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Abstract: Falls are the most frequent adverse events recorded in healthcare facilities. By employing
a multifaceted strategy to ensure prevention interventions that are specific to the patient type and
environmental risk management, risk factor evaluation may help to reduce falls in the hospital setting.
Patient falls are one of the main causes of lawsuits against hospitals, which has led to the development
of validated instruments that are beneficial in treating the patient after the incident and effective in
minimizing the frequency of falls. The aim of our study is to evaluate compensation claims asserting
healthcare culpability in situations where a patient fell in a hospital setting. The collected data relate
to judgments issued in Italy until December 2022 regarding 30 episodes of falls that occurred between
2003 and 2018. Our research revealed that approximately 50% of Italian healthcare organizations lose
the case in court when a patient falls in a hospital setting and dies or is injured. In half of these cases,
the failure of the medical staff to use protective equipment against falls is what led to the court’s
acceptance of the compensation claim. In order to improve the quality of healthcare services, fall
prevention techniques must continue to be implemented.

Keywords: medical malpractice; Italian legislation; patients’ falls; risk of falls; fall-related injuries

1. Introduction

Falls are the most common adverse event recorded among frail patients and commonly
occur in elderly people that are admitted to various healthcare settings, such as acute
hospitals and nursing homes [1]. It is estimated that falls affect approximately 50 percent
of the elderly patients admitted to different institutional settings [2]. According to the
literature, each year, an average of 1.5 falls for each patient’s bed occurs in nursing homes [3].
In the hospital environment, certain patients could be at the greatest risk of falling, for
example, ischemic stroke patients, cancer patients, and patients admitted to psychiatric
wards [4-6].

Falls occurring in the hospital environment result in a significantly increased rate of
mortality and morbidity. The fall injury rate recorded varies in different studies. Some
authors reported a rate of 2.36 falls per 1000 beds, while others reported a rate of 20 falls
per 1000 hip fractures and 270 falls per 1000 head injuries, with 13 percent that required
medical attention [7,8]. One percent of the falls among hospitalized elderly people result in
a fracture, with a further 5 percent resulting in trauma requiring medical care [9,10]. Elderly
people who reported a femur fracture as a result of a fall in a hospital environment are more
likely to die from complications after the injury than the general population [11]. The risk
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factors responsible for falls in the hospital environment can be divided into intrinsic factors
related to the patient’s health condition and extrinsic factors related to the environmental,
ergonomic, and organizational aspects of care. Some studies reported that older age and
deterioration of the mental state are intrinsic risk factors for falls [12,13]. Patients with gait
disturbances, weakness, or dizzy episodes should be considered at more serious risk than
others [3,14].

In addition, among the intrinsic risk factors related to falls, taking drugs that affect
the state of alertness and balance, such as neuroleptics and benzodiazepines, as well as
substances that reduce blood pressure, such as vasodilators, diuretics, and beta-blockers,
should be considered [15,16]. Among the extrinsic factors, the most relevant are the
following: slippery floors due to the absence of anti-slip solutions, beds or stretchers that
cannot be adjusted in height, toilets without supports when lifting, and the inadequate size
of the in-patient rooms [17,18].

The adoption of instruments to assess the risk of falls in hospitals could be very
useful. Among these, the use of assessment tools for the prediction of the risk of patients
falling in healthcare facilities could be effective in the prediction and prevention of these
events among patients [19]. The most significant characteristics of these specific tests are
the following: simple execution, short duration, and repeatability of the test to allow for
follow-up. The scientific literature shows that these characteristics are fulfilled by the timed
up and go test, the Morse fall scale (MFS), the St. Thomas's risk assessment tool in falling
elderly inpatients (STRATIFY), the Hendrich II fall risk model (HFRM), and the Tinetti
balance test [20-24].

Risk factor assessments could help to reduce falls in the hospital environment by
implementing a multifactorial strategy, in order to guarantee prevention interventions
related to the type of patient and to environmental risk management [25]. A review of
the literature showed that the interventions that have been shown to be most effective in
reducing falls in the hospital environment are the following: mobilization and ambulation,
environmental adaptation strategies, a review of drug therapy, and appropriate staff
training [26].

Conversely, it has been demonstrated that physical restraint is not associated with
a reduction in the risk of falls [27]. Restraint is only acceptable when it is a necessary
component of therapy and should only be used when absolutely necessary [28].

Internationally, from a medico-legal point of view, patient falls during healthcare
provision are one of the primary sources of litigations in hospitals, which has led to the
creation of validated tools that are effective in reducing the incidence of falls (such as
mobilization and ambulation, drug therapy reviews, and adequate staff training) and that
are useful in managing the patient’s care after the event [29,30].

A reduction in the risk of falling in the hospital environment is an indicator of the
quality of care provided [31].

With this aim, in Italy, the Ministry of Health endorsed Recommendation No. 13,
“Prevention and management of patient falls in healthcare facilities”, addressed to all
healthcare facilities and to all healthcare operators, in order to protect patients [32]. Due to
the growing number of legal disputes, it is appropriate for the medical examiner to be part of
the technical commission for fall prevention in the hospital environment. For these reasons,
the Italian Supreme Court of Cassation (an institution at the apex of ordinary jurisdiction)
established that healthcare facilities have an obligation to safeguard the physical safety of
their patients (Penal Cassation, Section 4, sentence passed on 17 May 2013, No. 21285).

In cases of alleged medical fault regarding the consequences of the fall (i.e., the injury or
death of the patient), the hospital litigated against must prove that the fall was attributable
to unforeseeable conduct of the patient, thereby constituting a fortuitous event capable
of interrupting the causal link (Italian Civil Cassation, sentence passed on 6 June 2017,
No. 14037). The healthcare facility must be able to prove that it has put all the appropriate
procedures in place to reduce the risk of its patients falling.
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This paper focuses on the Italian context. The objective of this study is to assess
the claims for compensation for alleged healthcare liability regarding events in which a
patient’s fall in a hospital environment resulted in their death or injury. This has been
achieved by analyzing the most frequent clinical context, the types of risk factors, what
behavior, if any, can be attributed to the defending healthcare facility, and, above all, the
reasons for accepting or rejecting the claim for compensation.

An analysis of these factors could help to identify preventive strategies in order
to reduce falls in hospital environments and, as a consequence, to reduce the requests
for compensation and, thus, public expenditure. Furthermore, from a risk management
perspective, the identified preventive strategies could contribute to improving patient
safety. For this reason, our analysis could be useful for both forensic physicians and risk
managers working in hospitals, as well as all healthcare professionals working in roles
related to patient management in hospital settings.

2. Materials and Methods

For this study, we carried out a retrospective analysis searching for judgments issued
in Italy until December 2022 concerning claims for compensation regarding death or
injury resulting from the patient’s fall in healthcare settings. We used two different Italian
databases recording Ministry of Justice sentences: “One Legale” and “De Jure Giufre”.
Since the present paper is based on an analysis of the judgments, the study necessarily
conforms to a retrospective design. Furthermore, the retrospective analysis of any context
could help in the improvement of future approaches regarding the same issue.

The study sample was set up randomly, selecting 44 judgments using the keywords
“healthcare liability” and “hospital falls”. The individual judgments were then analyzed and
those concerning falls that occurred in non-hospital settings (nursing homes and assisted-
living facilities) were excluded from the study. From an initial sample of 44 sentences
(100%), 14 (31.82%) were removed from the analysis after the application of those exclusion
criteria. Of these sentences, 30 of the judgments analyzed (68.18%) concerned falls in
the hospital environment that occurred in the time interval between 2003 and 2018. The
collected data were then broken down in the following order: intrinsic risk factors related
to the patient’s pathological state, the manner of the fall’s occurrence, consequences of the
fall, the outcome of the dispute along with the reasons for the acceptance or rejection of the
claim, and compensation for damages.

This is an observational retrospective study. Therefore, our hospital ethics committee
was not involved, and informed consent was not necessary.

The data disaggregation is based on the information retrieved from the judgments and
is related to the major factors cited in the requests for compensation. The statistical analysis
was conducted using the Microsoft Excel 2013 software (Microsoft Corporation, Redmond,
WA, USA) and the IBM Statistical Package for the Social Sciences (SPSS Statistics) version
25 for Windows (IBM Corporation, Armonk, NY, USA).

3. Results

The data collected in this study relate to judgments issued in Italy and concern
30 episodes of falls occurring in a hospital environment between 2003 and 2018. All the
judgments were passed by the Civil Courts of First Instance in various Italian cities.

Although our research was conducted regarding judgments issued until December
2022, no sentences emerged relating to episodes of falls in a hospital environment that
occurred after 2018. This is probably due to the fact that the Italian Civil Code provides for
the possibility of bringing professional liability lawsuits between 5 and 10 years following
the event. Among the intrinsic fall risk factors recorded, a homogeneous distribution was
observed between neurological disorders (N = 10; 33.33%), advanced age (N = 8; 26.67%),
cognitive impairment (N = 7; 23.33%) and motor deficits (N = 6; 20%). In 6 cases (20%),
the patient had no pathological condition that increased the risk of falling. Conversely, in
judgments concerning injuries secondary to the fall, a higher prevalence of femur fractures
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(N =11; 36.66%) was observed, followed by polytraumas (N = 6; 20%) and head traumas
(N = 6; 20%), pelvis fractures (N = 3; 10%), vertebral traumas (N = 2; 6.66%), upper limb
fractures (N = 1; 3.33%), and knee traumas (N = 1; 3.33%) (Table 1).

Table 1. Intrinsic risk factors and the pathological consequences of falls.

Injuries N % Intrinsic Risk Factors N %
upper limb fracture 1 3.33 neurological disorders 10 33.33
pelvic fracture 3 10 advanced age 8 26.67
femur fracture 11 36.66 cognitive impairment 7 23.33
polytrauma 6 20 movement disorders 6 20
head injury 6 20 none 6 20
knee injury 1 3.33
pinal injury 2 6.66

The manner of fall recorded included falls while the patient was lying down (N = 20;
66.66%), falls while the patient was going to the toilet (N = 6; 20%), and falls while the
patient was sitting on a chair/in an armchair (N = 4; 13.33%).

From an evaluation of the judgments, a 50% acceptance value of the plaintiff’s claim
emerged; in the remaining 50%, the claim was rejected because the fall was considered an
accidental event. The reasons for the acceptance of the civil suit are summarized in Figure 1,
where three different macro-groups of reasons are reported: failure to provide evidence
regarding the existence of a fortuitous event interrupting the causal link (N = 7; 46.66%)
(e.g., the absence of witness data regarding the dynamics of the incident), failure to adopt
fall protection measures (in most cases, no rails were attached to the bed) (N =7; 46.66%),
and failure to carry out in-depth diagnostics following the fall (N = 1; 6.67%) (Figure 1).

Failure to provide ~ 46,66%

causal link

Rejection of the civil

suite

Failure to adopt fall
50% P 46,66%

protection measures

Failure to carry out in-depth
diagnosties following the fall__6/67%

Figure 1. Reasons for the acceptance of civil suits.

When analyzing the group of 15 sentences in which the liability of the defendant
healthcare facility was acknowledged, it was observed that the defendant was sentenced to
pay an average value of EUR 27,982.55 for non-material damage (ranging from a minimum
value of EUR 774.08 to a maximum value of EUR 114,695.95, depending on the extent
of bodily damage). Finally, the sentences were divided into two groups pre- and post-
Ministerial Recommendation No. 13, one concerning those events prior to December
2011 (9 cases) and one concerning those events after December 2011 (21 cases). For each
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group, the absolute value and percentage of the acceptance and rejection of each claim for
compensation was calculated, as shown in Table 2.

Table 2. Acceptance and rejection of claims for compensation pre- and post-Ministerial Recommen-
dation No. 13.

Before 2011 After 2011
Accepted Rejected Accepted Rejected
N % N % N % N %
5 55.55 4 44.44 10 47.62 11 52.38

4. Discussion

Elderly people are often prone to falls in the hospital environment; this represents
the main factor that threatens their independence and autonomy. Falls often occur when
the compensatory capacity of the elderly is impaired, as is the case with geriatric syn-
dromes [33]. Falls in the elderly correlate with high rates of morbidity and the risk of death.
For example, a large retrospective study conducted in Brazil showed that elderly patients
aged 80 years and over had a more statistically significant major risk of mortality from falls
than other patients [34]. In addition, several studies have found that some elderly patients
would rather die than suffer hospitalization as a result of a fall [35].

Furthermore, in the USA, it has been estimated that the implementation of fall pre-
vention activities could save up to USD 440 million annually in medical costs, underlining
the importance of fall prevention [36]. In fact, in the USA, it is estimated that the costs
associated with fatal falls are approximately USD 754 million, while the costs associated
with nonfatal falls range from approximately USD 30 billion to USD 50 billion [37].

Internationally, several studies have been conducted in order to identify preventive
strategies, including educational initiatives aimed at optimizing drug therapies in hospital
environments, such as the more cautious use of loop diuretics, digitalis and digoxin, beta-
blockers, and the so-called “Z-drugs” (comprising zolpidem, zoplicone, eszoplicone, and
zaleplon) [38,39]. In addition, although an association between depression and the risk of
falls is postulated, some authors also reported a relationship between selective serotonin
reuptake inhibitors (SSRIs) and an increased risk of falls [40,41].

Some interventions were aimed at reducing the incidence of a single risk factor, while
in others, several risk factors were addressed simultaneously. In general, the scientific
literature shows that preventive actions are more effective when they are tailored to the
individual patient, based on his or her own intrinsic risk factors [42]. For example, the
application of a fall prevention protocol, based on a risk assessment of each patient and
patient education regarding prevention strategies, seems to be effective in the reduction of
falls and related injuries [43].

However, a single intervention aimed at increasing the patient’s walking autonomy
has been shown to significantly reduce the incidence of falls, as reported by a meta-analysis
that included 192 studies on elderly subjects who were older than 75 years [44].

Although fall prevention programs have been shown to be effective in controlled
research settings, their practical application in real-world care settings has not led to the
same results in terms of a reduction in the incidence of falls [45,46]. Potential obstacles to
an effective risk management culture are the difficulty of ensuring adherence to protocols
by patients and healthcare personnel, as well as the lack of professional training in fall
prevention strategies [47]. However, there is scientific evidence demonstrating that the
implementation of specific preventive programs has been effective in reducing the rate of
falls [48].

Regulatory agencies, including the Joint Commission, the Centers for Medicare and
Medicaid Services, and the Agency for Healthcare Research and Quality, have focused on
fall prevention strategies since the rate of falls in hospital environments could represent
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an indirect sign of the quality of healthcare [49,50]. Furthermore, the Joint Commission
considers falls to be a sentinel event, that is, a high-severity event that occurs with patients
in the hospital environment and that could lead to death or, at least, to serious physical or
psychological temporary or permanent injury [51].

In Italy, a patient’s serious injury resulting from a fall is considered a sentinel event;
thus, the rate of hospital falls is an indicator of the quality of the national health system.
Therefore, in order to increase patient safety in the hospital environment and, consequently,
to increase the quality of care provided, in December 2011 the Ministry of Health released
Recommendation No. 13, “Prevention and management of patient falls in healthcare
facilities”, which is the main national mandate for the reduction of falls in the hospital
environment; for this reason, all healthcare facilities are required to adopt and apply it [32].

In our country, falls also represents a serious economic problem for health facilities,
when considering the relevant costs of the rehabilitation processes related to some of the
consequences of the patients’ falls. This study reviewed a series of judgments concerning
compensation for non-pecuniary damage resulting from patients’ falls in hospital, in order
to identify the main reasons for accepting or rejecting the plaintiff’s claim. Considering a
sample of 30 episodes of falls occurring in a hospital environment, our results show that
the majority of the risk factors are related to the patient’s state of health. This series of cases
is in line with the scientific literature, which reports that hospital falls mainly affect older
people, even more so if they are affected by neurocognitive disorders or motor deficits that
compromise their walking and postural maintenance capacity [52-54].

A relevant finding that emerged from our scientific analysis concerns the distribu-
tion of acceptance or rejection of the application. When analyzing both the judgments
concerning episodes of hospital falls that occurred before the issuing of Ministerial Recom-
mendation No. 13 (before December 2011) and those occurring after that date, it is possible
to note a fair distribution between accepted claims (55.55% were accepted before December
2011 and 47.62% after that date) and rejected claims (44.44% and 52.38%, respectively). In
light of this data, it can be considered that, despite the fact that the protocols for preventing
falls in the hospital environment have been implemented and applied, healthcare facilities
continue to be equally unsuccessful in legal proceedings. These findings could suggest that
preventive strategies other than the mere application of Ministerial Recommendation No.
13 could be introduced. Apart from this, it is relevant that, to the best of our knowledge,
there are no studies in the literature that analyzed the rate of application of this Recom-
mendation in the Italian hospital environment. Therefore, further analyses are needed to
examine this relevant aspect, and, should a poor application of the recommendation be
found, this should then lead to the introduction of strategies to improve the method of
employment of the Recommendation. Alternatively, an update of this Recommendation
along with the introduction of new scientific evidence could help to better identify those
patients at risk of falls in the hospital environment.

An analysis of the judgments shows that almost all the reasons given for the acceptance
of the case are attributable either to the defendants’ failure to provide evidence as to the
existence of a fortuitous event (46.66%) or to their failure to adopt specific means of fall
protection (46.66%), which in our country are especially represented by the application
of the Conley scale [55], the use of protective sides to the bed, and the correct drugs
management, as reported in Ministerial Recommendation No. 13. In Italy, the legal
principles that regulate the hospitalization contract between the Healthcare Facility and the
patient include the obligation of healthcare staff to supervise the patient’s conditions, in
order to prevent him or her from causing harm to third parties or suffering harm themselves.
This principle is well-established by Law No. 24/2017, which highlights the importance of
safety in healthcare as both a patient’s right and a collective interest. Furthermore, it also
establishes the requirement that all healthcare personnel must contribute to the activities of
patient risk prevention.

In addition to this, the “hospitalization contract” is connected to the Italian legal rules
governing the accountability of medical staff and medical facilities. The Italian Civil Code’s
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article 1218, the “liability of the debtor”, and 1228, the “liability for acts of auxiliaries”, were
applied in the event of non-compliance. Based on these requirements, the healthcare facility
has to show that all the specific requirements have been met or, alternatively, that there is no
causal connection between the alleged breach of the guidelines and the resulting damage.
On the basis of the general principles of contractual liability, the healthcare facility must
prove that it has complied with the guidelines or good clinical assistance practices (patient
surveillance, the adoption of specific means of protection against falls) or offer exonerating
proof that the breach was caused by a factor not attributable to a lack of appropriate care.
Therefore, healthcare facilities should take greater care in documenting all the preventive
strategies put in place to reduce the risk of patients falling. This could help reduce the
risk of losing the case in a civil lawsuit solely because of not producing data on preventive
strategies that had been put in place.

However, due to the high variability with which the risk of falling can manifest itself,
it is difficult for the healthcare facility to prove that it always adequately applied the most
correct conduct possible for the specific case.

This consideration would also explain the discrepancy that can be seen when compar-
ing the judgments that we analyzed with civil proceedings carried out in Italy on the subject
of professional medical liability. According to Consulcesi (an Italian company providing
assistance to health professionals), in Italy, about 2/3 of the civil proceedings regarding
medical malpractice will end with the rejection of the plaintiff’s claim [56]. These data
are different from those of other countries, where different rates of malpractice claims
with verdicts passed against clinicians are reported. In the UK, for example, some authors
reported that no more than 1 in 7 adverse events results in a malpractice claim [57]. Similar
results are also reported in Taiwan, where only 14 percent of claims were accepted [58].

In our analysis, only 50% of the proceedings ended with the exclusion of liability on
the part of the healthcare facility.

Although our research focuses exclusively on the Italian context, which is a limitation
of this study, our results are nevertheless applicable to all hospital settings. This is true from
two different points of view. First, it is true from a clinical risk management perspective
since risk factor identification can contribute to reducing the rate of patient falls and, thus,
increase the safety of care. Second, it is also true from a professional liability perspective
because better management of such episodes would lead to a relevant decrease in the rate
of claims or litigation, resulting in public spending reduction.

5. Conclusions

In Italy, the law mandates that the assessment of health liability cases should be made
solely on the basis of documentary evidence; however, it is also influenced by the judge’s
subjective judgment. Thus, Law No. 24, passed in 2017, clarified the legal procedures
involved in the process of health responsibility.

Our study has shown that in Italy, the rate of loss in court for healthcare structures in
cases regarding death or injury resulting from a patient’s fall in a hospital environment is
about 50%; the reasons for the acceptance of the claim for compensation can be traced in
half of the cases to the failure of healthcare personnel to adopt fall protection equipment.
No significant difference emerged between the rates of acceptance and rejection of claims
before and after the issuance of Ministerial Recommendation No. 13 in December 2011. If
this proactive approach seems to not really be effective in reducing the rate of claims for
healthcare responsibility, it would be beneficial to educate healthcare professionals about
medico-legal issues since Italian law requires hospitals to demonstrate their actions, which
necessitates that hospitals maintain complete documentation regarding their preventive
measures. Aside from this approach, it is noteworthy that a comprehensive analysis of
the application of the Recommendation in Italian hospitals has not yet been conducted.
Therefore, additional analyses are required to clarify this relevant aspect. In the event that
further investigations might reveal an insufficient application of the Recommendation, this
should result in the introduction of new strategies to enhance its implementation.
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The combination of these considerations and our data shows how necessary it is
to carry out the implementation and standardization of fall prevention strategies in the
hospital environment, in order to increase the quality of health services and reduce the risk
of litigation that burdens Italian hospitals.

All these actions would be ideal in order to standardize justice in terms of health liabil-
ity and, consequently, in terms of patient compensation for damages, as well as to prevent
pointless lawsuits and foster a more tranquil work environment for medical professionals.
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