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in a context that is not just national, but also
European or even worldwide.

3. Technological resources — Medical de-
vices

3.1. Large equipment

Health equipment is a key element in the pro-
vision of LEA. There are currently various dif-
ferent systems for detecting data in any case
traceable to certain types of equipment: the
most consolidated and standard refers to the
data of data collection models of manage-
rial activities of the health structures (HSP14
and STS14); these record annual information
on technical-biomedical equipment, accord-
ing to type, present in the individual hospi-
tal and non-hospital structures, with specific
reference to positron emission tomography
(PET), integrated CT/PET systems, integrat-
ed CT/gamma camera systems, linear accel-
erators, systems for digital angiography and
mammographies. For some large equipment
(equipment in absolute value and indicator
per 1,000,000 inhabitants), an increase was
recorded in 2010-2012, in average national
availability.

In order to ensure systematic, homogeneous
data recording, assuring greater details than
are already available, the Ministry of Health,
in collaboration with the Autonomous Re-
gions and Provinces, as part of the NHIS, has
completed its “Feasibility study for the col-
lection of information on health equipment
used at healthcare structures”. This has en-
abled the definition of essential elements in
terms of: structuring into stages, equipment
to be included in the recording, data sets to be
recorded, structures to be involved, data in-
terchange methods and data collection time.
The document was supported by an experi-
mental stage of recording, to which fourteen
Regions adhered with 352 pieces of equip-
ment (situation as at 14 February 2014).
Some of the most interesting aspects of in-
novation include the tumour adrotherapy
device installed at the National Oncology
Therapy Centre (CNAO) of Pavia, which has
only recently become a resource of the NHS.
The main accelerator of the CNAO is a syn-
chrotone, a circular accelerator measuring

approximately 25 metres in diameter. At the
CNAO, which in December 2013 completed
its clinical trial stage, approximately 180 pa-
tients have already been treated.

Keywords Accelerator, computerised tomog-
raphy (CT), database, healthcare equipment,
health technologies, medical devices, Nation-
al Classification of Medical devices (CND),
New Health Information System (NHIS),
nuclear medicine, positron emission tomog-
raphy (PET), radio diagnostics

3.2. Medical device sector governance

In recent years, the medical device sector in
Italy has become a matter of great interest
to the public institutions and the Ministry of
Health and the drive of the legislator to in-
vestigate knowledge of supply and demand
in Italy, has been very important indeed. The
medical device market encompasses a multi-
tude of products of which up until just a short
while ago, the dimension was unknown; to-
day, on the other hand, timely information is
available on their number and specific tech-
nological characteristics. Moreover, a single
instruments makes this wealth of informa-
tion available to NHS structures, the Reper-
tory of Medical Devices, where each device
is also classified according to the structure
defined by the CND. The classification en-
ables the grouping of devices into homoge-
neous classes and therefore makes it easier to
consult the range of data that, at end 2013,
regarded more than 577,000 medical devices.
In addition to knowledge of the supply gained
through this Repertory, knowledge of the di-
mensions and structure of the market of med-
ical devices acquired and used in the public
health facilities of the NHS is also important.
By collecting data on the “Information flow
for the monitoring of consumption of medi-
cal devices acquired directly by the NHS”
transmitted by the Regions to the Ministry
of Health once a month, the various different
levels of governance are provided with data
on consumption and expenditure on medical
devices with numerous possibilities of com-
parative analysis between the various territo-
rial contexts. The data collected has also been
disseminated to the public through the pub-



Camera dei Deputati —

CCXLIT —

Senato della Repubblica

XVII LEGISLATURA — DISEGNI DI LEGGE E RELAZIONI — DOCUMENTI — DOC. L N. 1

lication of the 2012 annual report and the
subsequent First half 2013 Report, which, in
addition to explaining the phenomenon, also
provide an appendix detailing expenditure
data collected for health and CND category
structures, data which for 2013 came to more
than three billion Euros.

Through the “Information flow for the moni-
toring of consumption of medical devices ac-
quired directly by the NHS”, data has also
been collected on contracts relating to devic-
es: for 2013, data was collected relating to
more than 266,000 contracts.

Keywords Database, consumptions, medical
devices, expenditure

3.3. Medical devices market surveillance
The Ministry of Health, the competent author-
ity for medical devices, monitors the applica-
tion of national legislation by implementing a
constant programme of controls over the vari-
ous components of the chain marketing medi-
cal devices. For lack of a preventive authorisa-
tion system by the public administration, this
activity is a cornerstone of the CE marking
system of medical devices. Surveillance takes
effect in various control methods aimed at ver-
ifying the work of manufacturers, distributors,
traders and importers, as a guarantee of public
health and end users. In order to verify medi-
cal devices, the Ministry of Health can order
inspections directly at the places of product
production and/or storage, or may acquire all
information necessary to the inspection and,
where necessary, temporarily taking a sample
of the device being inspected, to carry out ex-
aminations and tests.

Surveillance is launched following reports
or controls carried out during routine audits
(followed by inspections of manufacturers
and economic operators, the medical device
database, issue f “free sale certificates”, man-
agement of CE marking certificates that have
been withdrawn or suspended, checks on
specific categories of products in order to ex-
amine knowledge of their characteristics and
performance, etc.). Reports received from the
territory are also essential (healthcare struc-
tures, air, maritime and border health offices
of the Ministry, NAS, etc.), as well as con-

stant communication with the other compe-
tent European authorities.

Further tools in support of market monitor-
ing and surveillance include the registers of
the systems, which have the twofold objective
of assessing the performance of the device in-
stalled and promptly tracing the patient, if an
adverse event should be reported.

Keywords CE mark, compliance, medical de-
vices, monitoring, safety, surveillance

3.4. Inspections of economic operators of
medical devices

Inspections of economic operator of medical
devices aim to verify their work with a view
to guaranteeing safe use of this type of prod-
ucts to protect the health of users.

As competent authority for the sector, the Min-
istry of Health is responsible for these controls,
yet without replacing the Notified Bodies,
which are responsible for issuing CE certifica-
tions for devices in the highest risk class.
During inspections, information is acquired,
viewed, evaluated and/or documents ac-
quired in relation to the work of the econom-
ic operator, but findings may also emerge that
are duly reported by inspectors, in order to
enable suitable corrective action to be taken
by the operator being inspected.

To date, the Ministry has scheduled and car-
ried out surveillance and monitoring inspec-
tions using specifically trained staff regularly
updated in the specific sector.

3.5. Clinical investigations of medical de-
vices

The development of biomedical technologies
in recent decades and the consequent dissemi-
nation of a vast type of medical devices (arte-
rial stents, defibrillators for implant, pacemak-
ers, heart valves, joint prostheses, robotics,
etc.), has given rise to a real revolution in the
treatment of numerous disciplines, such as, for
example, interventional cardiology, heart sur-
gery, general surgery, orthopaedics, etc.

This development makes for the continued
need for trials on humans to assess the per-
formance and safety of medical devices. Italy
sees a significant commitment by investiga-
tors, ethics committees and the competent
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authority — the Ministry of Health — aimed at
safeguarding the health of patients enrolled
in the clinical investigations.

In Italy, the competent authority in matters of
clinical trials involving medical devices is the
Ministry of Health, which, in terms of pro-
tecting the health of patients recruited in clin-
ical investigations, is responsible for evaluat-
ing those carried out using medical devices.
In 2010-2013, approximately 240 notifica-
tions were received of new clinical investiga-
tions, of which approximately 80% obtained
a positive opinion for their conduct. In the
remaining 20%, however, the evaluation was
not successful.

Clinical investigations mainly take place in
cardiology and heart and vascular surgery,
neurology and neurosurgery, orthopaedics
and surgery, and the majority (58%) are car-
ried out with devices considered as “high” risk
(e.g. pacemakers, heart valves, stents, etc.).
Investigations are promoted by Italian spon-
sors (manufacturers or institutions) for ap-
proximately 38%, by US sponsors for 36%,
European sponsors for 16% and by manu-
facturers based elsewhere in the world (e.g.
Israel and Japan) for the remaining 10%.
Most of the investigations carried out in Italy
consist of international multicentre trials (i.e.
they are carried out simultaneously in vari-
ous countries of the European Community,
United States, Canada etc. and other coun-
tries such as Japan and Israel).

Sponsors of clinical investigations are required
to send the competent authorities of all coun-
tries in which investigations are underway, re-
ports of any adverse events recorded.

In 2010-2013, in Italy and elsewhere in Eu-
rope, approximately 16,800 patients were
recruited, with approximately 1,100 events
relating to the device being studied and/or the
related implant procedures.

These reports, together with those sent direct-
ly to the monitoring systems, enable monitor-
ing of the safety levels of clinical trials and
the development of suitable corrective action
to ensure the safety of the subjects experi-
mented and the reliability of device use.

Keywords Biotechnologies, clinical trials,
medical devices

3.6. Medical device supervision

The monitoring of medical devices performed
by the Ministry of Health prioritises the re-
moval and prevention of risk situations to
public health, seen on the territory following
the use of medical devices, through national
actions and joint action with Member States,
organised with better defined, clear operating
criteria, adopting more direct communication
strategies with the territory, such as the mak-
ing available of an on-line form on the website
of this department, dedicated to the reporting
of incidents by health operators involved.

In these latter years, in redefining priority in-
terventions, the supervisors have finalised a
new database referred to as “Dispovigilance”,
which, on equal footing with the European
monitoring system “EUDAMED”, aims to
implement the continuous monitoring of the
performance, security and safety of medical
devices released to the market; it participates
in monthly supervisory conference calls held
between Member States, collaborating effec-
tively, wherever necessary, with the NAS for
protecting health and the technical body of
the Istituto superiore di sanita.

Keywords Database, dispovigilance, EU-
DAMED, International Medical Device Reg-
ulators Forum (IMDRF), MEDDEYV, Medi-
cal Device Expert Group (MDEG), medical
devices, monitoring, National Competent
Authority Report (NCAR), New Emergency
Technologies (NET),

4. Ordinary and additional financial re-
sources

4.1. Levels of NHS financing and measures
for rationalising bealth expenditure

Italian Legislative Decree n. 502/1992, as
amended by Italian Legislative Decree n.
299/1999 regulates the essential aspects of the
relationship between the public subject and pri-
vate suppliers of health services. Amongst other
aspects, the annual contracts stipulated by each
individual private supplier establish the maxi-
mum volumes of provisions the contracting
party undertakes to assure and the estimated
total price resulting from the application of the
tariff values and remuneration according to
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functions. With Ministerial Decree of 18 Octo-
ber 2012, the Ministry of Health adopted the
new approximate reference tariffs.

Regional planning must consider budget re-
strictions and private structures — apart from
the ceiling limit to expenditure assigned it —
are in no way required to provide services.

Keywords Contracts, private suppliers, tariffs

4.2. Standard costs of LEA

Italian Legislative Decree n. 68/2011, as
from 2013, established the introduction of
standard health costs, to be implemented
through the use of a set of indicators able to
evaluate the levels of efficiency and suitability
achieved in each Region, with reference to a
set of supplies made within each of the three
macro levels of healthcare assistance.

During the 2013 allocation, the cost values
recorded in the three reference Regions were
therefore applied to all Regions. The best
practices are identified in the various regional
contexts by means of a set of indicators de-
fined by the Council of Ministers resolution
of 11 November 2012.

The activity has already begun, aimed at
revising and reclassifying the criteria pursu-
ant to art. 27 of Italian Legislative Decree n.
68/2011, which is useful for identifying the
Regions of reference in the years to come,
according to the quality level of services dis-
pensed, suitability and efficiency.

Keywords Best practices, indicators, Regions
of reference ,standard costs

4.3. European structural funds: operating
project for technical assistance for the Re-
gions of the South

The Operating Project for Technical Assistance
2007-2013 — POAT Salute — of the Ministry
of Health, developed as part of the European
Community Cohesion Policy and co-financed
with the European Structural Development
Funds — ESDF — has now reached its conclu-
sion. With this project, aimed at the four Re-
gions of the Convergence Objective (Calabria,
Campania, Apulia and Sicily), the Ministry of
Health has sought to offer the Regions concrete
support to strengthen their administrative and

governance capacity for a targeted planning of
services and resources, in harmony and coher-
ence with the rationalisation of expenditure
and reorganisation of services launched by the
Realignment Plans and the national and Euro-
pean economic planning documents.
The project objectives have been identified
through careful, accurate analysis of the
needs of each individual Region, thereafter
flanked operatively by local technical assis-
tance entrusted to three external actuators
with excellent competences and experience in
strategic areas of intervention, such as:

m support with the identification of in-
novative organisational and managerial
models to strengthen the healthcare and
social-health assistance planning skills,
including through operative support, to
define, spread awareness of and use of
tools by which to supplement the Health
Impact Assessment (VIS) and the most
widespread HTA methods;

®m support with adhesion to international,
European Community, national and re-
gional cooperation and research projects;

m support with the development of innova-
tion, computerisation in health and re-
mote medicine projects.

The results achieved have satisfied the ini-
tial demands expressed by the Regions and
achieved all project goals; in a great many
cases, the standards required have been ex-
ceeded and some of the methodological docu-
ments prepared have already been effectively
adopted by the Regions.

Keywords Convergence Objective, European
structural funds, Health, POAT, Pon Gat,
technical assistance

4.4. Public investments in bealth

The planning policy of public investments
dedicated to the structural and technological
assets of the NHS have closely followed the
trend of the general reclassification policies of
the healthcare offer, extending the objectives
initially identified by the legislator, with Art.
20 of Italian Law n. 6/1998. Italian Law n.
67/1988 authorised a multi-year investment
programme of 30,000 billion Italian lira,
equivalent to 15,494 million Euros, struc-
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tured into several stages. Resources have been
increased up to a total of 24 billion Euros. The
first stage of the programme came to an end
in 1996 with the authorisation to spend the
total amount of 4,855 million Euros. The sec-
ond stage, which was started in 1998, aimed
to implement a specific programme for the
completion of structures that had been started
and “make-safe” interventions for 1,291 mil-
lion Euros. Resources totalling 15,286 mil-
lion Euros have been allocated to programme
agreements. As at 31 December 2013, a to-
tal of 68 Programme Agreements had been
signed by the Ministry and Autonomous Re-
gions and Provinces, for an amount of 10,206
million Euros. As at 31 December 2013, ap-
proximately 89.9% of the resources commit-
ted to Agreements signed was able to be ten-
dered, and spending of approximately 9,171
million Euros was authorised. Nine Regions
requested the financing of 100% of the re-
sources subscribed, seven Regions more than
80% and five Regions requested financing of
more than 50%. Another specific financing
line, launched in 2012 and currently under
development, is the programme pursuant to
Art. 3-ter of Italian Decree-Law n. 211/2011,
converted by Italian Law n. 92012 “Urgent
interventions for fighting detention tension
caused by the overcrowding of prisons”. By
inter-ministerial decree of 28 December 2012,
resources were allocated to the Regions total-
ling € 173,807,991.00 for the development
and re-conversion of non-hospital healthcare
structures, in order to overcome legal psychi-
atric hospitals. In 2013, by specific Ministe-
rial Decrees, the amounts necessary to fulfil
the programme were assigned. The provisions
pursuant to art. 2, paragraph 109 of Italian
Law n. 191/2009 apply to the Autonomous
Provinces of Trento and Bolzano.

Keywords Investments in health, overcom-
ing OPG, Programme art. 20 Italian Law n.
67/1998, structural investments, technologi-
cal investments

4.5. The certifiability of the NHS entities

Accounting standardisation is necessary in
order to be able to guarantee the reliability
and comparability of the budgets of the NHS

entities. It must be flanked by the verification
and potential re-definition of the procedures
for the recording and auditing of accounting
data. The matter of standardisation therefore
comes into contact with that of certifiability,
intended as the application of a regulation of
the accounts and a system of administrative-
accounting procedures enabling the entities,
at all times, to be successfully audited and
have their accounts audited.

Keywords Accounting standardisation, ad-
ministrative-accounting procedures, certifi-

ability
5. National Health Information System

3.1. New Heathcare Information System (NHIS)
The New Healthcare Information System
(NHIS) is the instrument of reference for the
measurement of quality, efficiency and ap-
propriateness of the National Health Service
(NHS), through the availability of informa-
tion which, in its completeness, consistency
and promptness, supports the Regions and
the Ministry in exercising their roles for the
purposes of NHS governance, monitoring
the Essential Levels of Healthcare (ELH) and
healthcare expenditure.

The development of the NHIS has led to the
definition of information content and a com-
mon language in order to enable the inter-
change of data between regional information
systems and the national level. Therefore, the
information concerning the various fields of
health has been identified and rules defined
for the proper channelling of the information
flows for the purpose of enabling a uniform
reading of the data that constitutes the infor-
mational assets of the NHIS.

Currently, these project developments have
led to the speedy provision of information,
collected on an individual basis, that cor-
responds to a major part of the ELH that
make up 85% of healthcare expenditure. The
NHIS informational assets are a vital prereq-
uisite for the creation of analytical tools that
enable indicators to be drawn up in support
of the analysis of the demand, in terms, for
example, of appropriateness, healthcare mo-
bility and waiting times, as well as carrying
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out integrated, across-the-board analyses of
the various ELH. The availability of the data
concerning the entire national territory will
enable comparative analyses to be completed
between the various regional organisations
and the respective comparisons to be made
with the healthcare and financial-managerial
performances within the sphere of the NHS.
Moreover, it will enable the measurement of
the improvement of the quality of healthcare
delivered to the citizens and the efficiency
with which the available resources are used.

Keywords Analysis of the demand, appro-
priateness, information content, data, infor-
mation flows, indicators, reading the data,
Essential Levels of Healthcare (ELH), New
Healthcare Information System (NHIS), in-
formation assets, performance, healthcare
expenditure

5.2. Healthcare on the web

During the two years 2012-2013, the Health
Ministry has carried out actions to support the
development and spread of healthcare on the
web, at the national and community levels.
As regards the community level, in imple-
mentation of article 14 “Healthcare online”
of the Directive 2011/24/EU concerning
cross-border healthcare, the eHealth Net-
work was established in January 2012. The
purpose of this body is to develop and dis-
seminate eHealth at the community level.
Within the sphere of the eHealth Network,
Italy is represented by the Director-General
of the Directorate-General of the health-
care information and statistics system of the
Health Ministry. In the two years 2012-2013,
the Health Ministry also took an active part
in the projects Cross-Border Patient Registers
Initiative (PARENT) and the eHealth Gover-
nance Initiative (eHGI).

As regard the national level, the eHealth ini-
tiatives created by the Health Ministry in line
with the programmatic strategies defined at
the community level in collaboration with the
regions are fundamental for the development
of the national eHealth Information Strategy.

In the dedicated paragraph, a brief update is.

given as regards the implementation status
of the following initiatives: Systems of Single

Appointment Centres (SAC), Systems of Digi-
tal Healthcare Folders (DHF), Digitisation of
the clinical-healthcare documentation, Digi-
tal transmission of the sickness certificates,
ePrescription, Network infrastructure for in-
house freelance activity and Telemedicine. The
Health Ministry considers it fundamental to
continue along the path taken so far, aimed at
creating uniform conditions across the nation-
al territory for the development of healthcare
on the web, which is a strategic lever capable
of triggering a process of change and enabling
the bringing into being of models, processes
and innovative healthcare pathways, necessar-
ily more efficient, firmly focused on the citi-
zens and personalised to their needs.

Keywords Cross-Border Patient Registers
Initiative (PARENT), Digitisation of the
clinical-healthcare documentation, Directive
2011/24/EU, eHealth Governance Initiative
(eHGI), national eHealth Information Strat-
egy, ePrescription, network infrastructure for
in-house freelance activity, Systems of Single
Appointment Centres (SBC), Systems of Digi-
tal Healthcare Folders (DHF), Digitisation of
the clinical-healthcare documentation, Tele-
medicine, Digital transmission of the sickness
certificates.

5.3. Food Safety and Veterinary Information
Systems

The National Food Safety Veterinary Infor-
mation System (SINVSA) is the information
tool of reference through which the Ministry
of Health collects health data from the entire
length of the food production chain, useful to
the governance of action aimed at protecting
animal health and food safety. The SINVSA
manages the data of zootechnical business,
live animal transporters and means of trans-
port, plants registered in accordance with
Regulation (EC) n. 852/2004, animal feed
manufacturers and operators in the animal
feed industry. It has the zoonosis reporting
systems and the programmes co-financed by
the EU for the notification and management
of centres of animal disease and management
of official controls of the I&R system, animal
welfare, the national control plans and pro-
phylaxis in animal health. This system con-
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tains a section dedicated to the management

of controls performed in implementation of

specific monitoring activities of environmen-

tal contaminants in animal-origin foods, a

manual of veterinary medicines and the man-

agement system of animal trials.

Considering the flow of live animals and an-

imal-origin products and in compliance with

the rules of free intra-Community trade, in

1998, following Italian Legislative Decree n.

28/1993, Italy developed the national com-

puter system SINTESI (Integrated System

for Trade and Imports). The use of SINTESI-

Trade, together with Italian Legislative De-

cree n. 27/1993, which established the Veteri-

nary Offices for Compliance with European

Union Obligations (UVAC), has laid the le-

gal basis enabling Italy to have an effective

system by which to monitor goods entering
from abroad. Considering the effectiveness of
the system shown in particular for the man-
agement of the traceability of goods in the
health emergencies that have struck the EU
in recent years (BSE, bird flu, dioxin, etc.), in

2013, it was re-engineered, with the follow-

ing main advantages:

® adaptation of the model granting access
to the system and simplification of the
administrative requirements by compa-
nies towards UVAC offices and the ASL,
in compliance with the provisions of the
Digital Administration Code (Italian Leg-
islative Decree n. 82/2005);

B guarantee of interoperability and appli-
cative cooperation with other national
and European Community systems (e.g.
TRACES BDN, Customs systems, data-
base of facilities recognised in accordance
with Regulation 863/2004 and Regulation
1069/2009, national bovine database);

B improvement in the quality of data relat-
ing to structures (registered operators and
reference structures) and their geolocation.

Keywords Animal health, food safety, infor-
mation system, trade and imports

6. Registers of pathology and surveillance

The NPP for 2010-2013 highlighted the fact
that the choice and development of preven-

tion actions must be based on suitable knowl-
edge of the problems, the effectiveness of the
solutions and suitability of the development
processes. Surveillance is the main category of
activities through which prevention constructs
this knowledge focused on action, using both
specific registers and surveillance systems and
existing health and statistics information sys-
tems created for other purposes. The other
main levels of healthcare have expressed simi-
lar needs for knowledge, particularly for the
planning and monitoring of services and other
activities envisaged in the LEA.

With the planning of the NCDC for 2011,
one specific project has been envisaged for
development, in order to “...prepare a memo-
randum of understanding on the registers
and surveillance systems that is justified by
relevance”, also in view of the implementa-
tion of legislative provisions on registers and
surveillance.

A great many systems of surveillance and reg-
isters operative in Italy are sources of infor-
mation of great importance that have not yet
been regulated in terms of the protection of
confidentiality.

Only recently has the legislator established
that their existence, justifications, subjects,
responsibilities and forms should be made
lawful through a specific decree and the relat-
ed regulatory provisions thereafter, through
Italian Decree-Law n. 179 of 18 October
2012; under art. 12 - paragraphs 10-14, this
establishes that by Prime Minister’s Cabi-
net Decree, on the proposal of the Ministry
of Health, surveillance systems and registers
of mortality, tumours and other pathologies,
treatments consisting of transplants of cells
and tissues and treatments based on medici-
nal products for advanced therapies or tis-
sue engineering products and prosthesis im-
plants, shall be set up.

This same legislation also establishes that at the
proposal of the Ministry of Health, a regulation
shall be adopted in which, in compliance with
the provisions of the Personal Data Protection
Code, the subjects are identified who may gain
access to the mentioned registers and surveil-
lance systems and the data of which they may
become aware, as well as measures for the safe
custody and security of data.
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7. Monitoring, verification and suitability fied as applicable to Regions (with the exclu-
of LEAs sion of Valle d’Aosta, the Autonomous Prov-

ince of Bolzano and Trento, Friuli Venezia

7.1. The system for evaluating the provision Giulia and Sardinia, since 2010), in order to
of levels of care in conditions of efficacy and  access the greater financing of resources al-
suitability, the “LEA Grid” located to the NHS. The Permanent Commit-
With the State-Regions Understanding of 23  tee established to verify the provision of the
March 2005, the requirements were identi- LEA, instituted by Ministerial Decree of 21

Figure. LEA grid - set of indicators for monitoring the level of care.

Indicators:

1.1
12
13
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3
4
5.1
5.2

53
6.1
6.2

7
8

91
9.2

Vaccination caverage in children at 24 months with basic cycle (3 doses (polio, diphtheria, hepatitis B, whooping cough, Haemophilus Influenza)
Vaccination coverage in children at 24 months with one dose of vaccine against measles, mumps, rubelfa (MMR).

Vaccination caverage for vaccination against influenza in the elderly (> 65 years)

Proportion of people who have had first level screening tests, in an organised programme, for: cervical, breast and colorectal cancer

Cost per capita of collective assistance in fiving or working environment

Percentage of local units checked against total to be checked

Percentage of herds checked for Bovin TB and prevaience trend

Percentage of herds checked for BRUCELLOSIS in sheep, goats, cattle and buffalo and, for Regions in which, in accordance with the Ministerial
Regulation 14/11/2006, the times of rechecking and the reporting time of the laboratory results were respected in at least 80% of the cases and
reduction of prevalence for all cases

Percentage of sheep and goat farms checked for sheep and goat registry (3%)

Percentage of samples analysed out of a total of the samples planned by the National Residue Plan

Percentage of sampling carried out from the total of those scheduled, in marketing and catering businesses, articles 5 and 6 of the Presidential
Decree 14/07/95

Weighted total of the standardised specific rates for certain avoidable conditions/disease in ordinary hospitalisation: paediatric asthma, diabetes
complications, heart failure, urinary tract infections, bacterial pneumonia in the elderly, COPD

Percentage of elderly people > 65 years IHC

Number of equivalent places for care for the elderly > 65 years in residential facilities per 1,000 elderly residents

Number of places for care for the elderly > 65 years in residential facilities per 1,000 elderly residents

10.1.1 Number of equivalent residential places in facilities that defiver care to the disabled every 1,000 residents
10.1.2 Number of equivalent semi-residential places in facilities that deliver care to the disabled every 1,000 residents
10.2.1 Number of places in residential facilities that deliver care to the disabled every 1,000 residents

10.2.2 Number of places in semi-residential facilities that deliver care to the disabled every 1,000 residents

"
12
13
14
151
15.2
15.3
16
17

18
19
21

Active beds in hospices out of a total of deaths from tumours (per 100)

Percentage of annual consumption (expressed in DDD — Defined Dose per Day) of medicines belonging to the Home Healthcare Formulary
Number of specialist outpatient MRI services per 100 residents

Users taken care of by mental health centres per 100,000 inhabitants

Rate of standard hospitalisation (ordinary and day) by age per 1,000 residents

Day admission rate by diagnostic type per 1,000 residents

Rate of doctos accesses {standardised by age) per 1,000 residents

Percentage of regular admissions with surgical Diagnosis Related Groups (DRG) out of a total of regular admissions

Ratio between admissions attributed to DRG at high risk of inappropriateness (attachment B Health Pact 2010-2012) and regular admissions
attributed to DRG not at risk of inappropriateness

Percentage of primary caesarean births

Percentage of Patients {aged 65 +) with main diagnosis of fracture of the neck of the femur operated on within two days on regular admsion
Alarm-Target interval of ambulances

Source: Health Ministry. LEA Grid, LEA Committee — Year 2012.
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November 20035, is assigned the task of veri-
fying regional compliance under the scope of
the broader task of monitoring LEAs in con-
ditions of efficacy and suitability.

For 2012, 38 compliances have been certi-
fied, of which some structured into several
sections, making for a total of 48 evalua-
tions; these cover the most important areas in
terms of quality of supply of the LEA and the
suitability and efficient use of the resources
and information systems. The results of the
audit have confirmed compliance for the Re-
gions of Lombardy, Veneto, Liguria, Emilia
Romagna, Tuscany, Marche, Umbria and
Basilicata (although some Regions still have
outstanding commitments to meet), whilst
for the Regions on the Realignment Plan, al-
though a progressive improvement has been
seen to the reorganisation of the information
system and treatment networks, a great many
critical issues still remain.

Requirements include maintaining the supply
of LEA, which is verified through the use of
the “LEA Grid”, a defined set of indicators
divided up amongst care provided in life and
at work, territorial care and hospital care.
The LEA Grid is the main tool by which to
monitor and verify the effective provision of
services throughout national territory and re-
places (in accordance with Art. 10, paragraph
2 of the Health Agreement 2010-2012), the

system of guarantees for the monitoring of
healthcare envisaged by Italian Legislative
Decree n. 56/2000. The Grid method re-
sults in a score that enables the Regions to
be classified as “compliant”, “compliant with
commitments” or “critical”. For 2012, the
central and northern Regions and Basilicata
were found to be compliant; Sicily, Abruzzo,
Molise, Apulia and Calabria were “compli-
ant with commitments” and Campania was
“critical”.

Keywords Audit, committee, compliance, ef-
ficiency, cvaluation, indicators, LEA Grid,
Levels of care (LEA), monitoring, provision,
rose, suitability

7.2. Hospital suitability indicators

With the reform of Title V of the Constitution
in 2001, which introduced federalism into
the organisation and management of health
services, the Ministry of Health took on very
much a guiding, monitoring and controlling
role, aimed at guaranteeing the health of all
citizens. The monitoring of the provision of
LEA in conditions of efficiency and efficacy
goes hand-in-hand with specific indicators
aimed at promoting corrective action able
to improve the performance of the regional
health services.

“Suitability” is discussed in all national pro-

Figure. Percentage of fractures of the femur operated on within 2 days of admission — Acute admissions

in regular admission (Years 2007-2012).
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%
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Source: Health Ministry. Hospital Discharge data bases — Year 2007-2012.
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visions, agreements and understandings sanc-
tioned in the State-Regions Conference. The
2010-2012 Health Agreement defines a set of
indicators to be used to monitor the achieve-
ment of an appropriate delivery of services
and health services, as confirmed in the 2014-
2016 Agreement. The set of indicators, com-
plete with reference parameters and bench-
marks, enables national planning to promote
all efficiency drives possible and evaluate the
suitability of resources available with the
provision of LEA and the regional planning
to be applied directly to the health facilities in
order to allocate the resources as efficiently as
possible; this includes, for example, formulat-
ing objectives for general directors, rationally
defining the threshold values within which to
admit ordinary hospitalisations, establishing
the tariffs to be applied to the provisions and
defining the measures to be adopted for ser-
vices beyond these thresholds.

The indicators used include the “percentage
of hospitalisations with surgical DRG in ordi-
nary regime out of the total ordinary hospitali-
sations” and the “percentage of patients (aged
65+) with main diagnosis of fracture of the
femur, operated on within two days under or-
dinary regime”. For the first, which measures
the use of hospital structures for their primary
function of hospital care for acute cases, in
2007-2012, we see a positive increase in val-
ues for all Regions apart from Liguria. For
the second, which evaluates the capacity by
the hospitals to manage their burden and re-
sponse times for caring for patients with frac-
tured femurs, we see a high level of regional
variability, with 15 Regions showing a positive
increase in 2012 as compared with 2011.

Keywords Control, guidelines, hospital care,
indicators, monitoring, standard, suitability

7.3. Variability of the organisational suit-
ability of care structures

The concept of “suitability” is essential to
improve the quality of health services sup-
plied and the correct use of the health system
resources; the monitoring of the LEA evalu-
ates both the organisational suitability in the
choice of appropriate care settings in which
to deliver the services and the clinical suit-

ability, through a verification of the latter’s
effectiveness.

The analysis of the variability of the hospi-
talisation rates in the various ASL can allow
for the identification of potential inappropri-
ateness of the hospital care delivered. In the
variability analysis, the event described as
“hospitalisation for a given pathology” takes
on a probability p, equal to the standardised
national hospitalisation rate. If we use a bi-
nomial distribution to evaluate the probabil-
ity of a given volume of hospitalisations with
respect to the population resident in the terri-
torial area considered, we can define a range
of acceptability in the difference between
the hospitalisation rate observed and that of
reference p. This range varies in an inversely
proportional manner to the population 7 of
the territorial area considered.

Use of a dispersion graph, which, for each
ASL, reports the resident population on the x
axis and the rate of hospitalisation observed
on the y axis, enables the effective viewing of
variability, differences with respect to the ref-
erence value p and intervals of acceptability,
forming a useful tool by which to monitor
suitability and support health planning.

By way of example application, the chapter
reports the graphs for 2009 and 2012 for
the Clinical Aggregate of Codes (ACC) of
procedure “0044 — Coronary artery bypass
graft (CABG)” and for the ACC of procedure
“0153 ~Total and partial hip replacement”.

Keywords Hospitalisation rate, inappropri-
ateness, Levels of care (LEA), monitoring,

suitability, variability

7.4. Monitoring of clinical trials

AIFA is the organisation in charge of moni-
toring all clinical trials conducted in Italy
through a dedicated resource, the National
Clinical Trial Database (OsSC), which also
allows for information sharing among pa-
tients and healthcare operators.

The OsSC enables AIFA to collect and anal-
yse data from all clinical data conducted na-
tionwide. As at 31 December 2012, this large
archive contained 8,835 clinical trials.

The percentage of Phase I and II studies con-
ducted in Italy is confirmed in step with the
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element of the past years in respect to the to-
tal research studies conducted in Italy, stand-
ing well over 40% of the total.

Similarly, Phase III studies confirm the trend
started in 2005, i.e. remaining below 50% of
the sample: in 2012, in fact, this portion ac-
counted for 44.2% of the total.

The most researched therapeutic area is oncol-
ogy (34.9% of the total), followed by cardiol-
ogy/vascular disease (7.7%), blood and lymph
system diseases (7.2%), neurology (6.0) and
muscular-skeletal system diseases (4.6%).
The preliminary data for 2013 shows how
all clinical trials and substantial amend-
ments presented to the AIFA in its new role
as competent authority respectively came in
at 649 and 1,983, generally confirming the
ratio previously seen between clinical trials
and substantial amendments, of 1 to 3. 2013
basically saw a maintenance of the portion
of clinical trials referred to as “early phase” I
and II of approximately 46 %, thereby show-
ing that, despite the world crisis, Italian clini-
cal research has remained competitive in the
two years considered.

7.5. Monitoring of the use of medicinal prod-
ucts and pharmaceutical expenditure

In 2012, each Italian purchased an average
of 30 packs of medicinal products through
public and private pharmacies, for a total of
more than 1.8 billion packs. Total (public and
private) pharmaceutical expenditure came to
25.5 billion Euros, 76% of which was reim-
bursed by the NHS. On average, drug expen-
diture per Italian citizen was approximately
430 Euros. The total daily dose prescribed
every 1,000 inhabitants in 2012 was 1,626.8.
Total (public and private) territorial pharma-
ceutical expenditure has reduced on last year
by -5.6% and came to 19,389 million Eu-
ros. The daily doses prescribed every 1,000
inhabitants by the NHS under the authorised
care regime, were 985 (an increase of 2.3%
on last year). Public territorial spending came
to 11,823 million Euros and recorded a re-
duction of -8%.

During the first nine months of 2013, the Ital-
ians purchased a total of 1,398 million packs
of medicinal products, for an average of ap-
proximately 23 packs per head.

In terms of consumption under the autho-
rised care regime, 1,002.4 daily doses were
prescribed every 1,000 inhabitants, showing
growth (+1.8%) on last year. Total national
pharmaceutical expenditure for the first nine
months of 2013 came to 19.5 billion Euros,
74.7% of which was reimbursed by the NHS.
During the same period, territorial pharma-
ceutical spending by the NHS came to 8,799
million Euros (148.1 Euros per capita), down
-3.9% on the same period of last year. The
expense for drugs used in the hospital came
to 1.9 billion Euros, 68.1% of which consists
of class H drugs, 16.7% class C drugs and the
remaining 15.2% class A drugs.

Keywords Hospital pharmaceutical spending,
pharmaceutical spending, territorial pharma-
ceutical spending

7.6. Realignment plans and formal and sys-
tem monitoring

Italian Law n. 311/2004 gave rise to the
operative programmes for the reorganisa-
tion, requalification or strengthening of the
regional health service (hereinafter referred
to as the “Realignment Plans”). The Realign-
ment Plans identify the interventions neces-
sary to pursue economic balance in compli-
ance with the LEA. The first Agreements were
signed in 2007. The Regions today involved
in the Realignment Plan are: Lazio, Campa-
nia, Sicily, Abruzzo, Molise, Calabria, Apulia
and Piedmont.

In 2013, the legislator enables Regions that
had not achieved the structural objectives
laid down by the Realignment Plans to pro-
ceed with the Operating Programmes.

For the three years 2013-20135, all Regions,
assisted by the Ministry of Health, including
through technical meetings, have presented
the Operating Programmes.

With a view to limiting the costs of rational-
ising the care networks, the fallout on the
implementation of the objectives of the Re-
alignment Plan following Italian Decree-Law
n. 95/2012, has been significant.

One important piece of news for 2012-2013
was the possibility of having an exception to
the block of turnover introduced by Article
4-bis of Italian Decree-Law n. 158/2012. To
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this end, the Ministry of Health has prepared
a methodology by which to define the needs
of staff in hospital structures, enabling the
evaluation of the grounds of requests for an
exception to be made to for the correct as-
signment of new staff. In 2014, only the Re-
gion of Campania correctly completed the
procedure and with two inter-ministerial de-
crees, obtained authorisation to proceed with
the hiring of 251 new members of staff.
Verification of the implementation of the Re-
alignment Plan is carried out once a quarter
and once a year, by the round table of com-
pliances of the Ministry of the Economy and
Finance and the Committee for verifying the
provision of care in efficient, appropriate
conditions of the Ministry of Health.
Regional spending and health planning pro-
visions impacting the regional health service
indicated in the Realignment Plan are sent to
the Ministry of Health, which, together with
the Ministry for the Economy, expresses an
assessment in this regard. The Ministry of
Health not only formally monitors the pro-
visions established in order to achieve the
objectives set by the Plans, but also verifies
the substantial achievement of objectives in
terms both of health and the reorganisation
of the health services.

The monitoring of the Realignment Plans
in 2007-2012 showed good achievement of
economic objectives, except for a few excep-
tions, whilst the healthcare reorganisation
processes were not quite as visible; these do,
however, require longer time frames to high-
light any significant structural changes.

The Ministry of Health regularly checks the
state of provision of LEA in the Regions in
the Realignment Plan to ensure that the stan-
dards of fairness, cfficacy and suitability of
the healthcare are assured, even when the
economic purposes are pursued with cuts and
limitations to linear resources.

Keywords Efficacy, fairness, Levels of care
(LEA), Operating programmes for the reor-
ganisation, operating programmes, personal
need, Realignment Plans, reorganisation of
healthcare, requalification or strengthen-
ing of the regional health service, suitability,
turnover

8. Waiting times

The problem of waiting times for the delivery
of healthcare services is common to countries
with complex, universal systems of health-
care. Our country considers it a priority to re-
duce waiting times by promoting clinical and
organisational appropriateness and interven-
tions have been agreed between the Govern-
ment, Regions and Autonomous Provinces,
involving the accessibility of services and the
speed of service delivery, in accordance with
the guarantee of the use of classes of prior-
ity through an effective system of managing
bookings (CUP).

The measures implemented over the years
(Prime Ministerial Decree of 16 April 2002,
the State-Regions Agreement of 11 July 2005,
the National Plan to restrict waiting times
2006-2008 PNCTA) have rolled out the uni-
form management of the waiting lists across
the entire national territory. Under the State-
Regions Agreement of 28 October 2010, the
National Plan of Governance of the Waiting
Lists for the three years 2010-2012 was ad-
opted and Regional Implementation Plans
have been drawn up under that framework.
It has emerged from the verifications of Es-
sential Levels of Healthcare that Regions and
Autonomous Provinces have carried out the
monitoring envisaged and diagnostic-ther-
apeutic pathways (DTP) have been adopted
in the oncological and cardiovascular ficlds.
Some problems have emerged concerning the
implementation of the aforementioned DTP,
the management of the information flows
and the prescriptive criteria, connected to the
appropriateness and use of the classes of pri-
ority.

The scheduled actions underline the respect
for the maximum waiting times for a list of
diagnostic, therapeutic and rehabilitation ser-
vices of specialist outpatient treatment and
hospital treatment and the development of
healthcare diagnostic-therapeutic pathways
for the cardiovascular and oncological fields.
The assessment and improvement of the ap-
propriateness and prescriptive consistency
are being promoted by identifying operation-
al methods for the proper access to the ser-
vices, and the monitoring of the waiting times
is being reaffirmed both by ex post and ex
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ante methods. Methods of the procurement
of additional services are also being promot-
ed, delivered through a freelance regime by
the Agency, as are methods of communicat-
ing the waiting times to the citizens.

9. Institutional accreditation

Recent years have recorded a major drive
towards the sharing of essential elements of
the accreditation system, in order to guaran-
tee fairness in the delivery of treatment na-
tionwide and make it easier to recognise our
model in supranational contexts, particularly
during this historic period marked by major
European challenges with respect to cross-
border treatments (Directive 2011/24/EU).
The drive towards convergence, together with
the need to revise the reference legislation —
highlighted in the latest Health Agreement —
has enabled the launch of a close national and
inter-regional examination, through a specific
round table (TRAC); this has resulted in the
preparation of the document entitled “Regu-
lations for the revision of accreditation leg-
islation”. The Regulations, agreed upon in a
permanent conference for relations between
the State, Regions and Autonomous Provinces
with the Understanding of 20 December 2012
(Rep. n. 259/CSR), have defined a common
framework of reference for the accreditation
of Italy’s health structures, through the identi-
fication of 8 quality criteria, 28 requircments
and 123 forms of evidence. The regional ad-
justment to comply with the contents of the
regulation will require the definition of terms
and conditions for adjustment and the identi-
fication of standardised criteria for the func-
tion of the “Certifying bodies”.

Alongside the definition of shared, common
criteria and requirements, the results are
shown of the last monitoring, carried out in
2013 by AgeNaS, on the state of implementa-
tion of regional accreditation processes. The
analysis has highlighted a substantial immo-
bility of the authorisation and accreditation
system of public structures, and a certain
delay in the completion of definitive institu-
tional accreditation of private social-health
and health structures,-as compared with the
terms laid down by Italian Law n. 296/2006
as subsequently amended.

Keywords Accreditation, monitoring of ac-
creditation state, requirements and accredi-
tation criteria, technical rules for accredita-
tion

10. Measuring the quality of the National
Health Service

10.1. Portal of transparency in bealth ser-

vices

The inter-regional project “Portal of trans-

parency in health services” is an innovative

initiative concerning communication and
transparency to citizens in accessing health

services; it was resolved on 24 January 2013

by the State-Regions Conference and is reg-

ulated by the Technical Coordination of the

Health Commission of said Conference and

financed (by CIPE resolution 2012), by the

resources restricted for use for the achieve-

ment of the objectives of the NHP for 2011.

The project will make use of the collabora-

tion of the Ministry of Health, the Autono-

mous Provinces and Regions and AgeNaS,
which will define and coordinate the devel-
opment of the “operating programme”.

The objective is to develop new forms of

communication hinged on three specific ar-

eas of intervention: a) Portal of transparency
in health services; b) National Results Pro-

gramme (PNE); and c) Directive 2011/24/

EU - Application of patients’ rights in cross-

border healthcare.

The development of the first area of interven-

tion (the “Portal”) will take place through

the active involvement of institutions, organ-
isations, professionals and citizens. Specific
profiles are envisaged granting access to the

Portal: consisting of the presentation of in-

formation specifically for the user, decision-

maker and technician, with legible contents
that can be improved by the direct contribu-
tion of the users.

The contents will be organised according to

three major working pillars.

m First pillar: Health: health news; medical
dictionary; vaccinations; screening; tech-
nological innovations, etc.

B Second pillar: Health Services
1. The NHS: rights and principles sanc-

tioned by the law, data on what the
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NHS provides, how it is organised and
how it invests its resources

2. Regional services database: presenta-
tion of the services supplied by the
health and social-health structures op-
erating on national territory

3. Evaluation of quality of service: indica-
tors on how the services supplied guar-
antee health (accessibility, efficacy, safety,
etc.), resources (efficiency), rights (hu-
manisation, participation) and fairness

® Third pillar: The forum on health and ser-

vices: space where users will interact with

the system, asking questions and submit-

ting feedback for the evaluation of the

structures

Keywords Accessibility and usability of health
and social-health services, institutional com-
munication, empowerment of citizens, qual-
ity of services, transparency

10.2. National Results Programme (NRP)
The National Results Programme (NRP) is
developing, within the SSN, the assessment of
the outcomes of healthcare interventions as de-
scribed in point 2 of the attachment to the reso-
lution adopted by the Standing Conference for
Relations between the State, the Regionsand the
Autonomous Provinces of Trento and Bolzano
n. 20 of 24 January 2013 and subsequently
by article 12 paragraph 7 of the new Pact for
health for the years 2014-2016 (Rep.n. 82/CSR
of 10 July 2014) with the following objectives:
observational assessments of the “theoretical”
cfficacy of healthcare interventions for which
experimental assessments are not possible/
available:

W assessments of new treatments/technolo-
gies for which experimental studies are
not possible;

B observational assessments of the “opera-
tional” effectiveness of healthcare inter-
ventions for which experimental assess-
ments of effectiveness are available;

B assessment of the difference between the
efficacy of the treatments when estimated
in experimental conditions compared to
those observed in the “real world” of ses-
vices, and the respective impact;

B comparative assessment between deliver-

ing subjects and/or between professionals
with possible applications in terms of ac-
creditation, remuneration, information of
the citizens/users, with publication of the
results of the outcome of all the facilities
for “empowerment” of the citizens and
their associations in the choice and assess-
ment of the services;

B comparative assessment between popula-
tion groups (for example, by socio-eco-
nomic level, residence etc.), especially for
assessment programmes and the promo-
tion of fairness;

B identification of the factors of the health-
care processes that determine outcomes,
for example, estimating what minimum
levels of activity are associated with the
best outcomes of the treatment and using
the minimum levels as a criterion of ac-
creditation;

B internal and external auditing.

The NRP assessments concern:

W the functions of production, assigning the
patients/treatments to the treatment hos-
pital or service, defined with specific crite-
ria for each indicator;

m the functions of protection and commis-
sioning, assigning the patients/treatment
to the area of residence.

The 2014 version of NRP on 2013 data anal-
ysed 57 indicators of outcome/process, 49 lev-
els of activity and 23 indicators of hospitalisa-
tion. In addition, there is a section dedicated
to the audit instruments for the notification of
critical or anomalous values and a section on
interregional experimentations for the assess-
ment of territorial healthcare and emergency.
The NRP results can only be used in an appro-
priate way in contexts of critical assessment,
especially within the sphere of integrated pro-
cesses of assessment at the regional and local
levels. The NRP measures are, therefore, as-
sessment instruments in support of clinical and
organisational auditing programmes aimed at
the improvement of the efficacy and fairness
of the SSN; NRP does not produce classifica-
tions, gradings, score cards, judgements.

Keywords Empowerment of the citizens, fair-
ness, quality of the treatments, transparency,
assessment of outcome
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10.3. The National Guidelines System

In the last two decades, the Guidelines, in-
tended to be instruments of rationalisation
of clinical-organisational conduct, have ac-
quired particular relevance with regard to
the remarkable variability in the delivery of
healthcare services and the spread of evi-
dence-based medicine. In order to give a re-
sponse to this need, the National Programme
for Guidelines (NPG) was launched in 2006
with a portfolio that includes the preparation,
disclosure, updating and implementation
of Guidelines intended as a rational, ethical
and efficient aid for decision-makers and us-
ers with regard to diagnostic and therapeutic
pathways within the scope of the NHS.

In 2004, in the wake of the experience of
the NPG, the National System for Guide-
lines (NSG) was established, by decree of
the Health Ministry, which, in outlining its
organisation, assigned tasks to the institu-
tional bodies of the National Health Service.
In carrying out the provisions of the decree,
the ISS was assigned the role of coordinating
the production of Guidelines in 2006, using
methods that were in compliance with those
used by the main international agencies con-
cerned with appropriateness, such as NICE
and SIGN, for example.

The objective is to promote processes of as-
sessment of what is available in the scientific
sphere in order to ensure treatment appropri-
ate to the patients, guiding healthcare opera-
tors in their decisions and reducing the vari-
ability of clinical conduct.

The activities of the NSG are broken down
into four principle areas: Guidelines produc-
tion, Consensus Conference and Rapid Revi-
sion of Documents, Information, training on
the Guidelines and Implementation of the
Guidelines.

Implementation is the critical aspect and en-
visages collaboration between regional and
local healthcare institutions, the verification
of the impact and the monitoring of the vari-
ability in the application of the Guidelines,
and assessing the causes. In order to favour
implementation, the NSG has developed a
platform, called GOAL, the tasks of which
include the implementation of the Guidelines
through the creation of healthcare projects at

the local level, both clinical and organisation-
al. This instrument also enables the recom-
mendations contained in the various Guide-
lines to be shared, enabling, at the same time,
the local organisations to be identified where
these are not applied, and so that the reasons
for the failure in application to be under-
stood. Identification of the obstacles to local
implementation will enable a consensus to be
built up on the best way to overcome them.

10.4. Directive 2011/24/EU - Application of
patients’ rights in cross-border bealthcare
Directive 2011/24/EU on the application of
patients’ rights in cross-border healthcare, has
been transposed by Italian Legislative Decree
n. 38 of 4 March 2014, which came into force
on 5 April 2014. This legislation flanks the so-
cial security Regulations (EC) n 883/2004 and
987/2009, which already enable treatment to
be received in another EU Member State, in
the other countries of the European Economic
Space and in Switzerland, extending the ex-
isting regulatory framework governing cross-
border healthcare, consisting of the complex
system of international mobility that charges
the State with the protection of patients mov-
ing around and travelling for various reasons
(tourism, study, work, etc.).

In actual fact, Italian Legislative Decree n.
38/2014 guarantees the right to access safe,
high quality cross-border care, enabling the
patient to be treated in another EU Member
State through the choice of the public or pri-
vate healthcare provider. Therefore, the scope
of application of the Decree includes sched-
uled and unscheduled treatment as well as
treatment provided by health professionals
not accredited with the national health system.
The Decree also acts as a supplementary
regulation insofar as it eliminates the general
need for preventive authorisation, apart from
the cases envisaged under Art. 9, and recog-
nises the complete right of any citizen to be
able to request healthcare, apart from long-
term healthcare, the assignment and access of
organs for transplant and public vaccination
programmes against contagious diseases.

In any case, as sanctioned by the Directive,
Italian Legislative Decree n. 38/2014 also es-
tablishes that patients must not be deprived
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of the most advantageous rights guaranteed
by the above regulations if the conditions es-
tablished therein are met.

The cross-border healthcare envisaged by the
Decree is provided indirectly, i.e. through the
patient paying costs in advance. Article 8 of
the Legislative Decree establishes that costs in-
curred by an insured person in Italy making
use of cross-border healthcare, may be reim-
bursed if and to the extent to which the provi-
sion made in another EU Member State falls
under the scope of the LEA coinciding with
current regional tariffs and without exceeding
the effective cost of the healthcare received.

In addition to the above, one of the key ob-
jectives and points of the legislation in ques-
tion is to strengthen the patient’s right to be
treated in structures he/she considers to be
most appropriate for his/her clinical case, or
which are closest to the place of residence
of his/her nearest and dearest; it also applies
where the person in question happens to be
in a border Region and the nearest healthcare
structure is effectively that of the neighbour-
ing Member State.

In this regard, the aim set by Directive 2011/24/
EU is to offer clear, transparent, intelligible in-
formation, accessible to all patients on their
rights (high quality standards and safety, suit-
able monitoring, disabled access to hospitals,
transparent bills and prices, clear vision of
authorisation and the registration of provid-
ers and their insurance cover, procedures on
claims and legal reports); this goal is pursued
through the establishment, at the Ministry
of Health, of the National Contact Point, in
accordance with Art. 7 of Italian Legislative
Decree n.. In actual fact, through this organ-
isation, the patient can receive suitable infor-
mation on all essential aspects of cross-border
healthcare and, therefore, make an informed
choice suited to their own clinical case.
Another innovative element introduced by
the Directive and incorporated under art. 11
of Italian Legislative Decree n. 38/2014 is
the encouragement of cooperation between
Member States in order to achieve greater
efficiency and transparcncy in the NHS and
strengthen scientific and technological devel-
opment.

Finally, a special mention must be made of

the recognition of medical prescriptions is-
sued in another Member State, which, with
the aim of assuring continuity of care, is one
of the most innovative aspects. It is a ques-
tion of making available, both providers
and users of the healthcare, specific instru-
ments, including on-line tools, on the entire
clinical path of the patient, in order that they
can have advance knowledge of whether the
treatment provided abroad and related me-
dicinal products and devices can continue to
be provided in the affiliated State.

10.5. Joint evaluation of quality

Under the scope of the Current Research Pro-
grammes financed by the Ministry of Health,
AgeNaS$ has promoted and developed, in col-
laboration with the Agency for Civic Evalu-
ation of Active Citizenship and with all the
Autonomous Provinces and Regions, two
research-action projects; these are aimed at
defining a joint evaluation model of quality,
in the firm belief that health systems must
not only show good performance, promote
transparency and report on results achieved,
but that stakeholders must also be involved
in the processes of evaluating policies and
public services.

The research-action are focused on the con-
struction of a model for evaluating and im-
proving quality - classifiable under “Evalua-
tion of the quality of services” in the Portal for
the Transparency in Health Services. Through
this, professionals and citizens can jointly re-
port on the level of humanisation of the treat-
ment structures.

According to a specific operative definition
of the concept of humanisation, a report-
ing check-list has been prepared with the
involvement of all stakeholders, representa-
tives of the Regions and professionals of the
structures, as well as citizens, through their
representation associations.

A methodology has been finalised whereby
citizens play an active part in managing the
entire evaluation process. After having been
trialled in 54 different hospitalisation struc-
tures, the methods and instruments are now
used for a first investigation of the level of
humanisation of hospitals and accredited
private treatment centres; this involves more



