights that may have an impact health care decision-making and to other
matters of law, including clinical research and public health.

Many of the articles have potential implications for health policy. Article 1 on
human dignity may be said to be the basis of all elements of the right to health,
as well as Article 3 on the integrity of the person. Article 2 safeguards the right
to life. Article 8 on the protection of personal data may be relevant to data that
medical professionals may hold on their patients, data with respect to medical
research and patients’ entitlement to view their medical records. Article 10, on
the freedom of conscience, belief and religion, may also be important to health
care decisions such as in relation to the end of life. Article 26 focuses on
integration of persons with disabilities.

However, the article with most immediate impact on health is Article 25:

“Everyone has the right to access to preventive health care and the right
to benefit from medical treatment under the conditions established by
national laws and practices. A high level of human health protection
shall be ensured in the definition and implementation of all Union
policies and activities.”

As stated above the legal significance of the incorporation of a reference to the
EUCFR in the TFEU is that the provisions of the EUCFR would become hard or
binding primary EU law and no longer soft law (persuasive, a reference point for
interpretation). The practical significance of such an incorporation is more
difficult to predict, and is the subject of differences of opinion among legal
commentators (4). Nonetheless, a number of possible effects on national health
law and policy, arising from the incorporation within the TFEU, may be
considered.

First, as Hervey and McHale state (5), incorporation of the EUCFR into the TFEU
implies that the provisions of the EUCFR will become a benchmark for judicial
review of legislative and administrative acts of the institutions of the EU. With
regard to review of legislation it can be expected that the incorporation of the
EUCFR within the TFUE is to lead to an increased “juridification of political life
within the EU”.

Second, it is already the case that the provisions in the EUCFR are a reference
point for interpretation of provisions of EU law, and incorporation within the
Treaties would make such consistent interpretation an obligation on national
and EU courts. In a few circumstances, provisions in the EUCFR might even
make a significant difference in terms of interpretation of measures of EU law in
the field of health.

Third, it is possible that some provisions of EUCFR become directly effective
provisions of EU law, enforceable in national courts. According to Hervey and




N EHMA\

European Health Management Association

McHale this scenario is feasible, though probably unlikely, given the nature of
the provisions concerned.

Since its creation in 2000 the Charter - as well as a reference to the Charter in
the Treaty of Lisbon - has been quite controversial in certain member states.
Both Poland and the United Kingdom have opted out from the Charter, meaning
that European courts would not be able to rule on issues related to the Charter
if they are brought to courts in Poland or the UK (6).

4. THE IMPACT OF ARTICLE 11 TFUE

The introduction of new measures on consulting civil society also deserves
particular mention for its possible impact on health stakeholders. With the
ratification of the Treaty of Lisbon it is expected that also the new Article 11
TFUE will have an impact on health and the amount of health measures taken at
EU level. The Article states that “The institutions shall maintain an open,
transparent and regular dialogue with representative associations and civil
society”. However, this raises questions of the definitions of representative
associations and civil society, which may impact on the dialogue with health
policy stakeholders at EU level.

5. CONCLUSIONS

Should it be ratified as expected, the Treaty of Lisbon is a major piece of EU
legislation which is likely to have multiple impacts on health policy making.
Although the impact is as yet unclear, it is important to understand the content
and potential implications of the new Treaties. EHMA will continue to monitor
and alert members to the actual and potential implications of the new Treaties.

For more information please contact Annemie Coeme, EHMA Policy Officer
(@nnemie.coeme@ehma.org).
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(1)Please note that the Treaty of Lisbon is not a single Treaty document but consists of The
PYyA2YyUE (G662 YIAY ¢NBIFGASE GKIFIG gAff 0SS NByL
¢NBlFiGe 2y G(KS CdzyOiAz2zyAy3a 2F (GKS 9dz2NRLISFyYy |\

(2) The co-decision procedure (Article 251 of the EC Treaty) was introduced by the Treaty of
Maastricht and comprises one, two or three readings.

(3) The principle of subsidiarity is defined in Article 5 of the Treaty establishing the European
Community. It is intended to ensure that decisions are taken as closely as possible to the
citizen and that constant checks are made as to whether action at Community level is
justified in the light of the possibilities available at national, regional or local level.
Specifically, it is the principle whereby the Union does not take action (except in the areas
which fall within its exclusive competence) unless it is more effective than action taken at
national, regional or local level.

(4) Dutheil de la Rochere, J. (S.Dhe EU Charter of Fundamental RigBtatement paper
published on the Website of the European Constitutional Law Network:
www.ecln.net/elements/conferences/book_athens/dutheil.pdf

(5) Hervey, T., & McHale, J. (2004). Health Law and the European Uniofiam-
bridge:Cambridge University Press. p. 407-410.

(6) Occasionally member states negotiate certain opt-outs from legislation or treaties of the
European Union, meaning they do not have to participate in certain policy areas.
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