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Chapter 7

ITALY

Linda Longo and Giulia Gigante1

I OVERVIEW 

The Italian National Health Service (NHS) was established in 1978 by Law 833/1978 and 
provides universal coverage to the Italian population (citizens and foreign residents). The 
NHS is funded by the central and local government through the use of general taxation 
and, in small part, by the fees charged to the citizen as co-participation to the cost of the 
services provided. Healthcare services are provided in the Italian territory by the 19 regions 
and the two autonomous provinces through the local health structures. As a result of such 
decentralisation, significant differences of the level of care are experienced among the different 
regions, despite the fact that, in principle, all the services included in the essential healthcare 
basket (LEA) should be equally collectable in all Italian regions. The central government 
retains supervisory control and overall responsibility for the NHS in order to ensure essential 
levels of health services homogeneously across the country. By Decree of the Prime Minister 
dated 12 January 2017, a new LEA has been established to replace what had been in place 
since November 2001. The new LEA, inter alia, includes new rare diseases, new vaccines, 
updated procreation and neonatal screening assistance, and updated specialist and diagnostic 
assistance.

The 2017 Budget Law fixed the financing of the NHS by the central government at 
€113 billion for 2017, €114 billion for 2018 and €115 billion for 2019. Health budget funds 
are allocated to the regions on the basis of criteria set forth in the three-year National Health 
Plan generally based on population structure, type of health structures located in the relevant 
territory. Each region shall set its own regional health plan based on the National Health Plan, 
and in case of excess cost that cannot be covered by the region’s own resources, restrictions are 
imposed until recovery of the deficit. Regarding the cost of medicinal products, a complex 
and controversial mechanism for refunding excess cost was established by Article 15 of Law 
No. 135/2012, which imposed that the region cover the 50 per cent of the extra cost and 
the pharmaceutical companies to cover the remaining 50 per cent based on the ‘company 
budget’ system. The implementation of the coverage of the excess budget by pharmaceutical 
companies was subject to judicial review by the administrative courts and, as a result of 
several decisions of the administrative courts, was amended by Decree Law No. 113/2016 in 
an attempt to settle the pending issues and recover a significant part of the deficit. The issue 
regarding recovery of excess costs is still pending, but the 2017 budget law introduced certain 
significant changes to the part of health budget allocated for medicinal products.

1 Linda Longo is a partner and Giulia Gigante is an associate at Biolato Longo Ridola & Mori.
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The share for the cost of medicinal products of the health budget funded by the central 
government is 14.85 per cent, of which, 7.96 per cent is for the medicinal products supplied 
in the territory (mainly through the pharmacies) and 6.89 per cent for medicinal products 
purchased by the public health structures (hospitals). The allocation between territorial 
expenses and hospital expenses changed significantly because products that were formerly 
part of the territorial expenses are now in the hospital expenditure with a significant reduction 
of cost resulting from cancellation of the pharmacist margin.

Another significant innovation introduced by the 2017 Budget Law is the creation of 
two €500,000 funds for innovative drugs: one for innovative drugs and one for innovative 
oncological drugs. The institution of these new funds shall give more resources to the supply 
of innovative products.

II THE HEALTHCARE ECONOMY 

i General 

The peculiarity of the Italian NHS is that it guarantees the right to extensive healthcare 
assistance to all Italians and foreign residents, without discrimination based on income, 
social status or gender. The Italian NHS is based on the principles of universality, equity and 
solidarity and constitutes an implementation of one of the fundamental principles set forth 
in Article 32 of the Italian Constitution: ‘The Republic safeguards health as a fundamental 
right of the individual and as a collective interest, and guarantees free medical care to the 
indigent.’

According to the Report on the sustainability of the NHS issued by GIMBE Foundation 
in 2017,2 the most critical factors undermining the sustainability of the NHS in recent years 
have been the progressive aging of the population, the increased cost of innovative products 
(in particular, medicinal products) and the increasing demand of health services by the 
population. 

Health services include hospital admissions, emergency care, the services of general 
practitioners and paediatricians, supply of a significant number of medicinal products 
(included in the reimbursable class), diagnostics services essential to health and hospice 
assistance.

The supply of healthcare services to all citizens takes place through public and private 
health structures, which must be accredited by the competent regions. Each region should 
define its own model of accreditation that should comply with safety and quality requirements 
defined at national level. The principle is that accreditation is the necessary requirement for a 
healthcare structure to be an accountable provider of the NHS.

ii The role of health insurance

Because of the presence of the NHS, private care insurance in Italy is not mandatory and 
is not an important market in Italy. Private health insurance available in Italy may be 
complementary or supplementary, covering healthcare services excluded from the LEA, 
offering the possibility of choosing a private hospital, reducing the waiting time for the 
supply of assistance services or paying for additional comfort services not offered by the 

2 See the ‘Second Annual Report GIMBE’ on the sustainability of the NHS by GIMBE Foundation: 
Bologna, June 2017. Download available on: www.rapportogimbe.it.
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NHS. Private insurance is available to individuals and their families. Several collective 
labour agreements (industry and services) provide in favour of personnel supplementary 
insurance paid by the employer offered by mutual insurances under the supervision of the 
unions. During the past few years there has been an increase of private insurance as a result 
of cost containment measures that have restricted access to certain health services, reduced 
comfort of patients hospitalised in public structures and caused long waiting lists for free 
healthcare and diagnostic and prevention services. While the contribution to complementary 
insurance provided by collective labour agreements is tax deductible, the cost of individual 
supplementary health insurance is not tax deductible, but the medical expenses covered by 
insurance companies do qualify for the 19 per cent tax allowance even if they are paid or 
refunded by the insurer.

According to a Report on the Coordination of Public Finance of the Court of Accounts 
in the year 2015, the total public expenditure for health services was €112.408 billion and 
€34.887 billion of private cost. The private cost was paid by integrative insurance funds for 
only €4.476 billion and by private health insurance policies for €0.902 billion. The majority 
of private expenditure (87 per cent) was paid out of pocket by the population. 

iii Funding and payment for specific services 

Funding of the NHS is provided by general taxation. The services included in the LEA are 
provided by public or private health structures, and include NHS healthcare professionals 
being available free of charge to the whole population. For some services, such as drug 
prescriptions and diagnostic services, a small co-payment (called a ‘ticket’) is required of 
the taxpayer, but several categories are exempt from any co-payment. The exemption is 
granted to people on low incomes, people affected by serious diseases, unemployed people 
and minors. Decisions on the co-payment (i.e., its amount and the services on which it is 
due) pertain to each region and, indeed, the system is different in each region. According to 
the Court of Accounts in 2016, the payment of tickets cashed by all the regions amounted 
to €2.885 billion.

Wellness and dentistry services are not included in the LEA, except for in very serious 
cases. Health costs of any type (doctor’s fees, general costs, specialist’s fees, surgery costs, 
pharmaceutical costs, medical devices cost, tickets for co-payment, etc.) paid directly by the 
individual taxpayer qualify for a 19 per cent tax allowance once the threshold of €129.11 has 
been taken out. 

Spending on medicinal products has been subject to a number of measures in order 
to reduce costs, including the implementation of pharmaceutical budgets for regions, 
company’s budget for pharmaceutical companies, reductions in wholesale and pharmacy 
margins, and price cuts on generics based on reference pricing. The necessity of a new model 
of government of pharmaceutical expenses has often been discussed, but the implementation 
appears too complex.

According to ISTAT in 2015, the services paid by citizens personally (in total, 
approximately €35 billion) are allocated as follows: 39.1 per cent for medicinal products, 
25.3 per cent for dentistry services, 13.3 per cent for medical profession services, and less 
than 10 per cent for equipment and medical devices. 
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III PRIMARY / FAMILY MEDICINE, HOSPITALS AND SOCIAL CARE

In Italy, primary care is provided by the NHS through self-employed practitioners and 
paediatricians who are paid a yearly capitation fee by the NHS, based on the number of 
people on their list and on the number of additional services provided to their patients (such 
as home visits, vaccinations and small surgeries). One of the basic principle of the NHS is 
the freedom of the individuals to choose their family doctor, through whom they shall be 
receiving free of charge (or with limited co-payment) various kinds of assistance, such as 
visits at the doctor’s office, visits at home, drug prescriptions, diagnostic prescriptions and 
certificates. The citizen is free to select a professional of his or her choice from those who are 
part of the NHS. The same applies to paediatricians, who can be chosen with no charge to 
families for all children up to the age of 14. 

The payment levels, duties and responsibilities of the general practitioners belonging to 
the NHS are determined in a collective bargaining agreement signed by central government 
and the GPs’ trade unions. Incentives in the form of increase of fees are provided for GPs 
who do not work in a solo practice, but join a base group or network group with other 
practitioners and paediatricians in order to provide continued assistance and reduce recourse 
to emergency care at the public hospitals. 

The development of digital health is encouraged with the aim of rationalising resources 
of the NHS and achieving reduction of public expenditure.

The Regulation regarding Electronic Health Records (FSE) was issued by decree of 
the Prime Minister (DPCM No. 179 of 15 September 2015) at the end of quite a long 
process started in 2009 with the issuance of the Guidelines for the use of Electronic Health 
Records and Health Files by the Ministry of Health and by the Data Protection Authority. 
The Data Protection Authority clarified, inter alia, that patients should give their specific 
consent regarding health data separately from that requested for the purposes of medical 
treatment; additionally, they should be empowered to have certain clinical events and data 
‘blanked’ from the electronic record.

Law No. 98/2013 imposed on all regions the implementation of the FSE in their 
territory, within a deadline that has been postponed several times. The delay was a result 
of technical difficulties and absence of clear directives on the implementation of the new 
electronic system. 

In the 2017 Budget Law, new financial resources have been allocated for the creation 
of the national network for connection and interoperation of the FSE regionally. The first 
regions to implement the FSE were those with the more efficient health structures and 
organisation (Emilia Romagna, Lombardy, Tuscany and Sardinia). More recently, Lazio 
implemented the FSE from 1 March 2017. The minimum contents of the FSE, as provided 
in Decree 179/2015, are, in addition to the identification details of the patient and the 
consent or denial to organ donation: medical reports, emergency care reports, dismissal 
letters, a patient’s summary drafted and updated by the family doctor selected by the patient 
and a pharmaceutical dossier. Each region can add ‘integrative’ information on the FSE, such 
as prescriptions, reservations, medical records, vaccinations, diagnostic plan, participation to 
clinical trials, etc. A part of the FSE ‘personal note’ can be loaded directly by the patients with 
information regarding therapies and health services also provided in private structures. The 
FSE contains strict rules for the protection of data privacy regarding consent of the patients, 
information regarding data protection and the right to access the electronic records. 
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IV THE LICENSING OF HEALTHCARE PROVIDERS AND PROFESSIONALS

Licensing of healthcare providers and professionals is the responsibility of both the central 
government (Ministry of Health) and the local government (regions).

The competent directorate of the Ministry of Health is the Healthcare Professions 
and Human Resources of the NHS General Directorate, which is responsible, inter alia, 
for disciplining healthcare professionals, supervising professional rolls and orders, regulating 
the relationship between the NHS and universities in respect of personnel of the university 
hospitals.

On the other hand, the organisation of the healthcare services pertains to the regions, 
which are responsible for authorising private health structures to provide healthcare services 
in the relevant territory and to set the safety and technical requirements for the issuance of 
the authorisation. 

Institutional healthcare providers are licensed through a complex system, which includes 
authorisation, accreditation and agreements pursuant to Article 8 bis of the Legislative Decree 
No. 502/1992.

The system can be summarised as follows:
a the authorisation is the first step, required to start any new healthcare facility or to 

exercise medical practices; 
b the accreditation is the licence for structures providing healthcare services on behalf of 

the NHS; and
c the agreements are the contractual tools by virtue of which structures or professionals 

can provide healthcare services paid by the NHS. 

While authorisation is mandatory in order to carry out any activity, accreditation and 
agreements are on a voluntary basis.

i Healthcare professionals

The regulation of healthcare professionals has been revised by the introduction of new 
categories of professionals and the reorganisation of healthcare-related university degrees.

Healthcare professionals were originally regulated by Royal Decree No. 1265/1934 
(the Healthcare Act). The professionals were divided in three categories:
a the main healthcare professionals (physicians, veterinary, pharmacists and from 1985, 

dentists, as separate from physicians3);
b the ancillary healthcare professionals (nurses, obstetricians, health assistants); and

3 The dental profession was reformed in 1985 (Law 409/1985). In Italy, dentists must have a degree in 
medicine and surgery or in dentistry. They are the only professionals authorised to supply services for 
the prevention, diagnosis and treatment of diseases of the teeth, mouth, jaws and associated tissues. Law 
409/1985 regulates the health profession of ‘dentist’ and sets forth specific requirements for professional 
training. Currently the lawful exercise of dentist profession in Italy is permitted only to:

 • graduates in dentistry and dental prosthesis;
 •  graduates in medicine and surgery enrolled in the graduate programme prior to 28 January 1980, with 

or without specialisation in dentistry;
 •  graduates in medicine and surgery enrolled in the graduate programme after 28 January 1980, in 

possession of the diploma of specialisation in dentistry or admitted to dentistry in accordance with 
Legislative Decree No. 386/98.
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c the providers of auxiliary services to healthcare professionals (odonto-technicians, 
radiology technicians, opticians, etc.).

The three categories were radically amended in order to give birth to a new system introduced 
in the 1990s:4 today, the number of healthcare professions is up to 27, and in the future, it is 
expected to increase with the addition of two more professions (chiropractic and osteopath). 

While the number of healthcare professionals has grown, the years required to complete 
university courses has reduced: new three-year university courses have been introduced, and 
currently, the former six-year course is only required for the main healthcare professionals. 

The professional practice, after the enrolment, can be carried out throughout the 
national territory.

Appeal against enrolment in the relevant professional roll or register should be brought 
before the administrative courts.

Nonetheless, the practice of each one of the aforementioned professions is subject to 
the possession of the professional qualification, and sanctions are provided for offenders.

Unlicensed practise of a profession is a crime sanctioned by Section 348 of the Italian 
Criminal Code. The crime is applicable to any professional activity for which it is required 
a degree, licence and registration in the relevant professional roll. The applicable sanction is 
imprisonment up to six months or a fine from €103 to €516. Since the sanctions are very 
low and infringements are frequent, a bill of law addressed to increase applicable sanctions is 
pending before the Italian parliament, but an approval is not expected before the end of the 
legislature. 

V NEGLIGENCE LIABILITY

The phenomenon of medical malpractice in Italy during the past decades has increased 
significantly, causing an increase of the cost of medical insurance (both for public health 
structures and medical practitioners) and of ‘defensive medicine’, such as additional diagnostic 
tests and redundant therapeutic interventions as a defensive mechanism, resulting in higher 
costs for the NHS and for the medical professionals belonging to the NHS. 

In case of malpractice, Italian physicians may face both civil and criminal liability. They 
would respond for negligent personal injuries and negligent manslaughter in criminal court, 
and for damages caused to patients and their relatives in civil courts. 

Very recently, in order to face the increasing number of malpractice cases, the 
parliament approved Law 8.3.2017 No. 24 (the Gelli Law), introducing significant changes 
to the existing rules, with respect to both criminal and civil liability. 

Regarding the criminal liability for death (Article 589, Criminal Code) and bodily injuries 
(Section 590, Criminal Code) in healthcare, the Gelli Law introduced Section 590-sexies of 
the Italian Criminal Code, entitled ‘Liability in negligence for death or personal injury in a 
healthcare environment’. Under such new rule, the healthcare professional who treated the 
injured or dead patient can avoid liability if he or she can provide evidence that he or she 
complied with recognised and published scientific societies’ guidelines or good clinical care 
practices. The modifications of the criminal code with the introduction of the aforementioned 

4 The new professional figures were identified and implemented by several decrees issued by the Ministry of 
Health pursuant to Article 6 of Legislative Decree No. 502/1992.
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impunity is to be considered an important step to reduce the claims for medical malpractice, 
despite the fact that the criteria to identify the ‘recognised guidelines’ and ‘good clinical 
practices’ have still to be identified by the competent authorities. 

Regarding civil liability, the Gelli Law introduced a rule in favour of healthcare 
professionals employed by public healthcare structures recognising the civil liability for 
causing harm to patients as a non-contractual liability, which implies a shorter limitation 
period (five years instead of 10 years) and the burden of proof upon the patient harmed 
instead of the professional.

The Gelli Law has also introduced the mandatory obligation for private healthcare 
professionals (practising without employment relationship with a public or private healthcare 
structure) to take an insurance policy for professional liability. Furthermore, the law recognised 
the direct action of the damaged patient against the insurance company. 

Another important reform introduced by the Gelli Law is the mandatory attempt 
at conciliation imposed on the party willing to bring a claim for damages arising out of 
healthcare liability to file a request for mandatory conciliation. All parties, including the 
insurers, must attend to such conciliative proceedings, and failure is sanctioned with a fine 
and with costs liability. 

The most relevant cases regarding liability for damages to patients concern the claims 
brought in recent years by patients who underwent blood transfusion and contracted serious 
diseases (hepatitis and the HIV virus) through infected blood.

The Italian courts established the liability of the Ministry of Health for damages suffered 
by patients for not having fulfilled the duty of vigilance and control in the public interest. The 
claims were based on the special liability clause under Section 2050 of the Civil Code (tort 
liability for dangerous activity). The court decisions concerning such claims are numerous 
because an enormous number of patients was involved in the infections. In consideration of 
the significant number of patients affected, the parliament, with Law 210/92, introduced an 
indemnification mechanism in favour of the damaged parties. A subsequent decree law (DL 
No. 90/2014) set forth the amounts and funds for the settlement of the outstanding claims in 
the range of €100,000 per person (about 6,500 persons to be indemnified). A recent decision 
of the Court of Appeal of Rome (No. 2270/2017) in a civil litigation brought by hundreds 
of claimants rejected the appeal of the Ministry of Health and established the right of the 
patients to obtain, in addition to the indemnification, restoration of additional damages 
suffered.

VI OWNERSHIP OF HEALTHCARE BUSINESSES

Suppliers of healthcare services can be either public (i.e., hospitals directly managed by local 
health authorities) or private, such as hospitals and other healthcare facilities (accredited or 
otherwise). Pursuant to Article 38 of the Italian Constitution, private sector assistance may 
be freely provided.

However, in order to start an healthcare business such as nursing home, specialty 
outpatient clinic, dental practice, home care practice, medical practice or diagnostic structure, 
an authorisation issued by the region where the healthcare structure is located is required (see 
Section IV, supra). Requirements for issuance of authorisation are set forth in the applicable 
regional law and are generally focused on compliance with safety measures and satisfaction 
of technical requirements depending on the activity carried out by the healthcare structure. 
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Accreditation of the healthcare business to the NHS is a more complex process, and it is 
extremely difficult for newcomers to obtain accreditation. The accreditation system has been 
revised by Legislative Decree No. 502/1992 and by Law No. 191/2009, which imposed that 
the regions reorganise the accreditation programme. The system has been criticised by the 
Italian antitrust authority since 1999 (Note AS 175/1999), which outlined that the traditional 
organisation of the health service is in itself a major limit to the competitiveness of the sector. 
In fact, due to the great number of structures that have already been accredited, access to the 
accreditation system has become increasingly difficult for new private operators. In addition, 
the quality of the service is not going to improve as the local health authorities, which are 
in charge of the accreditation system, are providing the service themselves. The refusal of 
access to accreditation is usually submitted to judicial review by the Italian Administrative 
Court, which often rules in favour of newcomers, and against the region when the region did 
not complete the reorganisation determining the updated need in the relevant region (TAR 
Lazio, III quarter, 27 March 2015 No. 4703). 

Pharmacies have been traditionally subject to intense restrictions: under the previous 
Law (see Law No. 362/1991) pharmacies could be owned only by individuals or partnerships 
and up to a maximum of four pharmacies each. In the past few years, the Italian legislator has 
been trying to amend that law in order to remove the barriers to the entry of new operators 
and favour the development of competition. A first attempt was made in 2006, with the 
introduction of para-pharmacies and the liberalisation of the sale of over-the-counter 
drugs, formerly reserved to pharmacies only. Secondly, in 2012, the authorised number of 
pharmacies was increased ‘in order to facilitate access to pharmacy ownership by a wider 
range of applicants, who have legal requirements, and to facilitate procedures for the opening 
of new pharmacies, while ensuring a wider presence in the territory of pharmaceutical service’ 
(see the decisions of Cons. St. Nos. 270/2017 and 2851/2014). 

Finally, a new amendment, which is expected to eliminate the surviving restrictions, 
has recently been adopted.

According to the new Market and Competition Law approved by the Senate on 
2 August 2017, to increase the competition in pharmaceutical distribution, the former limit 
of four pharmacies, as well as the restriction on the ownership by companies, will be cancelled.

However, two new restrictions have been added: (1) incompatibility between the exercise 
of medical professions or any other activity in the field of promotion and manufacturing of 
medicinal products and the holding in a corporate entity owner of a pharmacy; and (2) the 
prohibition to control, directly or indirectly, more than 20 per cent of pharmacies located in 
the same region.

VII COMMISSIONING AND PROCUREMENT 

The procurement of goods and services by public healthcare structures is subject to Legislative 
Decree No. 50/2016 (the Public Procurement Code), which implemented Directives 
2014/23/EU, 2014/24/EU and 2014/25/EU. Whereas in the past the tenders were usually 
handled by the single contracting authority, nowadays they tend to gather in bigger contracting 
entities (at both regional and national level) in order to have more contractual power and 
obtain lower prices. The new Public Procurement Code allows contracting authorities to 
conduct independent tenders without using central contracting authorities for supplies with 
a value of less than €40,000.
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One of these entities is Consip SpA, a public company totally owned by the Ministry of 
Economy and Finance established in 1997 with the duty to implement a programme for the 
rationalisation of public procurement. To accomplish its task, Consip has put in place several 
activities over the years,5 culminating in the implementation of new public procurement 
procedures and in the use of computer technologies and innovative tools.

Under the Italian Procurement Code, not all the procurements are subject to a tender: 
the Code provides for specific thresholds, above which the contract is considered relevant 
and, therefore, subject to public tender;6 otherwise, the contracting entity can use simplified 
procurement procedures.

A significant number of disputes brought before the administrative courts every 
year indicates a malfunctioning system. In this regard, Anac, the national anti-corruption 
authority, pursuant to Article 36 of the new Public Procurement Code is in charge of issuing 
guidelines to support contracting entities in defining the detailed measures and improving 
the quality of procurement procedures.7 Furthermore, since 2016, Anac is acting as the body 
responsible for reviewing procedures and can issue new pre-litigation advices, in addition to 
the traditional judicial remedies, as an optional and ancillary non-judicial remedy.8

VIII MARKETING AND PROMOTION OF SERVICES

The issue of advertising by physicians and dentists has been the subject of debate and of several 
decisions after the entrance into force of Law Decree No. 223/2006 (the ‘Bersani Decree’), 
which, in compliance with the EU principle of free competition and free circulation of persons 
and services, abolished all the previous laws and regulations regarding the prohibition for 
professionals to carry out informative advertising regarding titles, professional specialisation, 
characteristics of the offered professional services, as well as price and cost of their services. 
According to Section 2.1 of the Bersani Decree, the limit to such advertising is that ‘it should 
be in accordance with transparency and truthfulness criteria whose compliance is verified 
by the Professional Order’. The position of the Professional Orders has been, in general, 
very strict, with the aim to limit as much as possible the freedom of advertising introduced 
by the Bersani Decree. The Code of Ethics of the Professional Association of Physicians 
and Dentists contained several restrictions to advertising, which have been considered in 
violation of the UE and domestic liberalisation rules and, therefore, sanctioned by the Italian 
Antitrust Authority. The sanction to the Professional Association has been appealed before 

5 Recently, Consip has concluded a contract worth €36 billion for the supply of needles and syringes, 
obtaining a discount of the 70 per cent of the original offer.

6 A public tender is mandatory in case the value of the contract is more than:
 a €5.225 million in case of contracts for public works; 
 b  €135,000 in case of contracts for the supply of good and services commissioned by the state (including 

Consip);
 c  €209,000 in case of contracts for the supply of good and services commissioned by non-state bodies; or
 d €750,000 in case of contracts for the supply of social and care services.
7 The Guidelines are available at the link: www.anticorruzione.it/portal/public/classic/AttivitaAutorita/

ContrattiPubblici/LineeGuida.
8 About the new quasi-judicial role assigned to ANAC in 2016 see F. Aperio Bella, Il nuovo parere 

precontenzioso vincolante ANAC: la tutela giustiziale nei confronti della pubblica amministrazione tra 
procedimento e processo, in www.rivistaaic.it, 4/2016.
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the administrative courts: the dispute ended in January 2016 with the annulment of the 
sanction by the Council of State (Judgment 167/2016), but the decision was based on the 
elapse of the time bar period, not on the merits.

In general, the decisions of the Civil and Administrative Courts regarding disciplinary 
sanctions applied by the Professional Order to physicians and dentists for allegedly unlawful 
advertising are in favour of the professionals confirming the liberalisation. The Supreme 
Court in 2014 (No. 870 of 17 January 2014), with respect to advertising of a dentist, stated 
that the position of the disciplinary commission of the relevant professional order was not 
correctly grounded: the sanction can be applied only when the advertising is not transparent 
or untrue. 

IX FUTURE OUTLOOK AND NEW OPPORTUNITIES 

What is expected to take place in the future is a review of the payback system introduced in 
2013 to control the expense of medicinal products utilised by the hospital structures. The 
complexity of the rules for calculation of company’s budget and amount of over-expenditure 
generated several litigations before the administrative courts, and the government still has to 
recover about €900 million of excess budget.

Developments are expected also from new collaboration between the Italian Drug 
Agency (AIFA) and the Italian Antitrust Authority (AGCM). Such collaboration was set forth 
in an agreement executed on 19 January 2017, pursuant to which, inter alia, the two public 
bodies shall cooperate by exchanging information in case of violation of rules concerning 
negotiation of prices of medicinal products, counterfeit medicines and illegal distance sale 
of medicines. The aim is to avoid possible conflicts between the positions of the AIFA and 
AGCM as occurred in 2014 for the Avastin–Lucentis case, and in 2016 for the price increase 
of an old oncological medicine owned by the company Aspen. 

Furthermore, an increase of recourse to private health insurance is expected and 
legislation addressed to incentivise such insurance coverage is likely to be issued. Recourse 
to private insurance for prevention, diagnosis and programmed hospitalisation could 
significantly reduce the public healthcare costs.

X CONCLUSIONS

The Italian NHS is considered one of the most efficient health systems in the world because 
Italy’s population has the third-longest life expectancy (a few months less than Sweden and 
Japan), despite the fact that its cost over the GDP is generally lower than UK, France and 
Germany. In 2012, according to Istat data, Italy’s public health expense was 7 per cent of 
GDP, while Germany spent 8.5 per cent, France spent 8.7 per cent and the UK spent 7.9 per 
cent. However, the economic crisis caused the concern that the cost of the NHS could 
no longer be afforded by future generations, and starting in 2012 with the Mario Monti 
Cabinet, a number of measures to reduce the cost of healthcare have been introduced. In 
2016, the total cost of healthcare in Italy was €149.5 billion, equivalent to 8.5 per cent of 
GDP, of which, 54.9 per cent was used for hospitalisation and rehabilitation, 20.8 per cent 
for pharmaceutical products and 22.4 per cent for outpatient assistance. Throughout the past 
few years, reduction measures have been directed to cut the costs of healthcare personnel 
and medicinal products. The cost cuts regarding personnel were obtained by stopping 
turnover, thus, the number of healthcare professionals was also cut in emergency and urgent 
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care structures, with consequent burnout of personnel. This will not be without effect on 
efficiency and quality of the hospital system, and it is likely to increase malpractice claims. 
In respect to cuts affecting the expense of medicinal products, the industry is pressing for a 
reform of payback based on a company’s budget; for innovative and orphan drugs, specific 
measures, such as dedicated funds, have recently been introduced in order not to deprive 
patients of new medicinal products, such as hepatitis C drugs. The aim is to change the 
governance of public health expense by taking into account any innovation that could lead to 
cost reduction, for example, in terms of reduced hospitalisation of patients.

Finally, it is important to point out that despite the crisis, manufacturing of medicinal 
products is a sector that is expected to continue to grow: in the past years, industry reached 
important results with investments by national and international companies. Attention to 
the pharma sector has also been proven by the significant efforts addressed by the central 
and local government and by the industry to support Milan as candidate town to host the 
European Medicines Agency after Brexit. 
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