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Italy has a National Health Service based
on principles of universalism and compre-
hensiveness [1, 2]. Established in 1978, the
Italian National Health Service (INHS)
absorbs 76.4% of total health care expen-
diture and it is financed by general taxa-
tion (OECD health data, 2005). As a conse-
quence most care is provided free of char-
ge at point of delivery, although user char-
ges apply for outpatient services and pro-
cedures and, to a lesser extent, on pharma-
ceuticals [3].

A major critical feature of the INHS
rests on the distribution of powers be-
tween the central government and the re-
gions. Mainly created to reverse the con-
centration of state power occurring dur-
ing the Fascist regime, the 20 regions are
the emerging institutional tier of the coun-
try as they benefit from a substantial, al-
though controversial, devolution of pow-
ers from the State. They have almost full
control over approx. 200 Local Health
Units and 100 Independent INHS Hospi-
tals and they are expected to cover their
deficit [4]. The Italian Constitution, re-
vised in 2001, reserves to the central gov-
ernment the exclusive power to set the so-
called “essential levels of care” (Livelli Es-
senziali di Assistenza, LEAs), which must
be guaranteed to all residents. Regions ha-
ve virtually exclusive powers over regula-
tion, organization, administration, and
funding of publicly financed healthcare.
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The Italian Constitution of 1948 speci-
fies the citizen’s right to health. This con-
stitutional guarantee is expressed in ve-
ry general terms. Article 32 of the Consti-
tution says that “The Republic protects
health as a fundamental right of the in-
dividual and as a concern of collectivity
and guarantees free care to the indigent?”
The principle of a package of benefits avail-
able to all citizens irrespective of age, so-
cial condition, or income was stated lat-
er, in the law introducing the INHS in
1978. The expression “levels of care” was
mentioned for the first time with the ob-
jective to guarantee equal health care cov-
erage throughout the country: “the Sta-
te is to set objectives for eliminating geo-
graphical differences in social and health
care conditions” (Art. 2) and “and to de-
termine levels of care to be guaranteed to
all citizens” (Art. 3). The same legislation
also introduced another major feature of
the INHS: the patient’s right to choose
“provider and place of treatment.”

Although the 1978 reform listed the
areas in which treatments are to be deliv-
ered under the INHS, it did not define the
benefits to be included and excluded in de-
tail. The concept of levels of care gained
prominence in the legislation reforming
the INHS in 1992-1993. The delegation of
new powers to regions was coupled with
tighter accountability systems. On the pro-
vision side the regions must deliver uni-

form levels of care, while on the funding
side regions are mandated to cover any
deficit required to provide the LEAs and
to use their own resources to provide ser-
vices above those guaranteed by national
laws.

The reform laid out a new logical
framework, but it took time to establish
the LEAs. Significant progress was ma-
de in the late 1990s with the approval of
the National Health Plan 1998-2000 and
anew reform approved in 1999. These em-
phasized the importance of the principle
of equality in the access of care and intro-
duced LEA system; they also clearly stated
the criteria that should inform their defini-
tion: human dignity, effectiveness, appro-
priateness, and efficiency.

The LEAs notion was at risk of remain-
ing an abstract concept as political costs
and implementation difficulties of clarify-
ing and limiting INHS coverage were pa-
ramount. However, substantial progress
in the definitions of LEAs was necessary
to make sense of the overall strategy of re-
distribution of powers between the cen-
tral government and the regions. This
progress was made with the agreement
between the regions and the central gov-
ernment on 8 August 2001 which was fol-
lowed by a governmental decree (the LEA
decree). At present this decree is the piv-
otal element of the Italian health benefit
catalogue (B Fig. 1). It defines the main
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Fig.2 A DPCM, 29 November 2001. Definition of national standards of care (LEAs).
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areas of healthcare services to be guar-
anteed by the INHS (positive list), those
completely excluded by public coverage
(negative list), and those partially covered
(only available for specific clinical condi-
tions).

The positive list is based on the rec-
ognition and systematization of current
legislation (other decrees, laws, guide-
lines, etc.), i.e., it includes all the services
that the INHS is actually providing cate-

gorized in three macrolevels of care: (a)
public health services, (b) community ca-
re, and (c) hospital care (8 Fig. 2). @ Ta-
ble 1 displays the main elements of LEA
decree and of the other benefit-defining
laws and decrees currently in force in Ita-
ly. The present contribution focuses on
curative services.

The decree also defined a system for
monitoring LEA implementation across
the country. Responsibility for this was
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assigned to a special technical body estab-
lished in April 2002 and composed of rep-
resentatives of the Ministry of Health, the
Treasury, and the regional governments.
The main objective of the commission is
to “monitor and evaluate the actual provi-
sion of services included in the LEAs and
their costs”

In 2004 a new technical body (the Na-
tional LEA Commission) was established
to update LEAs on the basis of scientific,
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Abstract

The definition of an explicit health benefit
package in Italy has gained importance be-
cause of devolution of powers from the na-
tional level to the regions. The set of services
to be guaranteed by the public sector are de-
fined at national level, while regions are ac-
countable for their provision. This contribu-
tion discusses the entitlements and the de-
cision criteria adopted by Italian policy-mak-
ing bodies. Entitlements to services are clear-
ly defined for few sectors (mainly outpatient
specialist care); for hospital care the bene-
fit catalogue is vague. The definition of the
health benefit package in Italy is an essen-
tial element of the relationship between the
central government and the regions. It is ar-
gued that adequate monitoring systems
and accountability procedures are still need-
ed to make the essential levels of care an ef-
fective pivotal element of the Italian Nation-
al Health Service.
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technological, and economic evidence
(Ministry decree of 25 February 2005).
The Commission is set up of 14 members:
6 experts of healthcare management, plan-
ning, and organizational sciences are nom-
inated by the Ministry of Health, 7 are re-
gional representatives, and one is appoint-
ed by the Treasury.

Services of curative care in the
health benefit basket

Inpatient curative care

Traditionally the services to be provided
in hospital settings were never explicitly
defined by the INHS. It has been rather
implicitly recognized that all types of ser-
vices deemed to be appropriately delivered
at hospital level must be available to citi-
zens. The LEA decree defines seven chap-
ters as broad categories of services to be de-
livered in the hospital: (a) emergency ser-
vices, (b) ordinary admissions (including
rehabilitative and long-term inpatient ca-
re), (c) day hospital, (d) day surgery, (e)
curative home-care, (f) collection, diffu-
sion, control of blood-components and
transfusion services, and (g) organ and tis-
sue transplantation services. In addition,
it is explicitly recognized that some bene-
fits are available in hospitals although not
included in the positive list of outpatient
services provided under public coverage
(e.g., certain pharmaceuticals or diagnos-
tic tests).

While the detailed spectrum of services
to be provided by the hospitals is not ex-
plicitly defined, national and regional fee-
schedules regulate their funding. Since
January 1995 Italian hospitals have been fi-
nanced mainly according to nationally pre-
determined rates based on classification
into diagnosis-related groups (DRGs) [4,
5, 6]. Regions are free to modify the rates
according to their own standards but must
take the national rate as the maximum lev-
el [1]. To a certain extent DRG lists may
be interpreted as the catalogue of hospital
services and benefits covered by the INHS.
This interpretation, however, should be
done with some caution. DRGs are divid-
ed in two major groups: surgical and med-
ical. The interventions to which surgical
DRGs refer are expected to be offered and
funded. Therefore surgical DRGs define a

sort of list of services available to patients.
For medical DRGs the situation is differ-
ent as the classification includes all possi-
ble diagnoses, including those for which
hospital admissions may not been appro-
priate. Therefore medical DRGs do not de-
fine a list of services to be guaranteed but
rather economic constraints according to
which providers act. Thus, although im-
plicitly, the tariff values assigned to DRGs
influence the specific content of the ser-
vices provided in each diagnosis category.

In Italy as well as in other countries,
determining tariffs for specific diagnosis
and treatments is seen as detrimental to
the adoption of innovative technologies.
Fixed and outdated tariffs may discour-
age the adoption of new expensive tech-
nologies and may force hospitals to look
for alternative source of funding, often re-
sulting in wide disparities of their avail-
ability to citizen. Regional authorities
may react to the deficiencies in nation-
al policy with a variety of measures as it
is illustrated in the case of Drug Eluting
Stents (DES). Since their introduction in-
to the European market in 2002, DES ha-
ve been gradually implemented in clini-
cal practice in Italy, mainly by hospitals
in the north of the country. Several posi-
tion papers and recommendations have
been provided by scientific societies (e.g.,
Italian Group for Heamodynamics Stud-
ies, GISE), study groups, local commit-
tees (e.g., Emilia-Romagna Cardiology-
Cardiosurgery Committee) in order to
guide the adoption of DES. Early updat-
ing of reimbursement policies has been
advocated by Italian cardiologists, hospi-
tal administrators, and patients to allow
this technology to be economically sus-
tainable by the hospitals [7]. Faced with
continuously growing clinical and eco-
nomic evidence, some regional authori-
ties started to adopt different policy mea-
sures [8]. In 2002 the Lombardy Region
revolutionized its DRG classification by
creating three new DRGs to cover stent
reimbursement and to encourage utili-
zation. Other regions (Emilia Romagna,
Lazio, Marche, Puglia) allowed for partic-
ular DRG tariff increase while the Cam-
pania Region established a special region-
al fund for DES reimbursement. In addi-
tion, Emilia-Romagna and recently Sicily
established a regional registry to monitor



Table1

Benefit-defining laws/decrees and catalogues for curative care services in Italy (LEAs DPCM, 29 November 2001,
“Definition of Essential Levels of Care”; Specialist DM, 22 July 1996, “Specialist outpatient services”; NPF National

Pharmaceutical Formulary; Prostheses DM 332/1999: “Prosthetic devices, tariffs and provision modalities”;
Rehab Guidelines on Rehabilitative Care adopted on May 7th 1998; Primary National Contract for Primary Care)

LEAs Specialist NPF? Prostheses® Rehab? Primary
Inpatient curative care + - - - - -
Day cases curative care + - - - - -
Primary care + - - - - +
Outpatient dental care + - - - - -
Specialist outpatient care + + - - - -
Alternative medicine + - - - - -
Rehabilitative care + - - - + -
Long-term nursing care + - - - - -
Clinical laboratory - + - - -
Emergency rescue + - - - - -
Pharmaceuticals + - + - - -
Therapeutic devices + - - + - -
Prevention and public health  + - - - - -
services
Legal status Legislative Ministry Decree Agency Legislative Law Presidential
decree administrativeact ~ decree decree
Decision maker Permanent Ministry of Health  National Drug Ministry of Ministry of  Ministry of health;
State-Regions Agency Health health Trade-Unions of
Conference; MoH GPs
Original purpose Entitlements Fee-schedule Positive list Fee-schedule Guidelines Entitlements
Positive/negative definition PandN P P P P P
of benefits
Degree of explicitness? 2 3 3 3 1 1/2
Ifitemized: goods, procedures  Varies by area Procedures, Goods, for certain Goods No Partially
only; linked to indications of care sometimes linked  categories specific
to indications indications
(prescription notes)
Updating Foreseen No at national Regularly No (foreseen) No Every 2-3 years
level; regular at (annually)
regional level
Criteria - - - - - -
«Need + - - + - +
« Costs + + + + - -
« Effectiveness - + + - - +
« Cost-effectiveness - - - - - -
« Budget + - - - - +
« Appropriateness + - - - + +
2 These sections (noncurative care services) are not discussed in detail in the present contribution
b1, “all necessary”: 2, areas of care; 3, items
the rate of adoption of the new technolo-  the regions still have not updated in any The example on DES illustrates the exis-

gy and its effectiveness in real-life condi-  way their reimbursement policies, thus  tence of wide variations across the regions
tions. The final aim is to identify the tar-  limiting to certain extent the diffusion of = concerning how to fund innovative tech-
get populations for which the new tech-  the device on their territory. nologies. Similar situations may be found
nology would be most beneficial. Most of in other sectors of health care. However,
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the issue is not that simple when we con-
sider that one of the fundamental rights
of Italian citizens is the “freedom of choice
of provider and place of care” [9], making
regions responsible for the cost of treat-
ment provided to their residents in other
regions.

Day cases of curative care

Services available in day hospital regime
are defined as “diagnostic, rehabilitation,
and curative care, delivered as alternative
to ordinary hospitalization, when the ser-
vices to be provided require, due to their
nature or complexity of provision, medical
or/and nurse continuous assistance, not
available in the outpatient (ambulatory)
setting” (Presidential decree, 20 October
1992). Regarding inpatient care services
available in day hospital are not explicitly
defined, but rather there are specific crite-
ria for the service to be considered appro-
priately delivered in this regime. Guide-
lines are defined at national level and th-
ey refer mostly to organizational aspects of
services' provision rather than their specif-
ic types (i.e., number of beds assigned for
day hospital services must be at least 10%
of the total).

The situation is very similar as regards
day surgery care. National guidelines pro-
vide a list of possible interventions that
may be performed in day care setting, as
an alternative to normal hospital care. The
list includes about 780 interventions, item-
ized by service delivered and grouped ac-
cording to the organ or system of organs
they refer to (e.g., respiratory system inter-
ventions, cardiovascular system interven-
tions)

Outpatient curative care:
primary care

All patients in Italy are registered with a
general practitioner (GP) or a pediatri-
cian who is in charge for providing most
primary care, referring to specialists, and
prescribing diagnostic interventions and
drugs. The citizen’s can freely choose his
or her own GP, given the limit of maxi-
mum number of enrolled patients. Prima-
ry care services provided by GPs are out-
lined broadly in the National Contract for
General Practitioners, which is the most
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important document regulating various
aspect of primary care. The National Con-
tract is a result of negotiations between
the government and representatives of
general practitioners organized in various
trade unions. Once reached, the content
of the National Contract is legislated th-
rough a Decree approved by the Ministry
of Health (i.e., the agreement is a bind-
ing by law). Regions are autonomous in
establishing further agreements (Accor-
di Integrativi Regionali) aimed mainly at
identifying the most appropriate organi-
zational arrangements for the provision
of services set at national level. The re-
gional agreements may define addition-
al services to be provided in primary ca-
re. The categories of services that prima-
ry care physicians are obliged to provide
under the National Contract are defined
broadly as: (a) essential services: acute
and chronic disease management, in line
with best practice indications and in agree-
ment with the patient; (b) health promo-
tion activities; (c) patient management
within programmed and integrative domi-
ciliary care coordinated with providers of
specialist and rehabilitative care services;
and (d) community services defined on
the basis of regional agreements. The Na-
tional Contract also encourages various
forms of integration between primary ca-
re physicians and district services such as
social and home care. Additionally, the
National Contract obliges Local Health
Units to guarantee continuity of care, i.e.,
primary care services 24 h a day, 7 days
a week. Organizational arrangements are
decided at regional level.

Outpatient dental care

Public coverage of dental care services
has always been a debated issue in the
Italian NHS. Current legislation explicit-
ly excludes almost all types of dental ser-
vices from the nationally defined benefit
package. Some limited care is available to
special groups of patients defined accord-
ing to age and to specific clinical condi-
tions. This explicit and rather broad ex-
clusion of dental care services at nation-
al level had an impact on regional health
policies. Numerous regions have adopted
measures to guarantee some types of den-
tal care services to citizens. An example

of regionally defined benefit catalogue for
dental care services is that in Veneto re-
gion, defined by Regional decree 2227/02.
The regional decree defines the list of ser-
vices available free of charge or subject to
copayment for special patient categories.
The list of services is available under set
conditions only for the residents of Vene-
to Region, while nonresidents are fully
charged. Beneficiaries are identified ac-
cording to age, income, employment sta-
tus, and presence of specific disease crite-
ria: (a) dental health care in developmen-
tal age (0-16 years): preventive, diagnos-
tic, and curative services for patients un-
der the age of 16 years, orthodontic care
for patients under the age of 12, nonsurgi-
cal treatment of paradental pathology for
patients under age 16; (b) dental and pros-
thetic care to very low-income residents
(<€ 8,500 per year) affected by chronic
(e.g., cardiac insufficiency, psychosis) and
rare (e.g., metabolic diseases, immunode-
ficiency) conditions; and (c) specialist cur-
ative care (excluding prosthetics) for an-
thalgic emergency cases caused by infec-
tions of caries and of paradental patholo-
gies of traumatic events.

Specialized outpatient care

Specialized ambulatory services, includ-
ing specialist visits, diagnostic, and cur-
ative interventions, are provided either
by LHUs or by accredited public and pri-
vate facilities. Patients are allowed to ac-
cess specialist care only after approval by
their general practitioner, who is responsi-
ble for the referral. Once the general prac-
titioner has authorized the visit or the pro-
cedure, the patient is free to choose any
provider among those accredited by the
NHS anywhere in Italy. A list of outpa-
tient services, including diagnostic proce-
dures, specialist visits and laboratory tests
was drawn up in 1996, and its original pur-
pose was to define reimbursement fees of
providers. Since then the national list of
services has not been updated. Howev-
er, regional authorities have often revised
their fee schedules. The main criteria in-
cluding services are effectiveness (based
on solid scientific evidence) and costs.
The benefits are classified in three differ-
ent sections: (a) specialist outpatient care
(including clinical laboratory and diagnos-



tic imaging) provided under INHS cover-
age (a positive list of services, explicitly
defined and enumerated, mainly without
specific link to clinical conditions); (b)
specialist services available only for spe-
cific indications (positive list of services
limited to special patient categories); and
(c) specialist outpatient care not covered
by the INHS (negative list).

Regions are free to deliver additional ser-
vices for which they are financially respon-
sible. These services should be marked sep-
arately in the fee schedule and added to the
list in accordance with the coding system
in place. The positive list of specialist out-
patient services is itemized by service deliv-
ered. The items (approx. 2,000) are grou-
ped into 16 categories on the basis of system
of organs the intervention refers to (e.g., res-
piratory system interventions). Each catego-
ry is further divided according to the specif-
ic organ (e.g., trachea and larynges interven-
tions). Finally, each subcategory contains a
list of specific services (e.g., laryngoscope).
Some services in the positive list are limited
to special settings (e.g., where special equip-
ments are available). Services that are avail-
able only to special patients categories (i.e.,
limited for specific clinical conditions) in-
clude about 20 items, mainly laboratory
and diagnostic examinations that are ve-
ry costly (e.g., positron emission tomogra-
phy) or in some way controversial (pallia-
tive pain treatments).

All other outpatient curative care

Numerous services of physiotherapy are
excluded from the national benefit pack-
age. Many regions, however, have ap-
proved their inclusion in the regional ben-
efits so to generate substantial variability
across the country. Lombardy, for exam-
ple, includes all services listed on the na-
tional negative list while Veneto and Friu-
li Venezia Giulia authorize “water rehabili-
tation” Almost all regions provide anthal-
gic electrotherapy, ultrasound therapy,
mesotherapy, and laser therapy. The na-
tional benefit package explicitly excludes
all types of alternative and complementa-
ry medicine, leaving it to the regions to
decide whether to provide some of the-
se services to their citizens. Only 4 of 21
the regions have invested in this category
of services: (a) acupuncture is available in

Piedmont, Valle dAosta, Umbria, and Tus-
cany; (b) homeopathy is available in Val-
le d’Aosta (limited to specific clinical con-
ditions); and (c) chiropractic services are
available in Valle d’Aosta only for spinal
cord pathologies. Spa treatment is avail-
able for a limited number of pathologies,
identified as those for which thermal treat-
ment may provide actual benefits (based
on scientific evidence). The list of patholo-
gies is explicitly defined in a Ministry de-
cree (1994) and includes: rheumatic dis-
eases (e.g., osteoarthrosis and other degen-
erative forms, extrajoint rheumatisms),
respiratory diseases (e.g., chronic pulmo-
nary diseases), and dermatological dis-
eases (e.g., psoriasis).

Discussion

Almost 40 year since its inception, the Ital-
ian NHS has an explicit system of nation-
al services guaranteed to all its citizens.
The concept of providing a limited set of
services under the INHS is now well es-
tablished. Entitlements to services in par-
ticular areas (mainly outpatient care) are
now clearly defined, and some services
(e.g., dental and thermal care) are explic-
itly excluded. In the area of hospital ca-
re entitlements remain broad and general,
although a strong reference to appropri-
ateness criteria and the use of DRGs con-
tribute to make benefits more explicit in
this setting as well.

As in other countries, in Italy a clear
definition of the benefits provided by the
statutory system is thought to be benefi-
cial for several reasons: it can contribute
to a better allocation of resources, help to
reassure patients about their rights and re-
sponsibilities, and facilitate the develop-
ment of supplementary insurance [9]. In
addition, the definition of the health ben-
efit package in Italy is also an essential ele-
ment in the relationship between the cen-
tral government and the regions. The sys-
tem of LEAs is the means to keep manage-
ment and policy powers at regional level
while assuring national guarantees. In this
sense the basic package is primarily a pol-
icy devise to keep regions accountable to
national standards.

A constitutional reform aimed at a new
redistribution of powers between the cen-
tral and regional authorities is presently

under parliamentary discussion. This spec-
ifies that powers on health matters are ex-
clusively in the hands of regions, provid-
ed that national principles are respected. If
this reform is approved, the basic package
would gain even more importance. There-
fore we foresee the need for substantial in-
vestments to further specify the content of
the package and, more importantly, to de-
velop adequate monitoring systems and ac-
countability procedures.

In our opinion, two issues are particu-
larly critical in this respect. First, the co-
herence between benefits and resources
made available requires an adequate gov-
ernance system. At present Italy does not
have a higher Chamber (it may be intro-
duced in the Constitution reform under
discussion) in which regions are repre-
sented, and where negotiations between
them and the central government can
take place within an appropriate institu-
tional framework. At present, the devolu-
tion process lacks adequate rules to gov-
ern negotiations and conflicts. The risk
of institutional conflicts, endless negotia-
tions, legal disputes, and lack of coordina-
tion is very real and hitherto affects main-
ly the health care sector. It should be clear
that without adequate governance mecha-
nisms conflicts between the two central
and regional authorities and between the
regions themselves may result in further
acceleration of the fragmentation of the
INHS. The second issue concerns an ade-
quate infrastructure to sustain the nation-
al government as guarantor of health ca-
re rights. Without an appropriate informa-
tion system and new jurisdictional pow-
ers the national tier cannot ensure its
guarantor role. To implement effective
national guarantees the central govern-
ment needs to develop the benefit pack-
age, to implement an effective monitoring
system, and to design appropriate rules to
force regions to act adequately. On the oth-
er hand, these conditions are also needed
to ensure that resources available to the re-
gions are compatible with the cost of the
provision of services included in the ben-
efit package [10].

It has been suggested that LEAs serve
two main policy goals: equality and cost-
containment [11]. An explicit definition of
the guarantees provided Italians is a major
mechanism to promote equality in the ac-
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cess of care, while limiting coverage may
be a strong tool to contain costs. In theo-
ry the two objectives are compatible as ex-
plicitness of coverage can coexist with a
different extent of the benefit package. In
practice, however, LEAs may results in an
overall system to defend the basic princi-
ple of the INHS from the risk of poor fund-
ing. Should radical policies aimed at reduc-
ing the ambitious goals of the INHS pre-
vail, LEAs may become the main pillar of
the system.

A few reflections can be made about
the criteria adopted in Italy to build the
benefit package. Effectiveness (in most cas-
es efficacy), as confirmed by scientific ev-
idence, is the dominant criterion in defin-
ing the package. Need criteria have been
also used; ailments for minor conditions
(cough, sore throat, minor headache), cos-
metic surgery, and ritual circumcisions)
are excluded on the basis of various in-
terpretations of the need criteria. In gen-
eral, clinical and organizational appropri-
ateness is promoted as well. As the former
requires that treatments and procedures
are applied only to patients with particu-
lar clinical conditions, the latter tries to as-
sure that patients are treated in the most
adequate (and often cheapest) setting.
Overall the use of appropriateness criteria
suggests that benefit catalogues should be
made of detailed lists of services for partic-
ular clinical conditions rather than simple
lists of services.
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