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1. The committee of the regions' key messages

The secretariat wishes to put forward a numberef lmessages that the CoR could convey to the
Commission. In no way are these binding on the ogepr:

» comply with the subsidiarity principle;

* do not undermine the ‘financial balance' of natitwealth systems;

» overcome difficulties in implementing the directive

* boost cross-border healthcare cooperation in a erahat benefits cross-border regions.

2. Relevance to the Committee of the Regions

Local and regional authorities are directly coneeriy this draft directive, since, in a nhumber of
Member States, they are responsible for healthce=rnand healthcare respectively.

3. Suggestions for the rapporteur

The secretariat wishes to put forward a numberadhis that the rapporteur could use when drawing
up his/her draft opinion. In no case are these t®binding on the rapporteur.

3.1 General comments
3.1.1 Comply with the subsidiarity principle

Healthcare is primarily the responsibility of theeMber States. The role of the European Union, in
light of the European treaties, is to adopt meastitat complement the work of the Member States,
for example in the field of cross-border healthettis, patient mobility and reducing inequalities in
health. What is needed, in practical, political @vén symbolic terms, is to strike the right batanc

between the dynamics of European cooperation, dheevof which is universally acknowledged, and
compliance with the principle of subsidiarity, asledied by the Member States, who remain the
guarantors of the smooth operation of health syst€8ee point 3.2 for a more detailed analysis of
subsidiarity-related issues).
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3.1.2 Do not undermine the ‘financial balance' ofational health systems

Since the Kohll/Decker judgments delivered by thedpean Court of Justice (see point 2.1), it has
become clear that healthcare services can no Idegeonsidered to operate in isolation in each EU
Member State. The increasing flow of patients é¢lavg from one Member State to another is
sometimes the result of individual choice and saomedt the outcome of a decision taken by health
ministers or sickness insurance schemes. Therebiad consensus among the Member States,
however, that the movement of patients should matetmine the "financial balance" of national
health systems within the European Union. The ansoanstake in the field of patient mobility are
currently small (estimated to be around 1% of matichealth expenditure). It would be a mistake,
however, to underestimate the potential impacthaf phenomenon. Indeed, at the local level, the
effects could be considerable and could even diéisealbare providers in the regions concerned (in
practice, these are the border regions, but akssrttaller Member States).

3.1.3 Overcome the difficulties in implementing tki&ective

What is needed here is to set out a clear legaldveork whilst guaranteeing a degree of discretion.
This requirement for rigour is necessary first dfta facilitate cooperation, but also for obvious
ethical reasons where patients are concerned. Whatportant is to ensure that they are properly
cared for in both medical and administrative teamd are not forced to run medical, legal or finahci
risks. A number of barriers to the directive's ierpkntation can be identified at this point:

» there is still uncertainty surrounding the issugbr authorisation and the precise form of this
prior authorisation needs to be established. ThertGefers to the distinction between hospital
care and outpatient care (which does not requirer muthorisation). This classification was
reasonably logical, because hospital care, inqadati stays in hospital, were traditionally quite
expensive. Recent developments in medical techsjquewever, (in particular the continuing
progress in outpatient surgery and, broadly spgakmore frequent consultation of general
practitioners for conditions previously dealt wah hospital makes this classification somewhat
obsolete. In addition to the distinction betweersgdital care and non-hospital care, it would
probably be useful to consider the cost of certaitniques and draw up a European-level list of
"particularly expensive techniques" that would ifystrior authorisation, regardless of the
concept of hospitalisation;

» the definition of hospital and non-hospital cardéick varies from one country to another, could
lead to problems concerning the need for prior @ughtion. The proposal could result in an
increase in different types of legal claims, unlggsMember States set extremely clear rules for
prior authorisation and conditions for reimbursetnen

» on the basis of the results of one project fundetha European level (HealthBasket), which
concludes that health services in the EU-27 carbetcompared (given the considerable
differences in terms of care provided and caresypstome people claim that it would be
impossible to set up a reimbursement scheme tlgbpes to reimburse identical or comparable
healthcare received abroad in line with nationallest for equivalent care, as stipulated in the
Commission proposal. For such a scheme to workroposal should be made to establish

.
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treatment packages to which everyone in Europedvoelentitled and the prices of which would
be agreed on. But does the European Union stik lcampetence in this matter?

» there is also a risk that the directive will ingeanequalities in healthcare, because patients wil
have to pay in advance for care received abroadbaad the financial risk of any further costs
that might arise;

» lastly, the most vulnerable categories of patienstalso be able to exercise the rights conferred
on them by Community legislation. This will requickear information being available where
people require it.

3.1.4 Boost cross-border healthcare cooperatioraimanner that benefits cross-border regions.

The successive restructuring of national healthtesys as a result of the single market and
competition policy in the European Union increasempetition in the healthcare sector at the
European level. The European Health Insurance gaedter patient mobility, the European directive
on services and the opening-up of the healthcamkanare other developments that illustrate this
trend.

The existence of more porous borders in the heakhgector not only increases competition between
service providers but also creates all sorts ofodppities based on the following fundamental
concept: if healthcare infrastructure and the @poeding resources are utilised at the cross-border
level, they can be used to better effect. The asirgy complexity of medical equipment and the
growing specialisation of medicine mean precisélgt ta greater geographical area can be served.
Cross-border cooperation in the healthcare sebis enables the work of service providers to be
more effectively dispersed, irrespective of paditiborders, which should lead to lower costs and, i
the longer term, to an across-the-board improveiinetiite services provided. In light of the increhse
spending on healthcare and the greater specialisati medicine, there appears to be a growing
awareness in Europe's border regions of the urgesd to keep moving in this directfon

The success achieved in the field of cross-bordspitel cooperatioznshould not disguise the serious
obstacles encountered by project managers. Inianddd physical obstacles (such as seas, mountains,
sparsely-populated areas, etc.,) that make comace difficult and more costly, stakeholders in
cooperation come up against three main types obl@mu cultural and linguistic barriers,
administrative and regulatory problems (linkedtie tifferent levels of decision-making on the two
sides of a border or to legal and regulatory besyjeand lastly, problems of operational and fimainc
organisation.

The solutions to improving cross-border cooperatiorhealthcare furthermore involve not only
raising awareness amongst stakeholders but aksgrating cross-border healthcare into national and

! Opinion of the Association of European Border Ragi(AEBR) on cross-border health care of 10 M2Q6.

2 The earliest projects in the field of cross-borHealth services date back to the 1970s, mostfisignily along the German-

Dutch border and along the Upper Rhine. Today, sirab regions at the EU's internal and externatibs are addressing this
issue. The AEBR knows of almost 400 individual pob$.
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European planning measures as well as legal anihetiative reforms and providing operational
support to project managers. This draft directeresents a first step towards regulating crosddvor
cooperation at the European level.

3.2 Subsidiarity, proportionality and better lawmaking (analysis produced by the
subsidiarity unit)

3.2.1 Legal Basis

» It has been long established in the case law oEtlrepean Court of Justice (ECJ) that healthcare
is a “service” in the sense of article 50 of the B€aty (TEC). Thus measures geared towards the
establishment of the internal market in cross-bohdmalthcare are to be taken under article 95 of
the EC Treaty. It should be however noted that omessenacted under this legal basis have to
provided for a high level of protection for heaftirt. 95 par. 3 TEC), while such a high level of
protection has to be at the same time ensuredercdinception and implementation of all EC
policies (art. 152 par. 1 TEC).

 Both free movement of services and public healte aratters belonging to the shared
competences of the Community. Therefore for thduawimn of legislative proposals in these
sectors both the subsidiarity and proportionaliipgiples are of relevance.

» It should be underlined that the EC Treaty mandtiasaction taken in the area of public health
must fully respect the responsibilities of the MemBtates for the organisation and delivery of
health services and medical care (art. 152 parE6G)T This statement makes it clear that the
Member States retain their sovereign powers in field. However, the ECJ has specified that
this does not exclude the possibility of Memberté&tahaving to make adjustments to their
national social security systef‘ns

3.2.2 Compliance with the principle of subsidiarity

* Achieving the internal market in cross-border hHeadte and establishing patients' rights for
reimbursement of healthcare provided in other Man8iate in a clear-cut way is not a matter
that can be left to be regulated only by the Men®tetes or their local and regional authorities.
By its very nature cross-border health care exhitbéinsnational elements (especially evident in
border and remote regions) and the related chakergnnot be satisfactorily faced by the
Member States.

» The Directive does not call in question the way Member States (and if the case may be, their
regional or local authorities) choose to organiedrthealth system and medical care (art 152 par.
5 TEC). It does not change the right of Member &Stab determine the kind of benefits they
choose to provide within their healthcare systemisdoes it create an automatic entitlement for
patients to have treatments abroad, where suctmteess are not provided by the Member State
of affiliation. However, the Commission does coredldat the implementation of the Directive
might imply that Member States would have to mad@gistments to their national healthcare and

C-372/04Watts European Court reports 2006 Page 1-4325, par. 148-1
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social security systems, but it does not considat such an eventuality would undermine their
sovereign powers in the field of healthcare.

* A guestion might arise as to how the Member Statesure their responsibility for treatment
provided on their territories according to the pijles of universality, access to good quality
health care. Equity and solidarity. Article 5 oftlproposed Directive mentions that Member
States should define quality and safety standandbdalthcare and enumerates elements that the
definition of such standards must be accompaniedtliy not thought that the existence of such
standards would put in question the powers of tleenller States in the field of health, although
the way in which these standards may be set (gneebeveloped by the Commission with the
collaboration of the Member States) could be opegriticism (see section on better regulation).

3.2.3 Compliance with the principle of proportiorigi

* It is supported that the present proposal for @dive sets out only general principles, whilst
leaving a wide margin for implementation to the Mwm States according to the their national,
regional and local circumstances.

* It is also stated that the proposal respects thanisation of the Member States’ health system
and medical care (art 152 par. 5 TEC).

* Notwithstanding the above, it could be argued thatproposed Directive could in fact provide
more detailed guidance to the Member States anid tbgional and local authorities on the
circumstances under which they can be entitledtroduce a prior authorisation requirement for
hospital care sought abroad. Taking into accouwattdahe of the aims of the proposal is to provide
greater clarity to patients and Member States aldgarding the principles enounced in the
jurisprudence of the ECJ regarding the applicatibpatients' rights, article 8 par. 3 the Directive
could be seen as quite vague. Although the comditimder which the prior authorisation system
can be installed are mentioned, there is nothirdyaaout the standard of proof that shall be met
by Member States and their administrations in orgerjustify such a system. In fact the
explanatory memorandum to the proposal stateghbatiember States have to provide evidence
that the conditions justifying the establishmenthef prior authorisation system are met, albeit no
further clarification is provided.

» As far as the financial or administrative burddosving from the eventual implementation of the
proposed Directive are concerned, the Commissi@pats that the impact of cross-border
healthcare is not likely to give rise to major ches to the health system overall, given that the
size of cross-border healthcare is expected toiremarginal. Putting however in motion the
various requirements prescribed by the Directive. @tructures to provide information patients,
setting up national contact points, measures tarertbe interoperability of e-health systems etc)
will necessarily entail substantial costs for théharities concerned, but these can be judged to be
commensurate to the perceived benefits from thitédion of cross-border healthcare.

» It can be observed that the impact assessmentnpedsey the Commission only marginally
addresses the possible territorial impacts of thepgsed directive.



3.2.4 Better regulation

* As has been mentioned above in section B, the Cesiom proposes to issue guidelines (in
cooperation with the Member States), which wouldcHy the quality and safety standards of
healthcare provided in the Member States. Suclopogal could be questionable in view of the
fact that the adoption of guidelines in such a wayld not involve the European Parliament, the
Committee of the Regions and the Economic and EGaimmittee, which would probably have
valuable input to this work from their differenias of expertise.

» Furthermore, the status of these guidelines remaicdear. Guidelines are by definition non-
binding legally, but these guidelines are meantséb out the quality and safety standards
regarding healthcare in the Member State of treatnaed therefore could potentially have
consequences for the assessment of a State's sés|ynn eventual proceedings before the ECJ
(be it in infringement proceedings or preliminanfimgs). In addition, it is not evident whether
the existence of such guidelines would actuallyig® any additional value in terms of clarity
and legal certainty than the already existing Cdu@onclusions on Common values and
principles in EU health systerAns

» Finally, the proposed Directive leaves some implaing measures to be adopted at a later stage
by the Commission through the comitology procef’iquae majority of the measures (i.e. list of
treatments other than those requiring overnighbmaccodation subject to the same regime as
hospital care, measures to exclude specific catgof medicinal products or substances from
the recognition of prescriptions, list of conditoorand criteria which must be fulfilled by
European reference networks and the procedureshéir establishment) are to be adopted
according to the so called regulatory procedureh vgitrutiny (article 5a of the Comitology
Decision). Since the aforementioned measures amssence quite technical, they do indeed
constitute measures aimed to supplement non-eakel@gments and can therefore be adopted by
the said procedure. Moreover the regulatory proaeaith scrutiny ensures that the European
Parliament and the Council are always involvedhia passing of implementing legislation and
therefore provide adequate guarantee for the resplethe subsidiarity and proportionality
principles.

e Other implementing measures however (i.e. the deweént of a Community prescription
template and the support to the interoperabilityp@scriptions, measures to ensure the correct
identification of and information on medicinal prads, measures to achieve the interoperability
of ICT systems in the field of healthcare) are éodnlopted by the normal regulatory procedure
(article 5 of the Comitology decision). Seeing thhe aforementioned measures can be
considered as having a certain degree of autonimgmuch as they are not strictly related to the
central aim of the proposed directive, their catisgdion as "implementing measures" and the
related consequence that they are to be enactethebyCommission through the regulatory
procedure can be questioned.

0J C 146 p. 1 22/06/2006.

Council Decision 1999/468/EC.
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* In any case the Committee could ask that repreesdafrom regional and local authorities,
which enjoy competences in healthcare, participatbe aforementioned Comitology committees.

» It should be underlined that cooperation in thédfief healthcare as envisaged by the Directive
and especially the creation of European referemteorks, E-health initiatives, cooperation in
the management of new technologies and data doltefiir statistical and monitoring purposes,
could be effectively mounted through the legal ekhiof the European Grouping of Territorial
Cooperation (Regulation 1082/2006/EC)..The EGTGegtd'Hospital de Cerdanya" (Regions of
Cerdanya (Spain/Catalonia and France) and Cap@n¢E)) is an example of a project where the
partners use the EGTC as a tool to legitimize ardfitutionalize their cross border project-
initiative. The main argument is the flexibility dfie system: it enables the partners to be at
different levels (national, regional) and the satnge it provides a useful framework for the
cooperation. The EGTC is used as a means forutistilizing the health sector cooperation of
two different structures in order to become legalhg financially legitimised. The project has the
potential to become a symbol of innovative crossteo project-cooperation in sensitive sectors.
The fact that the Cerdanya Hospital manages tccowe these obstacles and put the needs of the
people in the region ahead of national politics lcave far reaching effects.

4, Content of the proposal and background
4.1 Background
. The Councll

At the 2440th meeting of the Council held in Luxemig on 22 July 2002 the representatives of the
Member States declared that it was necessarydogthren cooperation in order to promote the best
possible access to high quality healthcare servatehe same time ensuring the financial viabiity
healthcare systems in the European Union. Thedearo Union's imminent enlargement means that
this need is all the more urgent.

. The ECJ

For ten years the ECJ has been a major player widshstressed the principles of the freedom of
movement (and freedom of choice) for insured pexson

Attention should be drawn to the following judgernsen

» the Kohll & Decker judgment (1998) is considerecbtoof seminal importance as it sanctioned
the reimbursement of medical treatment provided tountry in which a patient is not insured
(the cases concerned dentistry and the purchasgeotacles) in accordance with the procedures
and tariffs of the patient's country of origin. Tember State in which the patient is registered
may still require that prior authorisation is obel. Nonetheless, this judgement does not apply
to outpatient services;
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» the Smits & Peerboom judgement (2001) raised thegeiof hospital services, which are much
more sensitive financially. It is possible to ohtaeimbursement for hospital care provided in
another Member State; equally, the country of arighiay impose a requirement for prior
authorisation. However, this may not be refusdtefpatient is unable to obtain similar treatment,
which is equally effective, without undue delayhis/her country of origin;

» the Muller-Fauré judgement (2003) concerns outpaservices. It made it illegal for a patient's
country of origin to impose a prior authorisatiorogedure. However, such prior authorisation
may be maintained for hospital services;

» the Watts judgement of 16 May 2006 removed two tiag#ies: the provisions on the freedom to
provide services apply to all Member States, inclgdcountries where health services are
financed via a system of integrated public funditng Beveridgien method). Moreover, "the need
to respect the responsibilities of the Member Stéte the organisation and delivery of health
services and medical care (Article 152 (5) of thealy does not exclude the possibility that the
Member States may be required under other Treatyigons to make adjustments to their
national systems of social security;

* The Stamatelaki judgement of 19 April 2007 confirthe situation regarding payment by the
country of origin (in this case, Greece) for metmervices provided in a foreign private clinic.
The judgement does not, therefore, exclude theciptan of prior authorisation, provided that its
implementing provisions comply with the principlefsEU law.

The financial impact of these developments may aunto be modest; however, the ECJ's case law
has made it possible to gradually extend the plaaf the freedom of movement into an area which
had hitherto remained the exclusive domain of tterider States. It is clearly beneficial for insured
persons, as it gives them greater freedom of cholenetheless, one can sense a need to define a
clear legal framework for this issue, a matter \Whialls within the remit of not the ECJ but the
European Commission, in close cooperation withMleenber States. This legal certainty is necessary
as much for the Member States as for the insuresbps.

+ Parliament

The European Parliament contributed to the disonsson cross-border healthcare with various
reports. In April 2005 the European Parliament &eld@ report on patient mobility and health care
developments in the European Urfitimen, in March 2007, a resolution on Communitycacbn the

provision of cross-border healthcdrand, lastly, in May 2007 a report on the impacd an
consequences of the exclusion of health services the Directive on services in the internal matket

4.2 The proposal

A6-0129/2005 fin.

B6-0098/2007.

A6-0173/2007 fin.
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As part of the Renewed Social Agenda, the Commisamopted on 2 July 2008 a proposal for a
directive to facilitate the application of Europgaatients' rights in relation to cross-border Heszilte,
as well as a Communication on improving co-openatietween Member States in this area.

This directive aims to provide a clear frameworkeming cross-border healthcare.
Its main provisions were as follows:

» patients have the right to seek healthcare abrodda reimbursed up to what they would have
received at home;

* Member States are responsible for healthcare pedvidh their territory;

» the directive will facilitate European cooperatiom healthcare and will support the development
of European reference networks by promoting thdipgof resources to tackle rare conditions;

» health technology assessment to reduce overlagl@plccation of efforts in this field and hence
promote the effective and efficient use of resosirce

* activities in the field of "e-Health" will also tsrengthened.

This proposal would not modify the existing framelwor coordination of social security schemes
and this framework will remain in place with alletlyeneral principles on which the regulations on
coordination of social security schemes are basetliding putting the patient receiving healthcere
another Member State on the equal footing withrésedents of that Member State, and the existing
European Health Insurance Card. In terms of patisetking planned healthcare in another Member
State, this ensures that if the appropriate carehi® patients' condition cannot be provided irirthe
own country without undue delay, then they willdaghorised to go abroad, and any additional costs
of treatment will be covered by public funds. Theamanism for this is already in place through the
regulations on coordination of social security eym?, and this will continue to be the case.

The new directive on cross-border healthcare weuldin place an alternative mechanism based on
the principles of free movement and building on phieciples underlying decisions of the Court of
Justice. This would allow patients to seek anyltheare in another Member State that they would
have been provided at home and be reimbursed thetamount that would have been paid had they
obtained that treatment at home, but they bedirtaacial risk of any additional costs arising.

4.3 Previous opinions of the Committee of the Regis
In its opinion of 30 September 2004 on the Commativa from the Commission on the Follow-up to

the high level reflection process on patient mopiind healthcare developments in the European
Union, the Committee of the Regions emphasiseaitiqular that:

Council Regulation (EEC) No. 1408/71 of 14 Jun@118n the application of social security schemesnployed persons, to
self-employed persons and to members of their fasnihoving within the Community (OJ L 149, 5.7.19§12).
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one must respect the fact that the field of hesdttvices and, in particular, its organisation and
funding, is the responsibility of the Member Statemmselves. The principle of subsidiarity must
be respected,;

it is of key importance to specify the consequenoéghe rights of citizens, pursuant to
Community legislation, to seek healthcare in anottiember State and to be reimbursed for
medical expenses incurred in another Member Statteacribed in the Proposal for a Directive
on services in the internal market and in Regufatitm 1408/71 on the coordination of social
security schemes;

it is important to ensure that the most vulnergdaléents such as, for example, older people who
have no social network or patients with psycholalggroblems are also able to exercise the rights
which they are guaranteed under Community legmtatiThis assumes, for example, that the
information will be available there where it is ded in the form of guidance and counselling
services in each of the Member States;

structured and coordinated European level cooperédr the purpose of exchanging experiences,
sharing knowledge and conducting research intalévelopment of health technologies can give
the Member States real added-value in this area.
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CoR opinion of 30 September 2004 on the Commis€iommunicationiollow-up to the high
level reflection process on patient mobility andilbigcare developments in the European Union
and on the Communication from the Commission toGbencil, the European Parliament, the
European Economic and Social Committee and the Gtieeof the Regionslodernising social
protection for the development of high-quality, egsible and sustainable health care and long-
term care: support for the national strategies gsithe “open method of coordination”
COM(2004) 301 final - COM(2004) 304 final. CdR 18304.

CoR opinion of 17 November 2004 on the Communicatiom the Commission to the European
Parliament, the Council, the European EconomicZoaal Committee and the Committee of the
Regions: e-Health - making healthcare better for Europeatizens: An action plan for a
European e-Health Are@OM (2004) 356 final CdR 256/2004.
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Journals of the cross-border operational missiorOTM - issue 4 on cross-border health
cooperation December 2004.

Opinion of the Association of European Border Ragi¢AEBR) on cross-border health care of
10 March 2006.

HealthBASKET: Summary and recommendations regargiolicies to be followed. Project
financed by the European Commission as part obtheEU Research Framework Programme.
The project took place from April 2004 to March ZQihder the direction of the European Health
Management Association (EHMA).

2440th session of the Council — health — Luxembo26gJune 2002 — 10090/02 (presse 182).

Healthcare Services in Europe in 2007: what istake® - Arnaud Seen - Robert Schuman
Foundation — European issues n°72 — September 2007.
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Comments and additions from the Rapporteurto the Analysis Note drafted by the DEVE
Commission and the Subsidiarity Unit

Additions are indicated in italic. Deletions aradicated in strikethrough.

Page 2, par. 3.1.2 : sentence deleted and replaced

There is a broad consensus among the Member Statgsyer, that the movement of patients should
not undermine the financial balance of nanonabllth systems Wlthln the European Unien—The

natlenal—health—e*pendttu#e'yhe amounts at stake in the f|eId of patlent mtybaire estlmated to be

around 1% of national health expenditure.

Page 5, 3.2.2, second bullet point : partial additi

, but it does not consider that such an evertjuaibuld undermine their sovereign powers
in the field of healthcardt is a matter of concern however that the Comrnarsgin the one
hand insists the EU has no competence over thenealyh services in the Member States are
organised and provided (see Art. 152), but on theelp states that the directive enjoins
Member States to make a number of adjustmentseio rtational health care and social
security systems. This creates confusion abowtdbpe of the Commission's authority.

Page 6 & 7, par. 3.2.3, fourth bullet point : sentedeleted and replaced

....... substantlal costs for the authontles concernledt these—ean—lee—]uelged—te be

Commlssmn judges these to be commensurate toettcemed beneflts from the facmtatlon
of cross-border healthcare.

Page 6 & 7, par. 3.2.3, fifth bullet point : pargadition

It can be observed that the impact assessmentpeesay the Commission only marginally addresses
the possible territorial impacts of the proposeative,and it is not clear whether the costs which
the affected authorities will face in implementitige directive will be commensurate with the
directive's benefits.

Page 6 & 7, par. 3.2.3 : addition of a sixth bulleint

For this reason, health authorities should be aoléurn down patients for capacity related reasons,
and to make the right to reimbursement for treatmesteived in another EU Member State
contingent on prior approval. This is to ensure mmmic balance and the ability to plan are
maintained in Member States' health care systems.
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Page 8, par. 3.2.4 : addition of a third bulletnpoi

It should also be pointed out that the introduct@incommon quality and safety standards could
constitute an infringement of Article 152, sinces would have a bearing on Member States' ability
to organise and provide health care services freely

Page 11, par. 4.1 : addition

....provisions comply with the principles of EU law.
The financial impact of these developmentsi&sy turn out to benodest.



