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Abstract: Over the past two decades, health litigation has followed an exponentially incremental
trend. As insurance companies tend to limit their interest because of the high risk of loss, health
facilities increasingly need to internalize dispute management. This study was conducted through a
retrospective analysis of existing files concerning the civil litigation of the Sant’Andrea Hospital in
Rome. All claims from 1 June 2010 to 30 June 2019 were included. Paid claims were further classified
according to the areas of health care inappropriateness found. Authors indexed 567 different claims
along the study period, with an average number of 59 per year (range 38-77). The total litigation
involved 47 different units; more than 40% concerned 5 high-incidence wards or services. Concerning
the course of disputes, 91 cases were liquidated before a judicial procedure was instituted, while 177
cases landed in a civil court. Globally, 131 different claims hesitated in compensation, for a total of 16
million 625 thousand euros, 41% of which was related to the internal medicine area. Dealing with the
inappropriateness analysis, clinical performance alone involved 76 cases, for a total of 10 million 320
thousand euros, while organization defects involved 20 disputes equivalent to 1 million 788 thousand
euros. The aim of this study was to enhance the clinical risk management at our facility through a
litigation analysis.

Keywords: health care litigation; claims; compensation; clinical inappropriateness; medical liability

1. Introduction

In Italy, law number 24/2017 has modified the professional responsibility of the
healthcare sector [1]. The right to safety of care is an integral part of the broader right
to health [2]. Clinical risk management strategies are one of the tools that all healthcare
professionals should adopt. The Joint Commission defines risk management in health care
such as “the clinical and administrative activities undertaken to identify, evaluate, and
reduce the risk of injury to patients, staff, and visitors and the risk of loss to the organization
itself” [3]. The dispute for alleged malpractice is one of the specific issues of clinical risk
management [4,5], because it is a potential source of economic damage for the healthcare
facility [6]. The COVID-19 pandemic is a detrimental factor in this scenario [7-10].
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The methods, tools and actions of risk management are part of the broader clini-
cal governance [11]. Through this system, healthcare facilities are responsible for the
continuous improvement of healthcare standards to facilitate the achievement of clinical
excellence [12].

At the Sant’ Andrea Hospital in Rome, there is a strong integration between monitoring,
clinical audits, adverse event reporting, and litigation management activities [13]. This is
made possible due to the implementation of the methodological and cultural principles
of the correct application of clinical risk management criteria [14]. The multidisciplinary
commission that embodies the strategic functions of the company in this area is the Hospital
Claims Assessment Committee.

The objective of this study is to illustrate an operational model to integrate the re-
porting and analysis functions of medico-legal complaints and lawsuits directly into the
risk assessment activities of clinical risk management, as suggested by the existing litera-
ture [15-17].

2. Materials and Methods

The study was conducted through the analysis of data collected along the activity
carried out by the Claims Assessment Committee of Sant’Andrea Hospital in Rome; we
did not need approval of an Ethics Committee. All claims from 1 June 2010 to 30 June 2019
were included. The study recognized 567 different claims reported from January 2010 to
June 2019.

The various existing reports and datasets concerning the civil litigation of the hos-
pital were brought together and standardized, using homogeneous descriptors. All the
cases identified were integrated through direct consultation of the paper files. All the
collected data we reorganized in a single database. First, we defined the categories of
interest. We preferred categories suggested according to the International Classification
for Patient Safety (ICPS) system, as for the incident type and the patient outcome (none;
mild; moderate; severe; death). Next, we recorded the cases for which compensation
payments occurred, and we further classified them according to the indications of the
national scientific society of reference for hospital legal medicine about the areas of inap-
propriateness found. This medico-legal clinical practice discerns into three macro-areas:
clinical performance; organization of health facilities; and law (including informed consent
issues). Finally, we identified macro-areas according to the specificities of the hospital
or health facility involved. The results were extracted from the database using synthetic
calculation functions and coupling in pivot charts.

3. Results
3.1. Epidemiological Data

The Sant’Andrea hospital in Rome is a university hospital with 395 beds for a total
of 22,000 annual hospitalizations with more than 50,000 people treated in the emergency
department.

The average number of new claims per year was 59, distributed in a range from 38 to
77. Claims remained almost constant in the five-year period of 2012-2016 to subsequently
assume a decreasing trend, as shown in Figure 1.
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Figure 1. New claims per year (2019 represents data for the first six months).

The evaluation of the latency time between the date of the event and the date of the
complaint showed a mean value of 28 months (range 1-160), highlighting relative stability
during the study period. Regarding this aspect, it was also noted that 50% of total claims
were reported within18 months from the date of the adverse event, while 98% of complaints
occurred within the 89 months (7 years and a half); see Figures 2 and 3 for trends by year
of claims latency.
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Figure 2. Box plot of claims latency.
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Figure 3. Latency trends by year (average in blue; minimum in red; maximum in green; standard
deviation in violet).

3.2. Demographic Data and Units Involved

The patients involved were characterized by sex and age corresponding to the date
of the harmful event. The mean age was 55 years (range: 1-89), while the distribution
for sex was perfectly balanced (283 female and 284 male subjects). In 80% of the claims,
it was possible to identify the single clinical unit of reference. The total litigation was,
thus, distributed over 47 different units, but more than 40% concerns five high-incidence
wards or services: orthopedics and traumatology; emergency department; general surgery;
neurosurgery; and radiology (see Table 1).

Table 1. High-incidence wards or services (general claims).

Ranking High-Incidence Departments % Of Suitable Claims
1 Orthopedics and traumatology 16.6
2 Emergency department 133
3 General surgery 114
4 Neurosurgery 7.7
5 Radiology 3.7

Following the classification by patient outcome according to the ICPS system, it was
possible to distribute all cases among five degrees of harm: none; mild; moderate; severe;
and death (see Figure 4).
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Figure 4. Patient outcome for claims (according to the International Classification for Patient Safety
degree of harm).

3.3. The Claims

The course of claims was reconstructed concerning the outcome of the disputes. Out
of a total of 567 claims for compensation, 91 were compensated before a judicial procedure
was instituted. Of the remainder, 177 cases have landed in a civil court, most of which are
still pending. Compared to the claims included in the study period that progressed to the
judicial stage, 29 were extinguished following a compensation payment; for 17 of them, the
payment followed an explicit sentence by the judge.

From the data collected, a judicial conversion rate for unacknowledged claims of
37.2% is deduced. The analysis of the identifiable areas of clinical inappropriateness was
conducted solely on the claims for which compensation for any reason was paid by the
hospital itself or by the insurance company. The study included 131 different claims for a
total of 16,625,000 euros in compensation with an average unit cost of approximately 127
thousand euros. The insurance company has borne most of the economic burden, both
in terms of number (95 claims against 35, while one claim was shared) and cumulative
amounts (13,250,000 euros against 3,374,000 euros).

Due to the specific nature of the insurance contract (deductible thresholds and aggre-
gate ceilings), 86% of the claims paid by the company were granted before the initiation of a
civil judgment, against 28% sustained directly by the hospital. Considering the cumulative
amounts, the compensation paid directly by the hospital before the judgment is initiated
counts for only 4% of the total, compared to 59% of the insurance company’s disbursements.
These differences are inevitably reflected in the time elapsed between the initiation of the
litigation and payment, which corresponds to 13 months for the insurance company against
the 4 years and 3 months of the hospital.

The number of claims resulting in compensation reflects a similar imbalance between
surgery and internal medicine as observed in general claims (59% against 18% of the total).
This difference, however, is less pronounced in the calculation of the cumulative amounts,
almost equally distributed between 48% of the surgical area and 41% of internal medicine.
Conversely, the scope of general civil liability concerns less than 1% of the compensation
amounts, although it concerns 11% of the total claims.

Of the 131 claims compensated, 22 were excluded from the inappropriateness analysis,
equal to approximately 600 thousand euros cumulative. The claims included were, thus,
distributed in the various macro-areas. Clinical performance alone involved 76 claims, for
a total of 10 million 320 thousand euros in compensation, while defects attributable to the
organization of the healthcare facility or the single operating unit involved 20 disputes
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equivalent to 1 million 788 thousand euros. For only six cases, though corresponding to
2 million 943 thousand euros, both clinical and organizational inappropriateness were
identified.

Finally, problems relating to informed consent were found in the remaining seven
claims, for a total of approximately 1 million 250 thousand euros, alone or combined
with clinical performance or organization issues. Within clinical performance and orga-

nizational problems, subcategories of inappropriateness have been indexed, as shown in
Tables 2 and 3.

Table 2. Clinical performance inappropriateness.

Clinical Performance Sub-Category Claims Numbers Total Amounts (Euros)
Disapplication scientific evidences 11 6,714,000
Technical error 65 5,614,000
Missed or delayed diagnosis 11 1,904,000
Overall 87 14,233,000

Table 3. Service organization inappropriateness.

Service Organization Inappropriateness Claims Numbers Total Amounts (Euros)
Specific procedure violation 11 300,000
Poor Health car; ?s‘slzflltai’;eri:l infection (HAI) 12 4,157,000
Fall prevention violation 4 43,000
Suicide prevention violation 1 370,000
Overall 28 4,871,000

In the cases examined for which a technical error occurred as an element of health
liability, the assistance service in question systematically provided for the execution of
a surgical act. The case of the non-application of scientific evidence, on the other hand,
was67% of the cumulative amounts only in the internal medicine area.

The problem of healthcare-associated infections (HAI) and shortcomings in prevention
measures absorb 85% of the amounts attributed to organizational failures. Furthermore,
it alone involves 10% of the claims in question and 25% of the amount of compensation
paid. A detailed mapping of the cases between the different operating units was carried
out, identifying a prevalence of the surgical area for 75% (see Table 4 for more details).

Table 4. HAI distribution of claims number and compensation amount among operating units.

Operating Units Claims Number (%) Compensation Amount (%)
Orthopedics 9 0
Internal medicine 8 5
Urology 17 9
General surgery 17 10
Cardiac surgery 8 10
Neurosurgery 17 15
Cardiology 8 16
Vascular surgery 8 17

Neurology 8 18
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Invasive procedures represented among the compensated claims were ordered, com-
paring both the number and, above all, the specific economic impact. Of the 47 different
procedures, we report the 10 most important both in terms of claims number and compen-
sation amounts through two comparative tables (see Tables 5 and 6).

Table 5. Claims number per kind of invasive procedure.

Procedure Claims Number Ranking per Cumulative Amount
oro-tracheal intubation 5 28th
lumbar spine surgery (elective) 4 4th
radioulnar fracture treatment 4 20th
unilateral kidney surgery 3 6th
thyroidectomy (non-cancer) 3 12th
thyroidectomy (oncological) 3 14th
breast reconstruction 2 13th
ovarian surgery 2 18th
dental extraction 2 41st
all the others 1 -
Table 6. Compensation amount per kind of invasive procedure.
Procedure Compensation Amount Claims Number
tumor exeresis through craniotomy 787,000 1
aortic valve replacement 600,000 1
hemodialysis 530,000 1
lumbar spine surgery (elective) 446,200 4
trans-sphenoid tumor exeresis 377,000 1
unilateral kidney surgery 362,900 3
colorectal resection (elective) 268,000 1
shoulder arthroplasty 265,300 1
endovascular stenting 228,200 1
mandibular reconstruction 182,000 1

4. Discussion

This study presents 567 general claims from 1 January 2010 to 30 June 2019, relevant
for damages received by the hospital or the insurance company as civil liability. The ratio
between claims for damages and the number of hospitalizations in the reviewed period
is 26.8. In 2015, 77 claims were registered, with a gradual decrease in subsequent years,
up to 2019, with only 40 civil suits. In 2019, a reduction in claims of 20% compared to
the previous year was evident. Based on the ICPS indicators, the fatal events are frequent
(one-fifth of the total), as opposed to a slight prevalence (55% of the total) of events with
minimal or no permanent impairment. About 11% of all claims are attributable to general
civil liability. This study examines the history of the claims, the acceptance and out-of-court
settlement or the rejection, and the possible activation of a civil judgment. This examination
is overall on annual basis (no reported data). In total, 75% of claims were settled before the
civil sentence. However, considering the cumulative compensation amounts, extrajudicial
payments represent less than half (48%). The management by the insurance company was
different from that of the hospital. Indeed, the company has compensated out of court in
60% of the claims, unlike the hospital. The analysis of the malpractice claims highlighted
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a greater involvement of the clinical areas. The prevalence of the surgical branches is
minimal compared to the clinical wards, in particular with internal medicine (41% of the
total amount).

This value is higher compared to most of the series published in the literature [18],
and the difference is even more evident considering the years with the highest incidence in
the period 2012-2015. The management policy of the operating insurance company could
be one of the factors influencing these data.

The deflationary trend of general claims observed in the period after 2015 for the
Sant’ Andrea Hospital contrasts with the data reported in the specialized literature during
the same period [19]. The annual report published by the international insurance brokerage
company Marsh in 2018 documented an incremental trend in health claims in Italy [20].
The contrast between the data of this study and the Italian data is difficult to interpret.

The reduction in complaints may be due to both improved clinical standards and/or
increased caution of health professionals. This type of evaluation is beyond the scope of
this study. The analysis of the temporal distance between the verification of the damage
and the malpractice claims is difficult to interpret due to the high statistical dispersion.
The trend over time of the variance measures, however, shows some stability over the
study period. Similarly, the incidence of claims in the most involved operating units is
constant (no reported data). The data are homogeneous compared to the literature data
analyzing the frequency of complaints in the risk wards [21]. There is a prevalence of
surgical specialties (in particular orthopedics, general surgery, and neurosurgery) and first
aid; instead, the diagnostic services are scarcely involved. The low incidence of malpractice
claims in the gynecological ward, apparently contrary to the general evidence [22], depends
on the absence of a birth care unit at Sant’Andrea Hospital.

However, the peculiarity of this study is the in-depth analysis of the progress of
the malpractice risk analysis, such as the examination of management strategies and the
analysis of the amount paid [23].

The management of the insurance company (before the litigation) influenced the
settlement rate during the period 2012-2016. The general judicial conversion rate of unpaid
claims, on the other hand, is affected by the short time interval since the opening of the
claims in the last two years of the examined period (2018 and 2019). Therefore, the value
of 37.2% represents an underestimated value, considering that the annual range will vary
from 47.5% in 2015 to 10% in 2019. Studying the compensation, considering the number of
claims and the amounts paid, made it possible to better understand the characteristics of
the management by the hospital and the insurance company.

Neurosurgical complaints are fewer than orthopedic ones, but they bring higher
compensation, since the damages are more serious. Similarly, radiology and civil liabil-
ity complaints lead to low compensation, despite the large number. According to the
published data about the distribution of health disputes, medical and surgical areas are
not generalizable because every specialty, every health service, and every hospital hasits
peculiarities [24]. The number of disputes, especially the catastrophic ones, is hardly
predictable.

This analysis was integrated through the inadequacy for macro-areas and sub-categories
of eligible paid claims, corresponding to 96.4% of the total amount. This management
tool reflects some peculiarities of the understudied hospital. The prevalence of clinical
complaints is due to the increased surgical tendency of the hospital, both for the distribu-
tion of specialists, beds, and hospitalizations. Furthermore, the university nature of the
hospital plays an important role; there is an increased concentration of complex cases with
the expectation of excellent results [25].

The management of healthcare-associated infections is a fundamental problem, which
increases litigation. This study confirms the relevance of the healthcare-associated infec-
tions in clinical risk management, as reported by other authors [26-28]. Breach of informed
consent disputes were few in this case series, unlike reported elsewhere [29,30].
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We acknowledge three main limitations of our study. First, it accounts for a relatively
short time interval. The reform introduced with the 2017 law could produce profound
changes in the system of medical professional liability that will only occur in the future.
Second, many of the disputes included in the study are still pending in court; thus, it was
not possible to assess their compensation. Third, our study is based on the claims made
by allegedly injured patients without considering the health services actually provided
and the clinical outcomes obtained. This last limitation could be a source of considerable
bias with respect to the qualitative evaluation of the services provided; for this reason, we
believe that future investigations will be necessary to correlate global clinical outcomes
with litigation.

5. Conclusions

This study constitutes a detailed analysis of the malpractice claims of the hospital
Sant’Andrea in Rome over 10years. This study extends the analysis to the longitudinal
trend of claims, from the request submission to any compensation. Another aspect is the
enlightenment of a management tool for the inappropriateness mapping, never applied
in scientific publications to the best of our knowledge. The medical-legal study of claims
proves to be a useful tool to integrate clinical risk management activities [31]. The data
collection increased incident reporting resources and potential weakness identification to
be analyzed to make the clinical care processes safe [32].

Finally, this study underlines the importance of the clinical risk manager specialist for
the management of malpractice claims. The analysis of malpractice claims data allows the
detection of the patterns and the consequences of iatrogenic errors; the risk manager can
improve safety in a more targeted manner [33].
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