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Preamble 

Italy welcomes the European Commission’s undertaking to provide a new 
legislative and programming framework to give concrete expression to the 
rights of European citizens to the health care that they need and to develop 
new forms of bilateral and multilateral cooperation between the Member 
States and with the European Commission in order to increase and improve 
health care for EU citizens. Accordingly, Italy is fully aware of the 
importance of this debate, and intends to take a constructive and active role 
here in order to give real and concrete expression to application of the 
Common values and principles adopted by the Employment, Social Policy, 
Health and Consumer Affairs (EPSCO) Council in June 2006. This note 
replaces the previous note forwarded by the Representation of Italy to the 
European Union on 4 December 2006. 

Question 1: what is the current impact (local, regional, national) of cross-
border healthcare on accessibility, quality and financial sustainability of 
healthcare systems, and how might this evolve? 

Thanks to a universal and solidarity-based national health system, prompt 
access to “emergency hospital treatment” in Italy is guaranteed to all, 
without distinction and including nationals of other states, irrespective of 
whether these States are members of the EU or not. The health structures 
providing the above care are reimbursed by the Azienda Sanitaria Locale 
(ASL, local health authority) responsible for the area on the basis of a 
national “Diagnostic Related Group” (DRG) style fee system, using for this 
purpose the financial resources made available by the Region or 
Autonomous Province from the revenue generated by general (state) and/or 
territorial (regional) taxation. 

                                                 
* text adopted…. 
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In Italy, cross-border healthcare accounts for approximately 1% of overall 
healthcare spending. Although some problems have been reported when 
ASLs are claiming reimbursement for the costs of the care provided, 
particularly in cases involving patients not resident in Italy and with no (or 
only partial) insurance cover (in Italy or in the Member State of residence), 
this is still clearly a minor phenomenon that does not currently pose any 
particular problems of financial sustainability. There is nonetheless a need 
for effective and constant monitoring of both the flows and the reasons 
giving rise to them, particularly in the context of EU enlargement, 
taking account of potential care needs for which provision has not yet 
been made and of the growing trend towards globalisation. It would be 
appropriate if a methodological approach, agreed on at EU level, were 
taken to such monitoring activity in future. 

Regarding the impact in terms of quality, the standard of care provided in 
Italy to nationals and residents of other States is the same as that provided to 
nationals and residents of Italy who make use of the same health structure. 
In Italy, there are essential levels of care (i.e. particular types of treatment) 
that are guaranteed throughout the national territory, and standardised 
accreditation criteria for healthcare structures and professionals. 

 

Question 2: what specific legal clarification and what practical 
information is required by whom (eg; authorities, purchasers, providers, 
patients) to enable safe, high-quality and efficient cross-border 
healthcare? 

If cross-border healthcare is to be safe, efficient and of high quality, a range 
of information in standardised and comprehensible language must be easily 
accessible to not only the patients receiving such care but also several other 
parties. Table 1 sets out some of the key elements of this information and 
identifies some of the parties required to produce this information and the 
main recipients of the same. 

In order to ensure that cross-border care provides added value for all 
European citizens, it would be beneficial to promote the creation of a 
European system for the objective and mutually agreed evaluation of the 
quality of care, of which the patient could be properly informed. For this 
purpose, it would be particularly beneficial to identify European 
quality indicators, which would have a further advantage — in the 
interests of healthy competition — of facilitating comparison between 
the healthcare services on offer, based not only on price but also on the 
nature of the treatment. 
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One final important aspect is that of the continuity of healthcare. This 
requires direct contact and the use of telematics systems for the exchange of 
diagnoses and other information between the health professionals treating 
patients in their State of residence and those consulted by the patient within 
the other country’s healthcare structure. The continuity of treatment is one 
of the strengths of freedom of movement of citizens, because it not only 
provides better guarantees to the patient but also fosters a sense of 
belonging to a European collective and helps professionals and scientists to 
bond into a real community. This must be encouraged and promoted by 
using support tools, suited to real needs, before, during and after the 
provision of healthcare abroad. 

Continuity of treatment also requires the participation of the structures 
responsible for the administrative and economic aspects of the healthcare 
pathway, in order to promote better understanding of the rules that may 
differ from one Member State to another. This takes into consideration the 
diversity of levels of responsibility currently laid down in health and 
criminal legislation in the Member States, and the consequent need for those 
involved in the provision and acquisition of treatment along healthcare 
pathways to be jointly and uniformly informed from the outset of 
developments along the way and of how and when the pathway reaches a 
conclusion. 

In view of the complexity characterising relationships and communications 
between heterogeneous systems, it would ideally be preferable to establish a 
flow of either health or administrative-economical information before the 
provision of care begins. 

There is therefore a need at Community level for a common language (in 
semantic or syntactical - communicative terms), information flows, and 
exchanges of good practice accessible to all of the parties referred to above. 
It would also be useful to establish structures for the collection and 
dissemination of the above information at national level, which could also 
communicate amongst themselves, to give an example. In this regard, an 
examination at European level of the results obtained by the TESS 
(Telematics for Social Security) system, together with the experiences of the 
Member States in this area (regarding scheduled treatments, for example, 
Italy is experimenting with an integrated system involving the various levels 
of governance) in particular between the State and the Regions/Autonomous 
Provinces) of information flows in order to monitor the authorisation 
processes, costs and successes) would be a very valuable exercise. The 
value of an information system at Community level that is capable of 
satisfying the needs of patients and of all the other parties involved (see 
also Table 1 for some key elements) is obvious. There is therefore a need 
to clearly define the characteristics of the system and of the information 
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flows allowing access by all involved to the information required, and to 
establish who is responsible for entering this information into the 
system. Schemes and procedures must be agreed upon at Community 
level to facilitate the exchange of information, taking due account of the 
institutional differences existing in the individual Member States and 
the different levels of responsibility resting with regions and local 
authorities. 
Italy would call on the European Commission and the Member States to 
promote, within the framework of the Public Health Programme, the 
development of an experimental project to satisfy the abovementioned 
information needs, to facilitate the sharing of health data and quality 
indicators, and - potentially - to arrive at a European medical file that 
would present added value for patients, health structures and health 
professionals, and would also add to the transparency of the healthcare 
pathway. 

Italy would be happy to provide details of its own experience in order to 
promote (and participate in) such a project which, by comparing best 
practices, could contribute to the development of a European system 
that is more sustainable and more competitive on the global stage. 

 

Question 3: which issues (e.g.: clinical oversight, financial responsibility) 
should be the responsibility of the authorities of which country? Are these 
different for the different kinds of cross-border healthcare described in 
section 2.2 above? 

Without prejudices to any provisions of bi- or multi-lateral agreements, laid 
down in accordance with Community regulations, there is no doubt that the 
legislation applicable to the various aspects of the provision of cross-border 
care is currently (and will remain) that of the State where the health 
structure providing the care is located. Consequently, the responsible 
authority and the rules for guaranteeing and monitoring the suitability of 
treatment provided to nationals of other States must be the same as those 
applicable to care provided to the nationals of the host State, and the 
mechanisms for dealing with possible complaints must also be the same. 
The identification of this Authority, of the rules applicable, and of the said 
mechanisms, must take place within a system of homogeneous and 
comprehensible communication, through flows of information for which the 
State in which the care is provided must take responsibility. Clinical 
oversights are chance occurrences that are covered by the legislation in force 
governing civil and criminal liability and compensation for damage caused 
by the health structures in the Member State where the patient was treated. 
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Question 4: who should be responsible for ensuring safety in the case of 
cross-border healthcare? If patients suffer harm, how should redress for 
patients be ensured? 

The Authority responsible for ensuring the quality and safety of healthcare 
provided to nationals of other States, i.e. of cross-border care, must be the 
same one that deals with those of the State's own nationals, and the 
mechanisms for dealing with possible complaints and compensations must 
also be the same. In Italy, for example, the Sistema Nazionale di Riferimento 
per la Sicurezza dei Pazienti (National Reference System for Patient 
Safety), through which health operators can obtain useful information on 
various aspects relating to patient safety, preventable events of strategic 
importance, or accidents, has recently been launched for a trial period of two 
years by the Ministry of Health. This is intended as an instrument to ensure 
vigilance and enable exchanges of information in order to ensure safety in 
the provision of healthcare, in the interests of protecting citizens’ rights. 

The abovementioned competent Authorities in the Member States, and 
their respective working procedures, must be clearly identified by 
making use of the information flows referred to above, to which the 
authorities of the State in which the health structures providing cross-
border care are located will be required to contribute. It is extremely 
important that a legally certain Community framework be developed in 
this respect.  

This is, moreover, indispensable to help European citizens to exercise 
their rights to the full in the possible event of complaints or court action 
relating to incidences of oversight in another Member State. A suitable 
Community support system, such as a “European ombudsman” should 
be established.  

 

Question 5: what action is needed to ensure that treating patients from 
other Member States is compatible with the provision of a balanced 
medical and hospital services accessible to all (for example, by means of 
financial compensation (reimbursement) for their treatment in ‘receiving’ 
countries)? 

Without prejudice to the freedom to provide services in the EU or to the 
provisions of Regulations 1408/71 and 574/72 and later amendments, it is 
very important that health services and the provision thereof in each State be 
adapted to the needs of patients from other Member States (as well as to 
those of residents), in a spirit of mutual and constructive European solidarity 
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and within the context of the normal health planning procedures under the 
responsibility and competence of each State, in accordance with 
mechanisms properly consolidated at different national levels, with clarity of 
intent and preferably – as far as non-resident nationals are concerned – 
within the framework of bilateral arrangements with the country of origin of 
the same. 

Italy believes that ensuring balanced provision of healthcare in Europe will 
require the determination of the Member States and the commitment of the 
Commission and the other European Institutions to guaranteeing the highest 
levels of social security for their own citizens. The Italian point of view, 
reflecting not only the national interest but also an objective examination of 
the conditions under which international health welfare systems develop and 
attain balance, is that the actions required to guarantee the balanced 
provision of healthcare, in particular hospital treatment, for patients from 
other Member States, imply sound financial management of the national 
health systems.  

Positive developments in collaboration between the Member States can be 
envisaged particularly if it is possible, through the legislative initiatives 
currently under examination at European level, to establish an effective 
framework for general guidance and support, with further development of, 
for example, the guidelines produced by the High Level Group on health 
services and medical care. Through collaboration between Member States 
within the abovementioned European facilitation framework, it will be 
possible to improve access to healthcare in various cases, such as waiting 
lists for particular treatments, issues relating to border areas, and the 
provision of highly specialised and other types of health care. In particular 
cases it could also be beneficial to reach agreement in respect of, for 
example, border areas or particular conditions, in order to cover investment 
in the construction, upkeep and management of hospitals that would serve 
patients from different States at the same time.  

Concerning cross-border agreements, it would be beneficial to monitor 
the applications - currently voluntary - of the cited guidelines proposed 
by the European Commission High Level Group. It would also be useful 
for the Commission to monitor cross-border agreements constituting a 
mechanism for the outsourcing of healthcare provision. 

The institution of a “Community Solidarity Fund” that would, subject 
to availability, assist seriously ill patients who cannot receive the 
treatment they need in their country of residence and do not have the 
resources to seek treatment abroad, would give considerable help in 
maintaining financial equilibrium. The institution of such a “Solidarity 
Fund” would be a strong indicator of the strengthening of solidarity within 
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the EU. Community action should, finally, be geared towards promoting 
existing or future centres of reference capable of operating at EU level, 
avoiding indiscriminate proliferation. This will entail taking full advantage 
of the good national practices that have involved considerable effort and 
investment and that can make a significant contribution to the health of 
European citizens. This phenomenon should be dealt with through the 
definition of objective criteria, building on the activities of the specific 
working group of the High Level Group on health services and medical care. 

 

Question 6: are there further issues to be addressed in the specific context 
of health services regarding movement of health professionals or 
establishment of healthcare providers not already addressed by 
Community legislation? 

The Italian point of view is that professional mobility should be further 
encouraged, either through actions targeting specific thematic areas that are 
in high demand and very competitive at international level (e.g. oncology) or 
by developing those areas of clinical governance that are involved in 
exchanges of staff and experiences, with particular reference to initiatives 
such as HOPE that guarantee fruitful and participation-based interaction 
between health professionals, at reduced cost to the health structures and 
individual professionals involved in the exchange. 

Provisions laid down at European Union level already fully cover mobility 
of health professionals but, in the interests of complete professional cross-
border mobility, provision should be made for more uniform conditions 
across all of the Member States, with a view to the following: 

– adapting training and education systems to the demands of the labour 
market, requiring high-level training and checks on the quality of 
performance; 

– encouraging continuing training (CPD: Continuing Professional 
Development); 

– acquiring of specific competences and/or specialisations; 
– improving knowledge of foreign languages to attain a medium-high 

standard; 
– harmonisation of problem issues relating to social security benefit 

schemes; 
– improving information about work opportunities abroad. 
In view of the fact that the legislation applicable to health professionals must 
be that of the country where the professional will be working — as is, 
moreover stated in the Community regulations in force — and that migrant 
professionals must respect the conditions for the exercise of the profession 
laid down in the said State, the developments relating to the agreements 
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reached in respect of the model European certificate of mutual professional 
qualification (“Professional Working Card”) take on particular importance. 
Moreover, the fact that the legislation of the host State must also apply to 
the system of controls performed by professional Orders or other equivalent 
structures of the State, as well as to the issue of civil and criminal liability 
related to the exercise of the health profession, gives rise to additional and 
important information requirements. 

Other aspects that could be the subject of initiatives at EU level relate to the 
possibility of evaluating the “professionalism” of the health operator based 
on two closely linked documents, namely the “attestato di conformità della 
preparazione” (certificate of compliance of training and experience) and the 
“attestato di onorabilità” (certificate of good repute) which, in line on the 
principle of transparency and patient protection, would make known any 
disciplinary proceedings in which the health professional might be involved. 

In this latter respect, we should like close attention to be paid to the 
possibility of: 

– The creation of a Community register of disciplinary proceedings 
involving health professionals, respecting the provisions on the 
protection of personal data, accessible to the supervisory authorities 
in the host State; 

– The drafting of a “Community Code of Ethics” attesting to the values 
of medical ethics and ratifying the general principles shared by 
health professionals, already authoritatively affirmed in the 
Convention on Human Rights and Biomedicine. 

 

Other tools that could be of use in the context of bilateral or multilateral 
agreements are: 

– The promotion of “cross-border medical training” specially geared 
towards the social and health situation in the country where the health 
professional will be working; 

– The institution of a “Cross-border Committee for Good Medical 
Practice”, that would periodically assess the activities of 
professionals applying to work in a country other than their own; 

– The setting up of “national databases” on inward and outward 
migration of health professionals. 

One critically important element is the issue of the lack of communication 
and comparison between competent authorities of the Member States in 
relation to the recognition of professional qualifications and the whole issue 
of free movement of professionals. 
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Moreover, in light of the positive experience of the past in relation to the 
activities of the Community’s High Level Group on mobility of health 
professionals, and of the intervening enlargement, we would like to draw 
attention to the need to reactivate this group in order to provide a forum 
where the Member States and the European Commission can jointly 
examine emerging problems. 

 

Question 7: are there other issues where legal certainty should also be 
improved in the context of each specific health or social protection 
system? In particular, what improvements do stakeholders directly 
involved in receiving patients from other Member States – such as 
healthcare providers and social security institutions – suggest in order to 
facilitate cross-border healthcare? 

We believe it is of fundamental importance for each State to remain free to 
regulate the nature of the cross-border care offered, without prejudice to the 
fact that this care must be identical to that available to resident nationals. It is 
important to avoid potential discrimination against any group of patients. 
Hospital treatment abroad must continue to be provided, in accordance with 
Court of Justice rulings, once this is has been authorised by the competent 
authority of the state of residence of the patient; accordingly, and in order 
to increase transparency, Italy is in favour of adopting a regulation at 
European level to define the procedure and criteria to be used when 
granting such authorisation. 

Italy also maintains that, as a matter of principle, reimbursements for both 
hospital treatment (authorised previously) and non-hospital treatment 
(eligible for reimbursement in the patient’s State of residence) provided 
abroad must be made in accordance with the standard fees in the patient’s 
State of residence. As far as non-hospital treatment eligible for 
reimbursement is concerned, whenever the host state fees apply it is 
important for patients to be aware that reimbursement will be made by the 
competent institution up to a maximum of the fee for the treatment in 
question in the State of residence. The health authority of the State in which 
the national is a resident must inform patients and all States providing cross-
border care of this. 

One aspect of particular importance in this context, in the light of the Court 
of Justice rulings referred to, is the timeliness of reaching a broader 
consensus at European level on additional definitions and clarifications of 
what constitutes hospital treatment and what does not; a Community 
initiative in this regard would be entirely appropriate. 
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Question 8: in what ways should European action help support the health 
systems of the Member States and the different actors within them? Are 
there areas not identified above? 

Italy shares the Commission’s view that there is a need for a more formal and 
better defined context than the existing one to guarantee the implementation 
of the actions identified hitherto and those that will be identified in future in 
order to create economies of scale and bring added value to national health 
systems. 

This is the case of the actions undertaken by the High Level Group on health 
services and medical care in respect of: (i) European networks of centres of 
reference; (ii) Innovation in the health sector; (iii) A shared evidence base 
for health policy-making; and (iv) Assessment of impact on health systems. 

Collaboration in these sectors (and in others, such as the development of 
effective initiatives to supply direct information to citizens on health 
promotion, diseases and treatments) is of vital importance for Europe and 
for its citizens. An essential element in this regard is that of the availability 
of financial resources to provide adequate support for the activities of the 
Commission and the Member States in accordance with the principle of 
subsidiarity. We believe that Public Health Programme resources are 
completely inadequate for this purpose, and that the other existing 
coordination instruments are ineffectual. Italy is of the opinion that the 
Structural Funds should be used for this purpose, or that other sources of 
sufficient financing should be found. 

Concerning other initiatives that would be desirable at European level, 
we would recall here the main proposals already made in previous 
sections of this note: 

• Monitoring, in accordance with a procedure harmonised at Community 
level, of cross-border mobility and its causes, as well of the application 
of the already cited guidelines proposed by the European Commission 
High Level Group and of the cross-border agreements constituting a 
mechanism for the outsourcing of healthcare provision; 

• Definition of the characteristics of the system and of the information 
flows at European level through which it is possible for all interested 
parties to have access to the information necessary and identifying the 
parties required to enter all of the information referred to into the system. 

• Launch of an experimental project to satisfy the above information 
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requirements. Italy would be happy to use its own resources - and 
possible Community resources - to take a pro-active role in the launch of 
such a project in cooperation with the EU Member States.  This project 
would be geared towards attaining harmonisation at Community level in 
respect of: (i) the exchange of information in terms of quality of the 
services available, mechanisms and conditions of access, waiting times, 
logistics, reimbursement, etc.; (ii) a “medical file” scheme that would 
provide added value for users, health professionals, and the competent 
institution, and would also lend transparency to the healthcare pathway, 
from the moment of authorisation until reimbursement. (iii) mechanisms 
for the provision of safety-oriented training to professionals. 

• Definition of instruments to effectively help European citizens to 
exercise their rights to the full in the possible event of complaints or 
court action relating to incidences of oversight in another Member State. 

• Assessment of the best course of action for the institution of a 
“Community Solidarity Fund” that would, subject to availability, assist 
seriously ill patients who cannot receive the treatment they need in their 
country of residence and do not have the resources to seek treatment 
abroad. 

• Examination of the possible mechanisms for the adoption of the 
“Professional Working Card” for health professionals. 

• Taking full advantage of centres of reference capable of operating at EU 
level. 

• Investigation into the feasibility and mechanisms for the institution of a 
Community register of disciplinary proceedings involving health 
professionals, respecting the provisions on the protection of personal 
data, accessible to the supervisory authorities in the host State. 

• Examination of the aspects related to the drafting and adoption of a 
“Community Code of Ethics” attesting to the values of medical ethics and 
ratifying the general principles shared by health professionals, already 
authoritatively affirmed in the Convention on Human Rights and 
Biomedicine. 

• Increasing the transparency of the authorisation process for cross-border 
treatment through the definition of the procedures and criteria applicable 
to the granting of such authorisation. 

• Additional definition and clarification of what constitutes “hospital 
treatment” and what constitutes “non-hospital treatment”. 

 



fieldze SANCO-2007-07039-00-00-EN-TRA-00 (IT) 

-12- 

Question 9: what tools would be appropriate to tackle the different issues 
related to health services at EU level? What issues should be addressed 
through Community legislation and what through non-legislative means?  

Reference must primarily be made to the sector Regulations governing the 
free movement in Europe of all health service operators, professionals, and 
users, within the meaning of the Treaty. With particular reference to health-
related patient mobility, the social security Regulations 1408/71 and 574/72 
have been working well for over 30 years and are currently undergoing a 
comprehensive reform. A flexible approach is therefore needed, bearing in 
mind the still noticeable differences between the organisational 
arrangements for social security and health in the Member States. 

On this basis, Italy is open to the adoption of a specific legal instrument, 
preferably a directive, geared towards establishing monitoring of any 
possible problems of application and making provision for rapid procedures 
to make any potential changes that may be necessary. 

Finally, in order to overcome the scarcity of financial resources in view of 
European citizens’ ever-increasing demand for healthcare, we should like to 
see the production of a joint paper geared towards seeking out and securing 
a mechanism providing access to Community financing, particularly the 
structural funds, to effectively promote health protection for the citizens of 
the European Union. 
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TABLE 1 – SOME KEY ELEMENTS OF INFORMATION AND THE 
MAIN PARTIES PRODUCING OR RECEIVING THE SAME TO 

ENSURE SAFE, EFFICIENT AND HIGH-QUALITY CROSS-
BORDER CARE 

 

Element of information Information 
provider 

Information 
recipient 

Nature and methods of treatment: 

Definition and methods of health 
treatment offered. Possible waiting 
times before treatment is actually 
received. Where clinical provision 
made for this, availability of continuity 
of care provided abroad 

Health structure 
providing the 
care 

-Patients, 

-Competent 
health 
institutions in the 
patient’s State of 
residence 

Quality of treatment: 

System of accreditation or other 
systems guaranteeing specific quality 
standards in the structure providing the 
treatment. 

Quality indicators available for 
consultation. 

Health structure 
providing the 
care 

-Patients, 

-Competent 
health 
institutions in the 
patient’s State of 
residence 

Fees used in provision of care: 

Cost of care (at least as per official 
estimate), including VAT (where 
applicable), together with methods of 
payment, with particular reference to 
need for advances if any. 

Health structure 
providing the 
care 

-Patients, 

-Competent 
health 
institutions in the 
patient’s State of 
residence 
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Reimbursement of fees for provision 
of care: 

Possibility of reimbursement (full or 
partial) by a competent party (e.g. 
insurance, health service or other) in 
the patient’s State of origin for the 
particular treatment provided abroad.
For hospital and non-hospital 
treatments, it is important to define 
both the payment and reimbursement 
being referred to by the authority 
involved (specifically, it is necessary to 
define, in a standardised and 
unambiguous way, whether this 
payment/reimbursement can be linked 
to the nationality of the patient, and 
how it should be certified) and the 
tariff applicable to the treatment. It is 
also important to know whether the 
reimbursement will take place between 
the health structure and the competent 
institution/organisation in the patient’s 
State of residence or whether the 
patient must make payment directly to 
the health structure and receive 
reimbursement later. 

-Competent 
health 
institutions in the 
patient’s State of 
residence 

-Patients 

 

Health structure 
providing the 
care, 

-Competent 
institutions of the 
State where the 
health structure 
providing the 
care is located 

 

Civil and criminal liability in case of 
clinical oversight: 

Regulations in the area of civil and 
criminal liability applicable to the 
health structures providing the 
treatment, and the competent 
authorities to contact for complaints 
and associated procedures 

 

Health structure 
providing the 
care 

-Competent 
institutions of the 
State where the 
health structure 
providing the 
care is located 

-Patients 

-Competent 
health 
institutions in the 
patient’s State of 
residence 
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