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than 280 hospitalisation structures through-
out national territory.

The adhesion of all Autonomous Regions/
Provinces, the involvement of the healthcare
professionals and the commitment assured by
citizens with the various representation and
protection associations based in the territory,
have enabled the finalisation and develop-
ment of a model of cooperation between pro-
fessionals and citizens for the evaluation and
improvement of the quality of health services,
according to the principles of the theory of
empowerment.

Keywords Citizen empowerment, coopera-
tion of operators and citizens, humanisation
of hospitalisation structures, improvement in
the quality of care, joint evaluation of quality

11. National “Communicating Health”
communication plans and programmes

11.1. Information campaigns for the promo-
tion of bealthy lifestyles

Unhealthy lifestyles (alcohol abuse, smok-
ing, incorrect nutrition and sedentary habits)
are, directly or indirectly, the main causes of
mortality and preventable morbidity. Com-
munication to promote healthy lifestyles is,
therefore, a priority and strategic objective.
As part of this, the Directorate of communi-
cation and institutional relations, in the two
years 2012-2013, concentrated its messages
on the battle against sedentary lifestyles and
the abuse of alcohol.

The campaign “Get moving!”, with the De-
partment for Information and Publishing of
the Presidency of the Council of Ministers,
promoted daily physical activity among the
general population. A testimonial was pro-
vided by the coach of the Italian national
football team.

The press, internet and radio campaign, “Life
is always one, even if you’ve had a drink”
and the smartphone application “Pure adren-
alin” made the young and very young aware
about alcohol abuse. An intense information
activity was carried out in schools with the
scientific experts of the National Institute for
Health. The 2012 and 2013 editions of Alco-

hol Prevention Day were financed.

11.2. Campaigns against infections

In line with the indications of the National
AIDS Commission and consultation with the
associations in the battle against AIDS, the
Directorate General of communication and
institutional relations carried out a communi-
cation campaign for the battle against AIDS
entitled “United against AIDS is the way to
win” in the two years 2012-2013.

The campaign sought to make the general
population aware (as well as specific targets,
such as immigrants) of the fact that AIDS
still exists and that it is possible to prevent
its spread by adopting suitable prevention
measures (responsible behaviour and pro-
phylactics). Television and radio spots, press
announcements, viral activities on the web,
in-depth discussions on line, Icaflets and the
toll-free number “AIDS and Sexually Trans-
mitted Diseases”, under the auspices of the
National Institute for Health, were the in-
struments and means used, with a remark-
able financial investment by the Ministry. The
campaign also saw the collaboration between
the “L. Spallanzani” National Institute of In-
fectious Diseases of Rome, Bologna Univer-
sity and the most representative voluntary
and patients associations in the Consultation.
The assessment of the effectiveness of the
campaign, assigned to Bologna University,
showed the excellent success of the initiatives.

11.3. The promotion of the bealth of women
and children

In the two years 2012-2013, the Health Min-
istry dedicated two special initiatives to the
promotion of the health of women and chil-
dren: the campaigns “You never forget moth-
er’s milk” and “My health as a woman also
depends on me”.

In order to make new mothers aware of the
importance of mother’s milk as the best nu-
trition for newborns, the Directorate General
of Communication and institutional rela-
tions - with the Directorate General of Food
Safety — staged the 3" and 4* editions of the
campaign “You never forget mother’s milk”.
A touring information exhibition was staged
in the squares of Italian cities together with
associations, institutions and local healthcare
facilities.
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In order to promote the value of “general
health” among women, the Directorate Gen-
eral of communication and institutional rela-
tions, with the Department for Information
and Publishing of the Presidency of the Coun-
cil of Ministers, conducted the campaign
“My health as a woman also depends on
me”. This slogan underlined the importance
of taking a more responsible attitude, on the
part of women themselves, towards their
own health, including by taking part in the
free screening programme run by the NHS.
Specific in-depth discussions (for example, on
HPYV, pregnancy, fertility etc.) were published
on the internet portal of the Healthy Ministry
www.salute.gov.it.

11.4. The Ministry of Health Portal

21 March 2013 marked the publication of
the new Ministry of Health portal. On the
one hand, the on-line communication of the
Ministry ceases being self-referential and be-
comes focused on the citizen, transparency
and the promotion of health, whilst on the
other it is developed in such a way as to al-
low for the full appreciation of the work of
the Ministry.

The development of the portal followed
a project phase in 2012, according to the
“Guidelines for on-line communication on
the protection and promotion of health” de-
veloped by the Ministry together with the
“La Sapienza” University of Rome in 2011.
In 2013, in order to encourage the process of
change in the portal, a Publishing Commit-
tee was established. This involved representa-
tives of all Directorate Generals of the Min-
istry of Health, the NAS and the National
Transplants Centre.

At the same time, the collaboration was
launched between the Ministry, ISS, Ifo and
other structures of excellence of the NHS, in
order to give a boost to the production of new
contents dedicated to citizens, including an es-
sential medical dictionary, interactive pages and
applications for mobile telephones on smoke,
vaccinations and skin tumour prevention.

The Ministry web portal and the related themed
government websites recorded 6,301,895 one-
time visitors in 2013, 8,470,445 user sessions
and a total of 26,364,054 pages viewed.

Keywords Application, citizen, communication,
internet, promotion of health, transparency

11.5. Integrated information campaigns
[AgeNas$, AIFA, ISS (CNT), INMP]

During the two years 2012-2013, the Minis-
try has developed information and commu-
nication campaigns together with AgeNaS,
AIFA, INMP and ISS.

The range of subject matters goes from pal-
liative treatment and pain therapies to emer-
gency-urgent services, flu, antibiotics, health
integration of foreigners, the risks of smoking
and organ donations.

As concerns pain, the campaign run with
AgeNaS has seen the censure and publication
on the ministerial portal of all operating care
structures in Italy, together with the activation
of a telephone and information channel with
citizens for six months, involving thousands
of users. Alongside this, publications were
also organised and a TV advertisement, run
free of charge on Rai networks throughout
2013. Again with AgeNaS$, information was
given on the correct use of emergency-urgent
services. The campaigns with AIFA aimed to
increase awareness on vaccinations, as a tool
by which to prevent flu and eliminate inap-
propriate, excessive use of antibiotics.

With the Institute for migrants and poverty,
12 prisons selected throughout Italy were
involved and more than 1,500 people (pris-
oners, police force members and healthcare
staff), to promote the interaction of foreign
citizens through health.

Finally, together with the ISS, the Ministry ran a
communication campaign on the risks of smok-
ing targeting children and adolescents, focusing
prevention on the very young. In terms of organ
transplants, an area that for years has involved
the National Transplant Centre, an annual
campaign was instead promoted on the culture
of donation, in collaboration with transplant
patient associations: the aims are to inform and
promote a “call to action” that drives the popu-
lation to declare their wish to donate.

11.6. Communicating suitability: The
Health Books .

In 2012 and 2013, the ministerial publication
Books of the Ministry of Health, intended to



Camera dei Deputati —

CCLIX —

Senato della Repubblica

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

standardise and establish suitability criteria
over time in our health system, and managed
by the Directorate General of Communica-
tion and Institutional Relations, published
six monographs.

The publication is produced both as a hard
copy and on the website www.quadernidellasa-
lute.it and can also be accessed via applications.
In 2012, issues 13, 14 and 185, respectively
“Criteria of structural, technological and clini-
cal suitability in the prevention, diagnosis and
treatment of andrological pathologies” (Febru-
ary 2012), “Ciriteria of structural, technologi-
cal and clinical suitability in the prevention,
diagnosis and treatment of cerebrovascular
pathologies” (April 2012) and “State of the art
and prospects on the fight against asbestos-re-
lated pathologies” (June 2012) were produced
and distributed, the latter dealing with the
very delicate matter of asbestos — a constant
challenge for public health.

In 2013, issue 16 (January 2013) “Promo-
tion and protection of health in the child and
adolescent: criteria of clinical, technological
and structural suitability”, issue 17/22 (July
2013) on “Clinical, structural and operative
suitability in the prevention, diagnosis and
treatment of eating disorders” and issue 23
(October 2013) regarding “Criteria for the
clinical, technological and structural suitabil-
ity in assisting the complex patient”, were
produced and distributed.

The publication was first started in 2010. In
the last few years, monographs have been
published devoted to the following different
pathologies: cardiovascular system, strokes
and stroke units, oncology, osteoporosis,
health user satisfaction, elderly assistance,
community dentists, rehabilitation, digestive
diseases, obesity and diabetes mellitus, oph-
thalmology and interventional radiology.

11.7. The impact of the communication
campaigns

Following the issue of the General Direc-
tive for administration and management for
2013, the Ministry set itself the aim of try-
ing out a new method of communication for
the administration, aimed at listening to the
citizen’s needs, as well as encouraging the
proactive use of information. In this context,

the evaluation of the campaign results has be-
come more important.

Thus an operative model has been created,
which enables the Administration to evalu-
ate the efficacy of the initiatives and verify
the approval obtained from the population.
The model, finalised with the Department of
Social and Economic Sciences of the “La Sa-
pienza” University of Rome, has envisaged the
creation of an Observatory on Health, which
will take the form of a permanent structure
managing communication flows and analys-
ing the needs expressed by the population in
terms of health.

In this regard, for 2013, the Observatory has
already used investigations carried out by the
Ministry in the past. The information collect-
ed has been computerised and a first analysis
prepared of the results, both in terms of con-
tents and the social-demographic characteris-
tics of those answering.

More specifically, as concerns the initiatives
relating to the campaign for the protection
of fertility “Fertility is a common asset” and
the promotional tour for breast-feeding “A
mother’s milk is never forgotten”, the opin-
ions collected on a significant sample of the
female population (1,516 women) have been
very positive: approval of 97.5% has been
recorded for the campaign on breast-feeding
and 80% for that on fertility.

12. The contribution made by Consiglio
superiore di sanita

12.1. The context and the activity of the
Higher Health Council

In the two years 2012-2013, the Higher
Health Council (HHC), a technical consulta-
tive body of the Ministry of Health, gave its
views, as laid down by its institutional man-
date, on a wide range of matters and on sec-
tors concerning the health of the country, in
line with its own dual role as a consultative
and propositional body.

The array of subjects dealt with included the
prophylaxis of infectious diseases, especially
concerning tubercular diseases and, in the
veterinary field, paratuberculosis in cattle, -
hygiene-health prevention and protection,
such as the problems connected with the use
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of electronic cigarettes, mobile phones and
three-dimensional glasses, foodstuffs, includ-
ing the safeguarding of the protection of the
health of consumers of raw milk and cream,
drinking water and mineral water.

On veterinary matters, the Higher Health
Council approved the “Guidelines concern-
ing the minimum health prerequisites for the
use of stem cells in veterinary medicine” bear-
ing the general conditions and procedures for
operators engaged in the harvesting, manipu-
lation, preservation and clinical use of autol-
ogous stem cells in veterinary medicine.

For the purpose of ensuring safe and appro-
priate use of medical devices and, therefore,
to enable the competent Directorate General
to take appropriate initiatives of particular
relevance, including in response to the inter-
est invoked in public opinion by these sub-
jects, opinions were expressed by the Council
on matters of breast implants and metal-on-
metal hip implants. Similarly, for the purpose
of ensuring the safe use of medicines, the
Higher Health Council was called to express
an opinion on the contents of the document
entitles “Position paper — Management of the
notifications of donors with Creutzfeldt-Ja-
kob’s disease (post donation information)”.
Furthermore, opinions were expressed by the
Council on medical technologies with diag-
nostic features, such as group B 3 Tesla mag-
netic resonance equipment, and therapeutic
features, such as hadron therapy equipment,
for example.

Of particular relevance was the opinion with
which the Higher Health Council approved
the national guidelines for the implementation
of telemedicine services and for the identifica-
tion of the key elements required for the co-
herent planning and use of these systems with-
in the NHS and the wider European context.
As part of its propositional role, the Higher
Health Council tackled issues of importance
from the socio-healthcare perspective, draw-
ing up documents that were the subject of
the following specific “Reports of the Health
Ministry” published on the institutional web-
site: “Promotion and protection of the health
.of children and young people: criteria of clini-
cal, technological and structural appropriate-

ness”, “Clinical, technological, structural and

operational appropriateness in the preven-
tion, diagnosis and treatment of eating disor-
ders”, “Ciriteria of clinical, technological and
structural appropriateness in the treatment of
complex chronic patients”, “State of the art
and future prospects on matters of combat-
ting asbestos-related diseases”.

In a context such as the current one, charac-
terised, on one hand, by the growing provision
of instruments and interventions to protect
health and, on the other, by the availability of
increasingly meagre resources compared to
the perceived and/or stated needs, the Higher
Health Council - by virtue of respect for the
central role of the individual in the choice of
preventive and therapeutic interventions, the
autonomy of judgement and scientific rigour
that distinguishes its actions - has constituted
an irreplaceable point of reference for the ex-
ercise of the missions entrusted to the Health
Ministry.

12.2. Considerations

In 2012-2013, the Consiglio superiore di
sanita, the technical advisory body of the
Ministry of Health, expressed an opinion,
as indeed is its institutional duty, on a wide
range of matters and sectors relating to the
country’s health, constantly assuring its two
cornerstones, namely providing advice and
making recommendations.

The list of matters discussed include the pro-
phylaxis of infectious diseases, with specific
regards to tuberculosis and in the veterinary
sector to paratuberculosis in bovine farms,
the prevention and health-hygiene protection
like problems relating to the use of electronic
cigarettes, mobile telephones and three-di-
mensions glasses, foods, including the safe-
guarding of the protection of the health of
consumers of raw milk and cream, drinking
and mineral water.

As concerns veterinary matters, the Consiglio
superiore di sanita has approved the docu-
ment entitled “Guidelines on the minimum
health requirements for the use of stem cells
in veterinary medicine”, which sets out the
conditions and general procedures for op-
erators dealing with the collection, handling,
storage and clinical use of autologous stem
cells in veterinary medicine.
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In order to ensure the safe, appropriate use
of medical devices and, therefore, to enable
the competent Directorate General to take all
appropriate initiatives, of particular impor-
tance, also due to the interest seen in public
opinion on the matters, the Council has given
opinions on breast prostheses and metal-on-
metal hip prostheses. In a similar fashion, in
order to guarantee a safe use of medicinal
products, the Consiglio superiore di sanita
has been called to express an opinion on the
contents of the document referred to as “Po-
sition paper — Management of reports made
by donors with Creutzfeldt-Jakob disease
(post-donation information).

Moreover, the Council has also given opin-
ion on medical technologies with diagnostic
characteristics, like group B 2 tesla magnetic
resonance equipment, and therapeutic tech-
nology, such as adrotherapy equipment.

The opinion whereby the Consiglio superiore
di sanita approved the national guidelines for
the implementation of remote medicine ser-
vices and the identification of the reference
elements necessary for a coherent design and
use of these systems under the scope of the
NHS and the broader European context, is
particularly important.

As part of its guidance function, the Consi-
glio superiore di sanita has covered impor-
tant social-health matters preparing docu-
ments concerned by specific “Ministry of
Health Books” published on the institutional
website: “Promotion and protection of health
in the child and adolescent: criteria of clini-
cal, technological and structural suitability”,
“Clinical, structural and operative suitability
in the prevention, diagnosis and treatment
of eating disorders”, “Criteria for the clini-
cal, technological and structural suitability
in assisting the complex patient” and “State
of the art and prospects on the fight against
asbestos-related pathologies”.

In a context like that seen today, character-
ised on the one hand by an increasing range
of tools and interventions designed to protect
health, and on the other by an increasingly
limited availability of resources with respect
to the needs perceived and/or expressed, by
virtue of the central role played by the person
in choosing preventive and therapeutic in-
terventions, independence of judgement and
scientific rigour of its action, the Consiglio
superiore di sanita has formed an irreplace-
able point of reference for the fulfilment of
the duties assigned to the Ministry of Health.
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Emerging challenges and outlooks

1. The Health Pact

In the session of the State-Regions Conference

of 10 July, the Understanding on the New

Health Pact 2014-2016 was signed. In a re-

newed political-institutional context, looking

towards Europe, the new Health Pact is the
instrument agreed between the Government,
the Regions and the Autonomous Provinces

of Trento and Bolzano for the creation of a

new system of healthcare governance.

The main features of the Pact, from the per-

spective of the structural efficiency of the sys-

tem, are made up of:

B three-year planning of the standard costs
and regional needs that will enable the
launch and implementation of innovative
policies in the National Health Service
(NHS) on the territory;

B the definition of the standards regarding
hospital care, which, together with cross-
border healthcare, the updating of the Es-
sential Levels of Healthcare (ELH) and
the actual promotion of territorial health-
care, are the pillars of support for all the
initiatives necessary to ensure the uniform
protection of health for all citizens on na-
tional territory.

The issue of investments in healthcare is also

central to ensure conditions of competitive-

ness, quality and safety of the healthcare fa-
cilities.

The issue of digital healthcare, with the ex-

pectations of the Pact for digital health, is

also an instrument of rationalisation and ef-
ficiency of the system.

The Pact will be governed by a political Steer-

ing Committee which will ensure its constant

monitoring and will verify the implementa-
tion of all the provisions, making use of an
appropriate Technical Board, set up at the

AgeNa$, which must also monitor the appli-

cation of the measures in the healthcare field

arising from the review of expenditure, fol-
lowing the instructions of the Extraordinary

Commissioner for the review of expenditure

contained in the government’s programme,

The possibility of actually achieving the ob-

jectives set out in the new Health Pact is

ensured not only by the savings arising out
of the measures therein envisaged, which
will remain available to the Regions solely
for healthcare purposes, but also of those
achieved by the expenditure review, which
will be used to improve the levels of quality
of the entire healthcare system.

Among the innovations contained in the
Pact, there is the provision to activate a
system of monitoring, analysis and control
of the progress of the individual regional
healthcare systems, which enables the de-
tection in advance, through an appropri-
ate alert system, of any significant shifts in
the performance of the health agencies and
the regional healthcare systems, in terms of
quality, safety, effectiveness, efficiency, ap-
propriateness and fairness of the services
delivered. It is envisaged that this task will
be assigned to AgeNas as the operational
instrument of the Health Ministry, similar
to what happens in other countries of the
European Union.

The issue of the review of the ticket system
and exemptions is dealt with in the Pact in
the light of reform, in order to avoid the
ticket system becoming a barrier to access to
healthcare services and the main cause of citi-
zens’ curtailing treatments.

There is also a definite commitment in the
Pact on the issue of managing the human
resources, as well as a concrete instrument
to proceed to a reform of the current sys-
tem through specific provisions that will be
drawn up by the Government, together with
the Regions.

The new Health Pact 2014-2016 aims at a
gencral increase in the efficiency of our na-
tional health service from the perspective of
appropriateness. All the provisions contained
within it were inspired by the health needs
of the citizens and, currently, it constitutes
the only instrument for the construction of
health provision that is more centred on the
individual, the means of achieving a more ef-
fective and cfficient health provision that is
safe, high quality and on a par with the rest
of Europe.
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2. Appropriateness and hospital planning
The appropriateness of the healthcare in-
terventions, in all the various clinical and
organisational manifestations, constitutes
a vital technical instrument to accompany
the phases of development of interventions
in healthcare planning. Various factors can
contribute to increasing the risk of inappro-
priateness, leading to the inconsistent use of
resources, especially the tendency of opera-
tors and users in ensuring and demanding an
ever-wider range of services in step with the
rapid dissemination of scientific informa-
tion, the development of the doctor-patient
relationship and the phenomenon known as
“defensive medicine”. In a systematic vision,
each service directed at an individual patient
leads to a subtraction of resources, poten-
tially required by others. In the light of this
awareness and as a result of the limits on the
expansion of resources earmarked for health,
the assessments of appropriateness must be
constantly married to the principle of the
safety of the treatments and with the ethical
tension that characterises every phase of the
planning process, from the identification of
the objectives to the division of the resources.
Aware that an adequate action of control
must be a necessary element for the promo-
tion of appropriateness, activities connecting
to the functions of monitoring and verifica-
tion have initially been conducted. In this
way, through the SiVeAS systems, actions
of verification have been carried out of the
corporate activities and, for the Regions con-
cerned, the monitoring of plans to curtail
deficits, and further actions of monitoring the
regional planning have been conducted with-
in the scope of the ELH Committee through
the analysis of specific sets of qualitative and
quantitative indicators. As part of the activi-
ties of organisational review for the increase
in the degree of appropriateness of the ser-
vices, specific projects have been launched
concerning the activities of breast units, re-
course to innovations with particular regard
to robotic surgery and integrated pathways
for the management of chronic diseases. Fur-
thermore, patient guides have been drawn
up and disseminated for the appropriate and
safe use of healthcare services and manuals

for the training of operators on the subject of
appropriateness and clinical governance.
Healthcare planning activities to boost the de-
gree of appropriateness of healthcare services
should not contemplate the mere introduc-
tion of expenditure ceilings, but the optimum
use of resources must be guaranteed at the
level of efficiency and allocation of resources,
with respect for the principle of equity.

3. Assessment of the standard costs of the
Essential Levels of Healthcare

Legislative Decree 68/2011 laid down, start-
ing from the year 2013, the introduction of
standard costs in healthcare, to be imple-
mented through the use of a set of indicators
that will enable the assessment of the levels
of efficiency and appropriateness for each
Region, with reference to a group of services
rendered within each of three macro-levels of
healthcare.

During the 2013 allocations, therefore, the
cost levels found in the three Regions of ref-
erence were applied to all Regions. Best prac-
tices were identified in the various regional
organisations through a set of indicators de-
fined by the resolution of the Council of Min-
isters of 11 November 2012.

A review and reclassification of the crite-
ria under article 27 of Legislative Decree
68/2011 has already begun in order to iden-
tify the regions of reference in years to come
on the basis of the level of the quality of the
services delivered, appropriateness and effi-
ciency.

Keywords Best practices, standard costs, indi-
cators, Regions of reference

4. From Continued Care Service to 24/7
Care

One of the main issue under evaluation by
national programming in the last few years
regarded aspects related to Continued Care
Service.

To this end, the Regions have been invited to
try out new organisational models aimed at
merging different healthcare expertise and
territorial services.

Currently, the implementation of these mod-
els finds a favourable scenario since the Re-
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gions, especially those participating in the
Repayment Plan, are still working on the
reorganisation of healthcare networks with
the objective of providing the most effective
responses to the new healthcare needs of the
population.

The integration of Continued Care Services
with emergency territorial 118 services is
one of the most useful organisational models
since it allows the timely identification of less
severe conditions (the so-called white and
green codes) and the routing of the patient to
a more appropriate and prompt care.
Starting from an analysis of the character-
istics of the territory and the pre-existing
organisational structures, the Regions have
provided for the testing of organisational
models aimed at ensuring healthcare 24/7
through the integration of Operating Stations
118 and Continued Care Services.

Most of the projects proposed by the Regions
would involve the functional integration of
the two services through telephone connec-
tions and technological support in order to
ensure the management of citizens by routing
them, if necessary, to the most appropriate
territorial service.

The evaluation of the extendibility of such
models to other situations is still a problem
since the majority of the projects, although at
an advanced stage of testing, are still in their
initial implementation phase.

Keywords 24/7 care, continuity of care, health-
care networks, Operating Stations 118

5. Active ageing

The significant increase in life expectancy re-
corded in the last ten years is not matched
by a parallel increase in the length of life
in good health. This difference between life
expectancy and life in good health is linked
to the burden of disease, especially the non-
communicable chronic diseases which occur
in this and in earlier age groups and that may
ultimately result in disabilities. Many of these
diseases are directly associated with lifestyle
and therefore are quite preventable or defer-
rable by adopting measures of proven effec-
tiveness.

Based on a European indicator that was de-

veloped during the Active Ageing Year (2012),
Italy ranks 15th (out of 27) in the general in-
dex, but 22" for employment, 2™ in partici-
pation in society, 19" for self-sufficiency and
independent life and 15" in the environmen-
tal capacity to promote active ageing.

Within the European context, noteworthy
are two important initiatives for the develop-
ment of strategies and policies in support of
active ageing without disabilities: the “Euro-
pean Plan for active and healthy ageing in the
years from 2012 to 2020”, sponsored by the
European Division of WHO, and the “Euro-
pean Innovation Partnership on Active and
Healthy Ageing” sponsored by the EU. Both
documents indicate priorities and objectives,
together with the tools to use for their achieve-
ment, for the ultimate purpose of fighting fra-
gility and functional decline in the elderly.

To this end, it is necessary to adopt a life-
course approach, acting early and over the
course of one’s life so as to minimise indi-
vidual risk factors (smoking, alcohol abuse,
sedentary lifestyle and inadequate diet) and
remove the causes that prevent the choice of
a healthy life.

Through the programme “Guadagnare Sa-
lute” and the NCDC projects, several initia-
tives were promoted for the support of active
and healthy ageing, the prevention of fragility
in the elderly including the risk of a progres-
sive loss of autonomy, and the preservation,
for as long as possible, of a good quality of life.
In conclusion, it can be stated that active
and healthy ageing is a priority objective of
all Governments in order to ensure at all
ages a high level of quality of life and at the
same time ensure the sustainability of social
and healthcare services that will enable the
achievement of the European objective, for
2020, of an additional 2 years of good health
for European citizens.

Keywords Active ageing year, European Plan
for active and healthy ageing, life time ap-
proach, ustainability of healthcare systems

6. Nanomaterials

Among the new technologies that have
emerged in the last few years, of a particu-
lar importance are the nanotechnologies, i.e.
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technologies with components in nanomet-
ric dimensions called nanomaterials (NM).
OECD has estimated that in 2015 the global
market of nanotechnologies will reach about
1 trillion US dollars and will create about
two million new jobs. Therefore, nanomateri-
als have clear commercial and practical pros-
pects for use in different industrial (medicine,
medical devices, cosmetics, etc.), agriculture
and environmental (green economy, food,
biocides, etc) sectors but their use has already
been questioned since 2004 regarding the
potential effects on health and the environ-
ment. The Ministry of Health, in particular
the Directorate General of medical devices,
of the pharmaceutical service and safety of
treatments, in line with the existing laws and
within the time frames planned by the Euro-
pean Commission, is meeting the challenge
by focusing, on the one hand, its commitment
on a shared and not taken for granted techni-
cal-scientific definition of nanomaterials and,
on the other, by promoting national scientific
cooperation for the study and the research of
nanoforms and their safety.

Keywords Nanodevices, nanoforms, nano-
materials, nanomedicine, nanoparticles, nan-
otechnologies, nanotoxicology, safety, secu-

rity

7. Technological development

Medicine has been subject in the past few
years to a very rapid transformation with the
marketing of innovative technologies which,
although allowing for an evolution toward
diagnostic and therapeutic procedures that
are increasingly more accurate, may involve,
if not used correctly, a global increase in the
costs for healthcare systems and risks for the
patient. The products from these technolo-
gies are in part, but not always, subject to
certification.

This section discusses, through a description
and critical evaluation of the collected data,
the challenges emerging from technological
developments in the healthcare area, which are
closely connected and range from ICT (Infor-
mation and Communications Technology) in
the healthcare sector, to technological innova-
tions in neuroscience, diagnostic imaging, in-

novative treatment technologies based on the
use of radiations such as HIFU (High-Intensi-
ty Focused Ultrasound) as well as to the new
treatments with X-rays and adrones. Among
these technologies, HIFU is particularly prom-
ising in the treatment of prostate cancer which
is currently treated through prostatectomy
(removal of the prostate). As for the territo-
rial services, ICT represents the driving force
in new developments but it also generates con-
cerns regarding the integration of the currently
available services and the new risks related to
a connection with the biomedical technologies
subject to new regulations.

Applications for the remote monitoring of vi-
tal parameters are now available through low
cost wireless technologies.

As for the technological innovations in neu-
roscience, artificial devices directly associ-
ated with the nervous system are now being
rapidly developed and range from prosthetic
replacement to direct stimulation of the ner-
vous system for the control of neurological
disease symptoms.

8. Innovative therapies and hospital phar-
maceutics

The Italian SSN, within the G10 countries,
is the only solidarity and universal system
left. AIFA has improved its performance by
ensuring that every citizen has available the
most innovative, safe and effective medica-
tions that the pharmaceutical research has
been able to develop. The introduction of
the new biotechnology medications will con-
tribute to an important turning-point in the
decision-making processes of clinical prac-
tice while providing the citizen with a guar-
anteed customised treatment, a trend that
is likely to continue into the future. Within
this context, the biosimilar medicinal prod-
ucts represent a real opportunity to improve
access to care and the sustainability of the
system. For this reason, AIFA has launched
in the course of 2013, important initiatives
directed at informing and raising the aware-
ness of the healthcare operators and citizens
also through the publication of a specific Po-
sition Paper. The long term strategies must be
aligned with the introduction of new regula-
tions aiming at governing and standardising
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the access time to medications. In order to
meet this need, several legislative provisions
have been issued. Legislative decree 158/2012
has established the automatic marketing of
medicinal products already authorised in Eu-
rope and classified in segment C; the second,
the so-called “Decreto Fare” (Legislative De-
cree 69/2013) provides for a preferential path
for orphan medicinal products and medicinal
products of exceptional therapeutic relevance
and gives AIFA a maximum of 100 days for
completing the procedures for their inclu-
sion in the NHS pharmaceutical handbook.
The emerging issues that AIFA will have to
address, within the particularly complex eco-
nomic context of Italy, is the guaranteed ac-
cess to treatment for the patients who must
be placed at the centre of the system.

Keywords Biosimilar medicinal products,
biotechnology medicinal products, innova-
tive medicinal products, Legislative Decree
158/2012, Legislative Decree 69/2013, Posi-

tion Paper

9. Creation of clinical risk units

The establishment of a corporate depart-
ment permanently dedicated to clinical
risk management was formalised under the
State-Regions Agreement of 20 March 2008
on the safety of treatments. In defining the
framework of reference for the governance of
clinical risk, the Understanding identified the
strategic structure of the clinical risk man-
agement unit to which to assign the role of
implementing corporate policies on the issue
of safety through the indication of objectives,
methods and instruments in the context of
the specific corporate reality and in harmony
with the regional and national indications.
The presence of an operational unit/depart-
ment for managing the clinical risk in the SSN
structures has witnessed a gradual increase, as
shown by surveys carried out over the years
(in 2003, it was 17%, in 2005 it was 28%,
in 2009, 97%). The national survey on the
state of the art on the issue of patient safety,
conducted in 2012 in collaboration with the
Regions and Autonomous Provinces, enabled
the organisation of the corporate department
for the clinical risk to be analysed in more

detail and to reveal a slight variation between
the SSN units with respect to the organisa-
tional solutions adopted. The national survey
was also directed at revealing the presence of
a unit/centre/facility for the coordination for
the clinical risk activities at the regional level
that produced a result of more than 84% of
the Regions and Autonomous Provinces and
the activities promoted, from which initia-
tives of training/information of professionals
(89%), the drawing up, promotion and appli-
cation of instruments and procedures of re-
gional values for safety (79%), and the appli-
cation of practices for safety (95%), emerged
as priorities.

The strategies and actions in favour of in-
forming and involving patients in the pro-
grammes/activities for safety and the defini-
tion of standards and indicators in order to
activate an effective system of assessment
require further development, however; it is
the objective of the Ministry and the Regions
to share guidelines aimed at strengthening
the capacity for clinical risk management by
giving impetus to the assessment of the pro-
grammes and actions undertaken on the basis
of specific indicators.

10. Outlook of cross-border healthcare
Directive 2011/24/EU, concerning the rights
of patients to cross-border healthcare, was
implemented by Legislative Decree n. 38 of 4
March 2014, effective on 5 April 2014.
These regulations on cross-border healthcare
give a new impulse to international health-
care mobility from which new opportunities
may arise for EU patients.

The opening of a free market in healthcare
services creates an inevitable competition
among the different national systems while
representing, at the same time, a development
opportunity and a challenge for the NHS
given the probable increase in the flow of
patients who go abroad to receive treatment
and the corresponding economic impact that
this phenomenon can have on the internal re-
sources allocated to it.

Among the primary objectives of the regula-
tions in question, there is the development
of an effective cooperation system among
different healthcare systems as well as the
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harmonisation, where possible, of the regula-
tions themselves.

Fostering cooperation among member states
has the purpose of achieving a greater effi-
ciency and transparency of healthcare servic-
es while strengthening scientific and techno-
logical developments.

These objectives will be achieved through
the creation, on a voluntary basis, of the Eu-
ropean Reference Networks (ERN) among
healthcare service providers and centres of
excellence. Thanks to these networks, it will
be possible (i) to optimise the costs and the
use of human resources, thus avoiding the
risk of research duplication and making the
best use of expertise, results achieved and
good practices in use in the other member
states; (ii) to train on an on-going basis the
healthcare professionals and help the coun-
tries that do not have proper equipment, to
provide highly specialised and high qual-
ity service. A fundamental tool for the cre-
ation of this information healthcare network
among member states is the use of an inte-
grated system so that, thanks to the informed
consent of the patient, the clinical records
of the patient, as well as all details on the
provided services including invoices, can be
accessed on-line from a database shared by
all EU countries. This would allow for sav-
ing time and money in the procedures of in-
direct refunds (submission of invoices issued
abroad by the patient to the member state of
affiliation) and would give the possibility of
adequate on-going treatment in the member
statc of affiliation. Finally, the usc of the HTA

(Health Technology Assessment) assessment
system by ERN (European Reference Net-
work) would involve a targeted technological
development based on the type of structure,
the type of medical treatment and the avail-
able financial resources.

Cooperation and continuous exchange of in-
formation at the European level, made pos-
sible by ERN, will improve the process of
diagnosis and treatment of rare diseases, thus
ensuring that the healthcare professionals,
the patients and the entities responsible for
the funding are informed about the possibil-
ity, granted by the regulations in effect, of the
transfer of patients with rare diseases to other
states, if the member state of affiliation can-
not provide the necessary care.
Consequently, high specialisation and excel-
lence is where a real opportunity for invest-
ment lies, as per the Directive 2011/24/EU, and
it is on this high specialisation that the strategy
of Italy needs to focus in order to promote ex-
cellence and attract citizens from other mem-
ber states of the EU to our healthcare facilities.
Therefore it is through the development of a
system for the monitoring of one’s own per-
formance, sustained by valid and strict indica-
tors of best practices, that it will be possible
to reach the best quality in healthcare which
then translates into greater well-being for the
patients. In this way it will be possible to in-
centivise the individual structures to achieve
excellence and more in general to improve
the quality of the entire healthcare system of
the country, making it more competitive with
other European countries.



PAGINA BIANCA



