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Abstract: Civil liability represents one of the main responsibilities for healthcare facilities; it is the
legal responsibility of paying money for damage to a person’s health. Even though this responsibility
plays a key role in the economic sustainability of healthcare facilities, the literature does not enough
investigate this responsibility in regional health services. The paper aims to define the evolution
of compensation models for health civil liability adopted by regional health services. Through a
longitudinal case study, the paper investigates the compensation model by a leading regional health
service. The finding highlights the evolution of the compensation model for health civil liability
adopted by a leading Regional Health Service from 1990 to 2021. It describes a transition from an
insurance model to a mixed model based on self-coverage up to a set economic level, an insurance
policy with self-insurance retention and deductible for all claims. The research contributes to the
literature and practice throughout the definition of a compensation model for damages based on self-
insurance of regional health service and insurance policies. The research promotes a compensation
model used by a leading regional health service.

Keywords: civil liability; patient safety; healthcare facilities; self-retention; insurance; national health
service; regional health service; piedmont region

1. Introduction

Civil liability is the responsibility of the company for the damages involuntarily caused
by the company’s activities and personnel in any capacity operating at the same structures.
For instance, a healthcare facility undertakes to pay the damages caused to third parties for
death, personal injury and property damage, as a result of medical harm occurring during
its healthcare activities; a healthcare facility pays the damages if the recommendations
were not respected [1–3]. The Institute for Healthcare Improvement defined medical harm
as: “unintended physical injury resulting from or contributed to by medical care (including
the absence of indicated medical treatment), that requires additional monitoring, treatment,
or hospitalization, or that results in death” [4]. To avoid medical harm, healthcare facilities
pay attention to patient safety [1–3], discipline emerged with the evolving complexity in
healthcare systems and the resulting rise of patient harm in healthcare facilities [1–3].

The levels of avoidable harm in healthcare around the world remain unacceptably
high [2], although the great attention on patient safety given by healthcare facilities. As
highlighted by the World Health Organization recently [5], adverse events are one of the
main reasons for disability and death in the world [6]. Slawomirski et al. demonstrated
that 1 in 10 patients is harmed while receiving hospital care in industrialized countries [7].
Globally, as many as 4 in every 10 patients are harmed in primary and outpatient health-
care [5].
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Despite the healthcare facilities are increasing the adoption of patient safety systems,
15 percent of total hospital activity and expenditure is still a direct result of adverse events in
the OECD countries [7]. The healthcare systems have human and economic costs avoidable
or preventable [2], beyond 80 percent of harm is preventable [8]. For instance, 50 percent
of adverse events being preventable [9]. An example of prevention is engaging patients,
which can reduce the harm by up to 15 percentage [8]. Most errors are related to diagnosis,
prescription and the use of medicines [9].

Even though a strong investment in reducing patient harm can lead to significant
financial savings [7], the risk is not disposable [3]. To cover this disposable risk, civil
liability represents one of the main guarantees for patients; it gives to patients the right to
compensation for damage due to medical errors, but the increase of compensation claims
hard testing the economic sustainability of healthcare services [10]. Notwithstanding that
it plays a key role in economic sustainability, literature does not enough investigate the
civil responsibility in healthcare facilities [1,11,12]. The great challenge is the definition of
an effective compensation model for health civil liability to limit the financial damage and
guarantee the compensation of damages to patients [1]. This challenge is greater in regional
health services because they have difficulty in taking out adequate insurance policies for
the high premiums and deductibles applied by insurance companies [13].

To answer this challenge, the paper aims to define the evolution of the compensation
model for health civil liability adopted by regional health services. It answers the following
research questions:

How is the compensation model for health civil liability evolving in a leading regional
health service?

To answer this research question, the authors carried out the research process synthe-
sized in Figure 1. Firstly, it highlights the research background; it is focused on gaps of
literature and practice. Secondly, it underlines the research question. Thirdly, it identifies
the methodology approach adopted for maximizing the research validity. Fourthly, it
describes the evolution of the compensation model used for damage applied in a leading
regional health service. The result describes the compensation models for health civil
liability adopted by Piedmont Health Service; it highlights a transition from an insurance
model to a mixed model.
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The next sections describe the research background with a specific focus on different
models of compensation for damages applied in regional health services and the method
adopted for the study. The finding section introduces the compensation model for civil
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liability adopted by Piedmont Health Service. The conclusion section summarizes the
contributions, limitations and future opportunities.

2. Research Background

The patient safety discipline aims to prevent and reduce risks, errors and harm that
occur to patients during healthcare; it is based on continuous improvement based on
learning from errors and adverse events [5]. It includes a set of activities that creates
cultures, processes, procedures, behaviors, technologies and environments in healthcare
that consistently and sustainably lower risks, reduce the occurrence of an adverse event,
avoidable harm, make error less likely and reduce its impact when it does occur [3],
Brennan et al. defined adverse event as “injuries caused by medical management, and of
the subgroup of such injuries that resulted from negligent or substandard care” [13], whilst
Jacobs “an adverse event is a complication that is associated with a healthcare intervention
and is associated with suboptimal outcome” [14]. Adverse events can be preventable
or non-preventable [15]. An adverse event attributable to error is a preventable adverse
event [13].

To contain the errors, healthcare organizations have introduced processes to manage
clinical risk and guarantee patient safety [3,16]; these processes aim to analyze and prevent
risks, also through the involvement of health personnel [11,17]. Some techniques applied
are Incident Reporting, Sentinel Events, Root Cause Analysis, Failure Mode and Effect
Analysis and Cartorisk. Incident Reporting is a system through which the operators report
an adverse event to the risk manager, i.e., an event that has deviated from what was
expected, through the use of anonymous cards [18,19]. Sentinel Events technique consists
of reporting a particularly dangerous event that can have important consequences on the
patient, but which can be avoided [20]. Root Cause Analysis recognizes the factors that lead
to an adverse event causing weak performance [21,22]. Failure Mode and Effect Analysis
identifies and eliminates the causes of an error before it occurs and it is a widely used
method in healthcare as it allows to have high reliability of the values analyzed even in
large organizational contexts [23–25]. Cartorisk analyzes the main clinical processes for the
healthcare services aimed at identifying and assessing risks in advance [1,11].

Despite the adoption of these techniques, the risk is not disposable [2]. Risk is defined
as a potential condition or event, intrinsic or extrinsic to the process, which can change
the expected outcome of the process [26]. It is measured as the product between the
probability of a specific event occurring and the severity of the resulting damage; the
ability of the human factor to identify in advance and contain the consequences of the
potentially harmful event limits the risk [27]. In the healthcare sector, clinical risk is the
probability that an individual is the victim of an adverse event, that is, suffers damage
or discomfort attributable, even if involuntarily, to medical care provided during the
hospitalization, which causes an extension of the hospitalization, worsening of health
conditions or death [27,28].

To cover the damages caused to patients, healthcare facilities must adopt an efficient
model of compensation. The adoption of an efficient model plays a key role in the economic
sustainability of healthcare facilities; optimal civil liability management also represents a
guarantee for patients who have suffered the damage, ensuring compensation even if the
healthcare facilities that caused it does not have sufficient assets on which to claim [10].
The compensation models adopted by healthcare facilities for damage concerning their
activities are three: insurance, direct and mixed [29].

The insurance model includes the stipulation of an insurance policy to cover the
health civil liability in which there is insurance coverage without or with a minimal
deductible. The direct model, called self-retention or self-insurance, does not include any
insurance policy and the entire risk is in charge of the health authority; it is recognized as
an investment, but it does not reduce the probability and severity of a financial loss. The
mixed model is a set of the two models described above in which there is an insurance
policy for the coverage of civil liability with a deductible and/or Self-Insurance Retention—
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SIR, i.e., the amount established for each claim that the insured person covers with his
resources [30].

To highlight the models adopted by the OECD country that has best contained the
increase of healthcare spending in the last 10 years, i.e., Italy (https://stats.oecd.org/ access
on 10 August 2021), the paper illustrates the application of three compensation models for
damages adopted by the Italian Regions (see Table 1) (https://www.agenas.gov.it/ access
on 10 August 2021):

â insurance model = insurance companies cover the risk and any damage
â direct model = health authorities self-cover the risk and any damage
â mixed-model = a mix of the two models described above.

Table 1. The models of compensation for damages.

Region Insurance
Model

Direct
Model

Mixed
Model

Abruzzo X X
Basilicata X
Calabria X
Campagna X X
Emilia Romagna X
Friuli Venezia Giulia X
Lazio X X X
Liguria X
Lombardy X
Marche X X
Molise X
Piedmont X
Puglia X X X
Sardinia X X X
Sicily X
Tuscany X
Umbria X
Valle d’Aosta X
Veneto X

The Italian Regions have applied different compensation models for civil liability [29].
To know the model choice of a leading regional health service, the paper highlights a longi-
tudinal case study on Piedmont Health Service as considerate the best regions according to
a quality and efficiency index.

3. Method

The paper adopted a longitudinal case study methodology; it is an empirical inves-
tigation for a better understanding of a real problem [31]. This methodology has been
adopted in numerous research to favor the exploration of complex situations allowing
the researchers to describe a phenomenon within its context [32,33]. It is based on several
observations of the phenomenon over a period [31]. The research was developed through
three different stages: case study selection, data collection, data analysis.

Case study selection. To select a leading regional health service, the research adopted
the index suggested by the Italian Ministry of Health, i.e., Index Quality and Efficiency
(IQE). This index includes the evaluation of 19 parameters:

1. Score of the Essential Levels of Assistance Grid
2. % incidence of surplus/deficit on ordinary operations
3. Average pre-operative hospital days
4. % of operations for fracture of the femur operated within two days
5. % discharged from surgical wards with medical Diagnosis Related Groups (DRGs)
6. % of hospitalizations with surgical DRGs out of total hospitalizations
7. % of ordinary hospitalizations with DRGs at high risk of inappropriateness

https://stats.oecd.org/
https://www.agenas.gov.it/
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8. % of diagnostic daytime hospitalizations out of total daytime hospitalizations with
medical DRGs

9. % of medical cases with hospitalization beyond the threshold for patients with
age ≥ 65 years out of the total medical hospitalizations with agee ≥ 65 years

10. Deviation from the standard envisaged for the incidence of expenditure for collective
assistance on the total expenditure (5%)

11. Deviation from the expected standard for the incidence of district assistance expendi-
ture on the total expenditure (51%)

12. Deviation from the expected standard for the incidence of hospital care expenditure
on the total expenditure (44%)

13. Expenditure per capita for basic healthcare
14. Expenditure per capita for drugs
15. Average cost of hospitalization for acute cases in ordinary hospitalization
16. Average cost for post-acute hospitalization
17. Expenditure for clinical activity
18. Expenditure for laboratory
19. Expenditure for diagnostics.

According to the IQE, the research investigates the model applied by the Piedmont
Region—Italy. It has been selected due to it is recognized as the first in the ranking among
the benchmark Regions for National Health Service—Deliberation of Italian State-Regions
Conference No. 21/2019. The ranking is drawn up by the Commission of the Italian
Ministry of Health, in charge of evaluating the best regional performances and selecting the
benchmark Regions to determine the distribution of the national health fund. The Piedmont
Health Service has an IQE of 10, which was the highest among the Italian Regions.

Data collection. This stage allows researchers to systematically collect data on research
objects and on the settings in which they occur [31]. Data was collected through the study of
legislation and official documents, semi-structured interviews and direct observation [31].
This data was collected by four researchers in specific Excel sheets from January 2020 to
December 2020.

Firstly, the researchers collected data on (a) National and Regional regulations, (b) Pied-
mont Region—Population (inhabitants, province, land area, density) and Piedmont Heath
Service (healthcare expenditure, employees, local health authorities, university hospitals
authorities, hospitals, healthcare beds), and (c) compensation model for health civil liability.
The information was collected from the following websites.

3 https://www.gazzettaufficiale.it/ *
3 https://www.regione.piemonte.it/ *
3 https://www.salute.gov.it/ *
3 https://www.salutepiemonte.it/ *
3 https://www.agenas.gov.it/ *
3 https://www.nuovistrumenti.it *

* Access on 10 August 2021
Secondly, the researchers interviewed 6 risk and administrative managers of important

regional healthcare facilities and 3 risk managers of insurance companies to confirm or
integrate the document collection. Thirdly, the researchers observed the main managerial
practices adopted by the Regional Health Service. The documents collected aimed to
understand the maximum and deductible for claim, maximum for claims per year, paying
entity and management entity.

Data analysis. After data collection, the researchers were analyzed through the within-
case study and the cross-case study [31].

The within-case study is an in-depth exploration of a unique case as a single entity [34].
Through this analysis the researchers analyzed:

â The main National and Regional Rules to identify the main regulations of the Italian
National Health Service and Piedmont Health Service

https://www.gazzettaufficiale.it/
https://www.regione.piemonte.it/
https://www.salute.gov.it/
https://www.salutepiemonte.it/
https://www.agenas.gov.it/
https://www.nuovistrumenti.it
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â The main information on Piedmont Region to identify the main characteristics of
Piedmont Health Service

â The main evolution steps of the compensation model for health civil liability.

The cross-case study analyses similarities and differences across the compensation
model adopted by Piedmont Health Service [35]. Through this analysis the researchers
analyzed the different models according to the items suggested by the regulations of
Piedmont Health Service:

â Maximum amount and deductible for a single claim
â Maximum amount for total claims per year
â Paying Entity
â Management entity of claims
â Special regional fund.

Data triangulation was achieved by using multiple sources of information [31,36,37].
Multiple resources supported the researchers to crosscheck data and verify the validity
of the data obtained. Through case study methodology, the researchers used multiple
pieces of evidence to improve the context understanding and, consequently, the research
contribution [31].

4. Results

The within-case study analyses the regulations (Table 2), the main information on
Piedmont Health Service (Table 3) and the evolution steps of the compensation model for
health civil liability adopted by the Piedmont Health Service (Table 4).

Table 2. Main regulations on National Health Service and Piedmont Heath Service.

Main Regulations Description

Art. 32 of 1948 Constitution Protect health as a right of the individual and a
collective interest

Law No. 833 of 1978 Establish the National Health Service and guaranteed health
protection

Law No. 421 of 1992 Reorganize the National Health Service by corporatization

Leg. Decree No. 229 of 1999 Define the criteria of appropriateness, economy and scientific
evidence in the choices of resources

DPCM No. 29 of 2001 Define the Essential Levels of Assistance
Regional Law No. 9 of 2004 Introduce the Special Regional Found for claim settlement

Min. Decree of 2009 Establish Information System for Monitoring Errors in
National Health Service

Law No. 15 of 2009 Introduce a performance measurement system to improve the
productivity of public employees

Leg. Decree No. 158 of 2012 Introduce the monitoring of health risks to prevent litigation
and reduce insurance charges

Min. Decree No. 70 of 2015 Define the qualitative, structural, technological and
quantitative standards relating to health care

Stability Law 2016 Introduce the clinical risk management in the National
Health Service

Law No. 24 of 2017 Introduce the patient safety, the assisted person and the
responsibility of healthcare operators

Since 1978, the Italian National Health Service, subdivided into Regional Services, pro-
vides healthcare to those who need it without social, individual and economic differences,
guaranteeing everyone the same treatment (principles of universality, equality and equity).
In the last two decades, the National Health Service has had fewer financial resources,
although it provides the same performance in terms of quality and safety. Due to poor
financial resources, the Italian legislature has promoted initiatives to improve the efficiency
of healthcare services. Two of the main initiatives are the Balduzzi Law No. 158/2012 and
the Gelli-Bianco Law No. 24/2017. The Balduzzi Law 2012 introduced the responsibility
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of healthcare operators through two articles: art. 3 and art. 3-bis. The Gelli-Bianco Law
2017 regulated the safety of care and the assisted person; it also introduced compulsory
insurance up for the public or private health or social-healthcare facilities, to cover third
parties for damages (art. 10); however, this article still lacks implementing decrees. Article
7 of the Gelli-Bianco Law specifically regulates the civil liability of public and private
healthcare facilities as well as of the sanitary operators. Furthermore, the legislator has
introduced the insurance obligation also for doctors, as a consequence of the growth in
requests for compensation for damages advanced by patients against doctors for the past
decades [1].

Table 3. Main information on Population, and Piedmont Health Service.

Piedmont Population 2021 Data Population

Total 4.3 million
Province No. 8 *
Land area 25,400 km2

Density 168/km2

Regional Healthcare Service Data regional Healthcare Service

Turnover €8.5 billion approximately
Healthcare expenditure €2000 per capita
Employees 55,000 approximately
Local Health Authorities No. 12
University Hospitals No. 3
Hospitals Authorities No. 48
Healthcare beds No. 11.472

* Alessandria, Asti, Biella, Cuneo, Novara, Turin, Verbania-Cusio-Ossola and Vercelli.

Table 4. The main steps of the mixed model development.

Period Steps of the Mixed Model Development

1990–2004 Piedmont Health Service adopted an insurance model

1990–2004 Patients increased the compensation claims and the insurance companies
paid more settlements

1990–2004 Insurance companies increased premiums and reduced guarantees

2000–2002 Piedmont installed defective heart valves; this event caused an increase in
compensation claims

2005–today Piedmont adopted a mixed model; it included the creation of a Special
regional fund

2005–today Special regional fund increased steadily
2009–2015 Calls of patients damaged for judgment had increased steadily
2010–2019 Piedmont Health Service increased the number of claims managed

The main features of the Piedmont Region are illustrated in Table 3. Piedmont Region
holds 4.3 million inhabitants on 25,400 square kilometers. Piedmont Health Service has
a turnover of €8.5 billion approximately, €2000 healthcare expenditure per capita, 55,000
employees, 12 Local Health Authorities and 11.472 healthcare beds. The regional health
service of the Piedmont Region includes excellent healthcare facilities such as the University
Hospital City of Health and Science of Turin. It is the largest healthcare center at the national
and European level and has excelled in many disciplines such as Oncology, Pediatrics,
Orthopedics, Gynecology, etc. (https://www.cittadellasalute.to.it/ access 15 July 2021).
This healthcare center includes: (i) Molinette: the third largest hospital in Italy and the
first in the complexity of care; (ii) Sant’Anna: hospital specialized in the treatment of
female gender’s diseases; (iii) Regina Margherita: a qualified unit in the treatment of
infants’ diseases and (iv) Orthopedic Trauma Center: regional trauma center, severe burns,
neurosurgery, neurorehabilitation.

Below, the paper analyses the main evolution steps of the compensation model
adopted by Piedmont Region Service.

https://www.cittadellasalute.to.it/
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Until the 1990s, insurance companies managed the claims of the Piedmont Health
Service through the signing of an insurance policy. The compensation claims were limited
which allowed Piedmont Health Service to pay a minimum insurance premium.

In the second half of the 1990s, compensation claims have grown; furthermore, the
judgment of the Courts has changed with sentences in favor of patients. This situation
had seen insurance companies increase the compensation and, consequently, increase
the premiums and decrease the guarantees to recover the costs. Due to situation, the
Regional Health Service adopted self-claim management because the premiums became
economically unsustainable for the Regional Health Authority.

In the early 2000s, a great event changed the management of civil liability in the
Piedmont Region, i.e., defective heart valves were installed. There were many claims for
damages for this accident and the insurance company paid great compensation.

After that, the Piedmont Region had difficulty stipulating insurance agreements for
high premiums; accordingly, the Piedmont Region adopted a mixed model from 2005,
considered the most suitable among the three models. The main actors of the mixed model
are the Regional Health Authorities and the insurance companies. The adoption of the
mixed model was dictated by the need to limit the expense for compensation damages.
Piedmont Health Service has applied different typologies of mixed models during the time
according to specific items (see Table 4).

It is useful to underline that all mixed models adapted are developed on different
items. One of the most items is the Special regional fund established by Regional Law
No. 9/2004 (art. 21); it aims to pay the claims of the Regional Health Authorities for an
amount between the minimum deductible and the maximum amount established at the
signing of the insurance contract. All Health Authorities of the Piedmont Health Service
finance the Special regional fund through a subdivision based on two criteria established
by Deliberation of Piedmont Region Deliberazion No. 68/2019:

1. Average previous claims of the Health Authorities calculated on a 10-year of the
claims paid (weight 80%).

2. Dimension healthcare facilities calculated based on the total salaries of healthcare
personnel (weight 20%).

The calls of patients damaged for judgment had increased steadily from 2010 to today;
it has led to the Piedmont Health Service to manage more compensation claims [38].

The main evolution steps of the compensation model for health civil liability are
highlighted in Table 4. The cross-case study analyses similarities and differences across
the mixed model adopted by Piedmont Health Service. Before analyzing similarities and
differences, Table 5 represents the mixed model from 2005 to 2021.

As highlighted in Figure 2, the maximum amount for a single claim moved from
€15 million (2005–2018) to €20 million (2019–2021). The first mixed model was based on
4 guarantees, i.e., Special regional found (Piedmont Health Service), and Primary Policy,
Working Layer Policy and Excess Layer Policy (3 insurance companies). In the first model,
the special regional found covered €500,000 with deductible of €1.500, Primary Policy Up to
€500,000 only if Special regional fund is exhausted, Working Layer Policy covered 5 million
with deductible of €500,000, and Excess Layer Policy covered 15 million with deductible
of €5 million. The last mixed model adopted for 2019–2021 is based on 2 guarantees, i.e.,
Special regional found (Piedmont Health Service), and Primary Policy (insurance company).
It introduces the SIR of 39% up from €395,000 to €500,000.
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Table 5. Mixed models adopted by the Piedmont Health Service from 2005 to 2021.

Period Max for Claim—Deductible for Claim Max Claims/Year Paying Entity Management Entity

2005–2007 Up to €1500 Unlimited Health Authority Health Authority

Up to €500,000—deductible €1500 €15 million * Piedmont Health Service Loss Adjuster

Up to €500,000—deductible €1500
if Special regional fund is exhausted

€15 million Insurance Company by
Policy, namely Primary Policy

Insurance Company

Up to €5 million—deductible €500,000
only for claims > € 500,000

€25 million Insurance Company by Policy,
namely Working Layer Policy

Insurance Company

Up to €15 million—deductible €5 million
only for catastrophic damage

€20 million Insurance Company by Policy,
namely Excess Layer Policy

Insurance Company

2008–2010 Up to €1500 Unlimited Health Authority Health Authority

Up to €500,000—deductible €1500 €20 million * Piedmont Health Service Loss Adjuster
Claim Committee

Up to €500,000—deductible €1500
if Special regional fund is exhausted

€25 million Insurance Company by
Policy, namely Primary Policy

Insurance Company

Up to €5 million—deductible €500,000
only for claims > €500,000

€25 million Insurance Company by Policy,
namely Working Layer Policy

Insurance Company

Up to €15 million—deductible €5 million only for
catastrophic damage

€25 million Insurance Company by Policy,
namely Excess Layer Policy

Insurance Company

2011–2013 Up to €5000 Unlimited Health Authority Health Authority

Up to €1 million—deductible €5000
for childbirth and sentinel events claims
Up to €500,000—deductible €5000
for different claims

€26 million * Piedmont Health Service Loss Adjuster
Claim Committee

Up to €5 million—deductible €1 million
for childbirth and sentinel events claims
Up to €5 million—deductible €500,000
for different claims

€30 million Insurance Company by
Policy, namely Primary Policy

Insurance Company

Up to €15 million—deductible €5 million only for
catastrophic damage

€25 million Insurance Company by Policy,
namely Excess Layer Policy

Insurance Company

2014–2016 Up to €5000 Unlimited Health Authority Health Authority

Up to €1 million—deductible €5000
for childbirth and sentinel events claims
Up to €500,000—deductible €5000
for different claims

€26 million * Piedmont Health Service Loss Adjuster
until 30 June 2016

Up to €5 million—deductible €1 million for
childbirth and sentinel events claimUp to €5
million—deductible €500,000 €
for different claims

€30 million Insurance Company by
Policy, namely Primary Policy

Insurance Company

Up to €15 million—deductible €5 million
only for catastrophic damage

€25 million Insurance Company by Policy,
namely Excess Layer Policy

Insurance Company

2017–2018 Up to €5000 Unlimited Health Authority Health Authority

Up to €1 million—deductible €5000
for childbirth and sentinel events claims
Up to €650,000—deductible €5000
for death claimsUp to €500,000—deductible €5000
for difference claims

€26 million * Piedmont Health Service Claim Committee
Insurance Company

Up to €5 million—deductible €1 million
for childbirth and sentinel events claims
Up to €5 million—deductible €650,000
for death claims
Up to €5 million—deductible €500,000
for difference claims

€30 million Insurance Company by
Policy, namely Primary Policy

Claim Committee
Insurance Company
Health Authority

€15 million deductible €5 million
only for catastrophic damage

€25 million Insurance Company by Policy,
namely Excess Layer Policy

Insurance Company

2019–2021 Up to €5000 Unlimited Health Authority Health Authority

Up to €395,000 deductible €5000 and
SIR of 39% up to €500,000

€27 million * Piedmont Health Service Claim Committee
Insurance Company

Up to €20 million—deductible SIR of 39% up to
€500,000

€61 million Insurance Company by
Policy, namely Primary Policy

Claim Committee
Insurance Company
Health Authority

* Special regional fund.
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As highlighted in Figure 3, the maximum amount for annual claim moved from
€75 million to €88 million. It describes a stable amount, however, what changes are the
division of risks between the various insurance companies; the risk moves from three
insurance companies to an insurance company.
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Firstly, the last mixed model adopted from 2019 to 2021 presents a new formula; it
includes the SIR. This formula is based on an amount for all claims of € 395,000 with a SIR
of 39% paid by the Special regional fund. The introduction of a SIR allows the charge of an
amount established in a health civil liability insurance policy that is paid by the insured
immediately. Under a health civil liability policy written with self-insurance retention,
the regional health service, rather than the insurance company, pay defense and/or ex-
penditure associated with a claim until the self-insurance retention limit was reached. In
contrast, under a policy written with a deductible provision, the insurer would pay the
costs associated with a claim on the insured’s behalf and then seek reimbursement of the
deductible payment from the insured. In opposite, under a policy written with deductible,
the regional health service pays the costs associated with a claim on the insured’s behalf
and consequently asks for a refund from the insurance company.

Secondly, the amount of the Special regional fund has had a steady increase in almost
all renewals from €15 million (2005–2007) to reach €27 million (2019–2021). The most reason
for the increase of the Special regional fund is the increasing number of claims in charge
of the Regional Health Service, also as a response to the introduction of Balduzzi Law
and Gelli-Bianco Law. The increase of Special regional fund commits important economic
resources. On the one hand, it stops the financial resources of the National Health Service
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in the historical period of poor resources; on the other hand, it decreases the insurance
premium while maintaining high guarantees.

In light of the above analysis, the research describes a trend toward claim management
of catastrophic damage where the support of insurance companies goes in two directions.
First of all, claim management needs great technical competencies, e.g., legal, economic,
insurance. Health facilities rarely dispose of this skill, knowledge and abilities. In this case,
insurance companies assist claim management through technical support. Secondly, this
model gives economic safety capable of promoting the sustainability of the health service
and the warranty to patients of compensation for damage due to medical errors.

5. Conclusions

The paper investigated the compensation model for damages concerning a leading
regional health service. Through a longitudinal case study, it highlighted the evolution of
the model adopted by a leading Regional Health Service, i.e., Piedmont Region. It describes
a national context, i.e., Italy, where the Regional Health Authorities have difficulty in
taking out insurance policies for the high premiums and deductibles applied by insurance
companies because they have to pay high compensation to injured third parties [29]; the
Italian Regions face this problem by adopting a heterogeneous behavior dictated by the
search to find the best formula.

The findings of this paper highlight the evolution of compensation models for health
civil liability applied to the Piedmont Region. It shows a transition from an insurance model
(1990–2004) to a mixed model (2005–2021). This transition was decided as a consequence
of events such as accidents and standards. The novelty of the findings consists of the
description of a mixed model based on an insurance policy with a fixed deductible for all
claims, self-retention coverage up to a set economic level, and a percentage of self-retention
for Regional Health Authorities with insurance coverage part of the compensation.

The paper contributes to the literature and practices through the definition of a
compensation model for damages that promotes the economic sustainability of regional
health services ensuring compensation to patient even if the healthcare facilities that
caused it does not have sufficient assets on which to claim. Furthermore, it highlights the
strategies of a leading Regional Health Authority to reduce the compensation for damage
and guarantee the performance of the healthcare services.

The research implications give, on the one hand, the chance for scholars to analyze
the model adopted by this Regional Health Service to improve and/or compare it with
other regional systems; on the other hand, the implications give the chance to operators
in the healthcare sector, such as managers, consultants, professionals, to know the model
adopted by a leading regional health service.

The main limitation of this research is the study of a unique regional health service.
This limitation made it possible to deepen the single case study in detail and provide a
better contribution.

Future opportunities concern the possibility to improve and compare the results
obtained with other regional authorities. This paper can represent a first working paper on
this topic, however, this research area needs new research useful for improving the literature
and practice to define the best formula for the compensation model for civil liability.

Author Contributions: Conceptualization, E.S.; methodology, E.S.; formal analysis, E.S.; writing—
review and editing, E.S. and A.R.; supervision, S.A.C., F.R., A.S. (Alessandro Stiari), E.M. and A.S.
(Alberto Sardi) All authors have read and agreed to the published version of the manuscript.

Funding: This research received no external funding.

Institutional Review Board Statement: Not applicable.

Informed Consent Statement: Not applicable.

Acknowledgments: We would thank the risk and administrative managers of Piedmont Health
Service and insurance companies.



Int. J. Environ. Res. Public Health 2021, 18, 9954 12 of 13

Conflicts of Interest: The authors declare no conflict of interest.

References
1. Sardi, A.; Sorano, E.; Guerrieri, A.; Fiandra, U. Improvement of health performance through clinical risk management: The

maternal and child pathway. Meas. Bus. Excell. 2020. [CrossRef]
2. Donaldson, L.; Ricciardi, W.; Sheridan, S.; Tartaglia, R. Textbook of Patient Safety and Clinical Risk Management; Springer Nature:

Cham, Switzerland, 2021; ISBN 9783030594039.
3. Khon, L.; Corrigan, J.; Donaldson, M. To Err is Human: Building a Safer Health System; National Academies Press (US): Washington,

DC, USA, 2000; ISBN 9780309068376.
4. The Institute for Healthcare Improvement Launches National Campaign to Reduce Medical Harm in U.S. Available online: http:

//http://www.ihi.org/about/news/Documents/IHIPressRelease_IHILaunchesCampaigntoReduceHarm_Dec06.pdf (accessed
on 10 August 2021).

5. Patient Safety: Global Action on Patient Safety: Report by the Director-General. Available online: https://apps.who.int/iris/
handle/10665/327526 (accessed on 10 August 2021).

6. The Bill & Melinda Gates Foundation Patient Safety. A grand challenge for healthcare professionals and policymakers alike. In
Proceedings of the A roundtable at the Grand Challenges Meeting, Berlin, Germany, 19–21 October 2018.

7. Slawomirski, L.; Auraaen, A.; Klazinga, N.S. The economics of patient safety: Strengthening a value-based approach to reducing
patient harm at national level. In Proceedings of the OECD Health Working Papers, Paris, France, 26 June 2017.

8. Slawomirski, L.; Auraaen, A.; Klazinga, N. The Economics of Patient Safety in Primary and Ambulatory Care: Flying Blind; OECD
Health Working Papers, No. 106; OECD Publishing: Paris, France, 2018.

9. Medication Without Harm-Global Patient Safety Challenge on Medication Safety. Available online: file:///C:/Users/User/
Downloads/WHO-HIS-SDS-2017.6-eng.pdf (accessed on 10 August 2021).

10. Borgonovi, E.; Compagni, A. Sustaining universal health coverage: The interaction of social, political, and economic sustainability.
Value Health 2013, 16, 34–38. [CrossRef] [PubMed]

11. Sardi, A.; Sorano, E.; Agostini, L.; Guerrieri, A.; Angaramo, M.; Ripa, F. L’analisi a priori del rischio sanitario in Regione Piemonte:
Applicazione del metodo Cartorisk sull’area materno-infantile. Mecosan 2020, 114, 67–88. [CrossRef]

12. Bizzarri, G.; Farina, M.; Canciani, M. Strategia e Gestione del Rischio Clinico Nelle Organizzazioni Sanitarie: Approcci, Modalità,
Strumenti e Risultati; Franco Angeli: Milano, Italy, 2018; ISBN 9788891760098.

13. Brennan, T.A.; Leape, L.L.; Laird, N.M.; Hebert, L.; Localio, A.R.; Lawthers, A.G.; Newhouse, J.P.; Weiler, P.C.; Hiatt, H.H.
Incidence of Adverse Events and Negligence in Hospitalized Patients. N. Engl. J. Med. 1991, 324, 370–376. [CrossRef] [PubMed]

14. Jacobs, J.P. Introduction–databases and the assessment of complications associated with the treatment of patients with congenital
cardiac disease. Cardiol. Young 2008, 18 (Suppl. S2), 1–37. [CrossRef] [PubMed]

15. AGENAS. Monitoraggio Dell’implementazione Delle Raccomandazioni per la Prevenzione Degli Eventi Sentinella. Available
online: https://www.agenas.gov.it/aree-tematiche/qualita-e-sicurezza/rischio-clinico-e-sicurezza-del-paziente/monitoraggio-
delle-raccomandazioni (accessed on 10 August 2021).

16. Tartaglia, R.; Vannucci, A. Prevenire Gli Eventi Avversi Nella Pratica Clinica; Springer: New York, NY, USA, 2013; ISBN 978-88-470-5450-9.
17. Crema, M.; Verbano, C. Identification and development of Lean and Safety projects. Saf. Sci. 2016, 89, 319–337. [CrossRef]
18. Howell, A.-M.; Burns, E.M.; Hull, L.; Mayer, E.; Sevdalis, N.; Darzi, A. International recommendations for national patient safety

incident reporting systems: An expert Delphi consensus-building process. BMJ Qual. Saf. 2017, 26, 150–163. [CrossRef] [PubMed]
19. Grote, G. Safety management in different high-risk domains—All the same? Saf. Sci. 2012, 50, 1983–1992. [CrossRef]
20. Ministero della Salute. Protocollo di Monitoraggio degli eventi sentinella 5◦ Rapporto. Available online: https://www.salute.gov.

it/imgs/C_17_pubblicazioni_2353_allegato.pdf (accessed on 10 August 2021).
21. Nicolini, D.; Waring, J.; Mengis, J. Policy and practice in the use of root cause analysis to investigate clinical adverse events: Mind

the gap. Soc. Sci. Med. 2011, 73, 217–225. [CrossRef] [PubMed]
22. Peerally, M.F.; Carr, S.; Waring, J.; DIxon-Woods, M. The problem with root cause analysis. BMJ Qual. Saf. 2017, 26, 417–422.

[CrossRef] [PubMed]
23. Cheng, C.-H.; Chou, C.-J.; Wang, P.-C.; Lin, H.-Y.; Kao, C.-L.; Su, C.-T. Applying HFMEA to prevent chemotherapy errors. J. Med.

Syst. 2012, 36, 1543–1551. [CrossRef] [PubMed]
24. Intra, G.; Alteri, A.; Corti, L.; Rabellotti, E.; Papaleo, E.; Restelli, L.; Biondo, S.; Garancini, M.P.; Candiani, M.; Viganò, P.

Application of failure mode and effect analysis in an assisted reproduction technology laboratory. Reprod. Biomed. Online 2016, 33,
132–139. [CrossRef] [PubMed]

25. Rienzi, L.; Bariani, F.; Dalla Zorza, M.; Romano, S.; Scarica, C.; Maggiulli, R.; Nanni Costa, A.; Ubaldi, F.M. Failure mode and
effects analysis of witnessing protocols for ensuring traceability during IVF. Reprod. Biomed. Online 2015, 31, 516–522. [CrossRef]
[PubMed]

26. Comite, U.; Dong, K.; Li, R.Y.; Crabbe, M.J.C.; Shao, X.-F.; Yue, X.-G. An Economic–Business Approach to Clinical Risk
Management. J. Risk Financ. Manag. 2020, 13, 135. [CrossRef]

27. Ministero delle Salute. La Sicurezza dei Pazienti e la Gestione del Rischio Clinico. Glossario. Available online: https://www.
asprc.it/files/asp/gestione%20rischio%20clinico/GLOSSARIO_26luglio2006.pdf (accessed on 10 August 2021).

http://doi.org/10.1108/MBE-12-2019-0125
http://http://www.ihi.org/about/news/Documents/IHIPressRelease_IHILaunchesCampaigntoReduceHarm_Dec06.pdf
http://http://www.ihi.org/about/news/Documents/IHIPressRelease_IHILaunchesCampaigntoReduceHarm_Dec06.pdf
https://apps.who.int/iris/handle/10665/327526
https://apps.who.int/iris/handle/10665/327526
file:///C:/Users/User/Downloads/WHO-HIS-SDS-2017.6-eng.pdf
file:///C:/Users/User/Downloads/WHO-HIS-SDS-2017.6-eng.pdf
http://doi.org/10.1016/j.jval.2012.10.006
http://www.ncbi.nlm.nih.gov/pubmed/23317642
http://doi.org/10.3280/MESA2020-114004
http://doi.org/10.1056/NEJM199102073240604
http://www.ncbi.nlm.nih.gov/pubmed/1987460
http://doi.org/10.1017/S104795110800334X
http://www.ncbi.nlm.nih.gov/pubmed/19094373
https://www.agenas.gov.it/aree-tematiche/qualita-e-sicurezza/rischio-clinico-e-sicurezza-del-paziente/monitoraggio-delle-raccomandazioni
https://www.agenas.gov.it/aree-tematiche/qualita-e-sicurezza/rischio-clinico-e-sicurezza-del-paziente/monitoraggio-delle-raccomandazioni
http://doi.org/10.1016/j.ssci.2016.07.007
http://doi.org/10.1136/bmjqs-2015-004456
http://www.ncbi.nlm.nih.gov/pubmed/26902254
http://doi.org/10.1016/j.ssci.2011.07.017
https://www.salute.gov.it/imgs/C_17_pubblicazioni_2353_allegato.pdf
https://www.salute.gov.it/imgs/C_17_pubblicazioni_2353_allegato.pdf
http://doi.org/10.1016/j.socscimed.2011.05.010
http://www.ncbi.nlm.nih.gov/pubmed/21683494
http://doi.org/10.1136/bmjqs-2016-005511
http://www.ncbi.nlm.nih.gov/pubmed/27340202
http://doi.org/10.1007/s10916-010-9616-7
http://www.ncbi.nlm.nih.gov/pubmed/21069440
http://doi.org/10.1016/j.rbmo.2016.05.008
http://www.ncbi.nlm.nih.gov/pubmed/27282213
http://doi.org/10.1016/j.rbmo.2015.06.018
http://www.ncbi.nlm.nih.gov/pubmed/26292780
http://doi.org/10.3390/jrfm13060135
https://www.asprc.it/files/asp/gestione%20rischio%20clinico/GLOSSARIO_26luglio2006.pdf
https://www.asprc.it/files/asp/gestione%20rischio%20clinico/GLOSSARIO_26luglio2006.pdf


Int. J. Environ. Res. Public Health 2021, 18, 9954 13 of 13

28. Dionisi, S.; Di Muzio, M.; Giannetta, N.; Di Simone, E.; Gallina, B.; Napoli, C.; Orsi, G.B. Nursing students’ experience of risk
assessment, prevention and management: A systematic review. Nursing (Lond) 2021, 62, E122–E131.

29. Colaianni, P.; Galanti, E.; Giusti, E.; Landini, S.; Manzato, R.; Marchi, M.; Romagnoli, G.; Tanimoto, K.; Panarelli, P. Autoassicu-
razione e Gestione del Rischio; Fondazione Cesifin Alberto Predieri: Milano, Italy, 2015; ISBN 9788898742035.

30. Vainieri, M.; Flore, E.; Tartaglia, R.; Bellandi, T. Comparative analysis of models of the management of claims in healthcare. First
empirical evidence on costs of claims. Mecosan 2014, 92, 27–53.

31. Yin, R. Case Study Research: Design and Methods, 6th ed.; Sage: Los Angeles, CA, USA, 2017; ISBN 9781506336169.
32. Eisenhardt, K.M.; Graebner, M.E. Theory building from cases: Opportunities and challenges. Acad. Manag. J. 2007, 50, 25–32.

[CrossRef]
33. Easterby-Smith, M.; Thorpe, R.; Lowe, A. Management and Business Research; Sage: London, UK, 2021; ISBN 9781529734522.
34. Mills, A.; Durepos, G.; Wiebe, E. Encyclopedia of Case Study Research; Sage: London, UK, 2010.
35. Mathison, S. Encyclopedia of Evaluation; Sage: London, UK, 2005.
36. Garengo, P.; Biazzo, S. From ISO quality standards to an integrated management system: An implementation process in SME.

Total Qual. Manag. Bus. Excell. 2013, 24, 310–335. [CrossRef]
37. Sardi, A.; Sorano, E.; Ferraris, A.; Garengo, P. Evolutionary Paths of Performance Measurement and Management System: The

Longitudinal Case Study of a Leading SME. Meas. Bus. Excell. 2020, 24, 495–510. [CrossRef]
38. Enrichens, N. Responsabilità civile sanitaria e assicurazione. Sanità Pubblica e Priv. 2019, 1, 51–57.

http://doi.org/10.5465/amj.2007.24160888
http://doi.org/10.1080/14783363.2012.704282
http://doi.org/10.1108/MBE-01-2020-0016

	Introduction 
	Research Background 
	Method 
	Results 
	Conclusions 
	References

