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Abstract: Background: The phenomenon of clinical negligence claims has rapidly spread to United
States, Canada and Europe assuming the dimensions and the severity of a pandemia. Consequently, the
issues related to medical malpractice need to be studied from a transnational perspective since they
raise similar problems in different legal systems.

Objective: Over the last two decades, medical liability has become a prominent issue in healthcare pol-
icy and a major concern for healthcare economics in Italy. The failures of the liability system and the
high cost of healthcare have led to considerable legislative activity concerning medical malpractice li-
ability, and a law was enacted in 2012 (Law no. 189/2012), known as the “Balduzzi Law”.

Results: The law tackles the mounting concern over litigation related to medical malpractice and calls
for Italian physicians to follow guidelines. Briefly, the law provided for the decriminalisation of simple
negligence of a physician on condition that he/she followed the guidelines and “good medical practice”
while carrying out his/her duties, whilst the obligation for compensation, as defined by the Italian Civil
Code, remained. Judges had to consider that the physician followed the provisions of the guidelines but
nevertheless caused injury to the patient.

Conclusion: However, since the emission of the law, thorny questions remain which have attracted re-
newed interest and criticism both in the Italian courts and legal literature. Since then, several bills have
been presented on the topic and these have been merged into a single text entitled “Regulations for

healthcare and patient safety and for the professional responsibility of healthcare providers”.
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1. INTRODUCTION

The catalyst for the tremendous rise in public concern was
the publication of the report: To Err is Human: Building a
Safer Health System, where the impressive quantitative di-
mension of adverse events was denounced for the first time.

Starting from this report, many countries developed stud-
ies aimed to analyze the rates of adverse events in healthcare.
In Italy, a recent retrospective study point out rates of ad-
verse events of 5,17%, also determining the difference be-
tween Local Hospitals and Teaching Hospitals [1].
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The phenomenon of clinical negligence claims originated
in the United States has rapidly spread to Canada and Eu-
rope, assuming the dimensions and the severity of a pandem-
ia. Consequently, the issues related to medical malpractice
need to be studied from a transnational perspective since
they raise similar problems in different legal systems [2].

Over the last two decades, medical professional liability
has become a prominent issue in healthcare policy and a ma-
jor concern for healthcare economics in Italy. One indicator of
the evolution of malpractice litigation is the report of the Na-
tional Association of Italian Insurance Companies (ANIA).
According to this source, the number of claims filed in 2012
were 31,200; of these, 19,436 were against hospitals. The
direct Italian medical liability insurance business was esti-
mated at €552 million in 2014, 50% being accounted for by
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institutional policies and 50% by individual policies. Over
the period from 2004 to 2014, total premiums in the medical
malpractice insurance sector recorded an average annual
growth of 5.2% (2.4% for healthcare institutions and 9.4%
for individual practitioners) [3]. According to the National
Agency for Regional Health Services (AGENAS), the costs
of this judicial ‘war machine’ amount to nearly 1% of the
Italian gross domestic product (GDP), i.e. about 10 billion
euro a year [4]. Statistics also show that defensive medicine
profoundly affects current medical practice among Italian
physicians and has a considerable social economic impact
[5-10]. According to the recent estimates by the University of
Verona, reported in October 2014, the cost of defensive med-
icine in Italy now accounts for 10%, equivalent to about 13
billion euro of overall healthcare spending [11].

The failures of the liability system and the high cost of
healthcare have led to considerable legislative activity con-
cerning medical malpractice liability, and a law was enacted
in 2012 (law no. 189/2012), known as the “Balduzzi law”
[12]. The law tackles the mounting concern over litigation
related to medical malpractice and calls for Italian physicians
to follow guidelines. Briefly, the law provided for the de-
criminalisation of simple/ordinary negligence of a physician
on condition that he/she followed the guidelines and “good
medical practice” accredited by the scientific community
while carrying out his/her duties, whilst the obligation for
compensation, as defined by the Italian Civil Code, re-
mained. Judges had to consider that the physician followed
the provisions of the guidelines but nevertheless caused inju-
ry to the patient [13].

However, since the emission of the law, thorny questions
remain which have attracted renewed interest and criticism
both in the Italian courts and legal literature. Since then, sev-
eral bills have been presented on the topic and these have
been merged into a single text entitled ‘“Regulations for
healthcare and patient safety and for the professional respon-
sibility of healthcare providers”.

2. THE NEW LAW ON PATIENT SAFETY AND MED-
ICAL LIABILITY

With Law no. 24 (8 March 2017), known as “Law Gelli”,
which came into force on 1 April 2017, the Italian Parlia-
ment reformed the rules governing liability for medical mal-
practice and patient safety.

The first articles of the law aim to construct a system of
protection for patients (protection which is inevitable given
the risks which are intrinsically linked to healthcare) thus
shaping a sensitive, virtuous approach which aims to direct
the work of healthcare professionals towards the best results
for the patient.

The law, which protects patients on the one hand and
healthcare professionals on the other, has the aim of smooth-
ing and facilitating the relationship between them. It focuses
attention both on safety during treatment as well as any later
stages should the outcome of medical care result in harm to
the patient attributable to inadequate professional conduct.
The law is an attempt to achieve a “comprehensive” reform,
meaning an overall improvement in the dimensions of quali-
ty of care, patient safety and the medical liability system,
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aiming at making healthcare safe for both clients and health
service staff.

The law is divided into 18 articles, most of which em-
body substantive changes to the pre-existing Italian health,
medical liability and insurance systems. Table 1 provides a
succinct outline of the articles to illustrate the law’s scope. In
this paper, we will outline key reforms focusing on patients’
safety and medical liability.

Table 1. The essential structure of law 24/2017.
Article Name Purpose
Article Health care safety To improve the quality and efficien-
1 cy of health care system
Institution of regional or
. provincial ombudsman To expand, at different levels (re-
Article . . . .
) and regional centres of | gional) and to provide all available
health risk management | information on health system risks.
and patient safety
Institution of a national . .
. To create a national collecting data
Article observatory of good .
. program and promoting initiatives to
3 practices on health . .
improve safety and quality of care
safety
To promote transparency in health
Article T care system and ensure patient’s’
ransparenc . . .
4 P Y right to full access to all information
in their medical records
To improve the quality of health care
professionals through the implemen-
Article Guidelines and good tation of guidelines and to establish
5 clinical practices specific criteria of accreditation of
the scientific societies authorized to
issue reference guidelines
- L To establish 1 iminal
Article Criminal liability of . oie‘s abiIst fiew rues on crlr-nma
. liability of health care professionals,
6 health care professionals

partly decriminalizing their conducts

Civil responsibility of

Article | public and private health
7 facilities and of health

care professionals

Fair compensation in case of harm

Insurance aspects for
Articles | both public and private | To create an easier insurance system
8-14 health facilities and both for patients and physicians
professionals

To ensure the highest quality of
expert witness in medical liability
trials

Article

Expert witnesses
15 P

To reinforce the programs of clinical
audit prohibiting access to any
document produced within risk
management activities for legal

actions against the clinician/hospital

Article | New rules in the field of
16 clinical risk management

Articles Financial invariance
17,18 clauses
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3. ORGANIZATION OF PATIENT SAFETY AND NA-
TIONAL OBSERVATORY INFORMATION SYSTEM

With the aim to improve the quality and safety of
healthcare it is necessary that each Italian regions establish
centers for the clinical risk management and patient safety,
structured with a multidisciplinary team in order to better
approach complex problems [14, 15].

These centers should analyze and evaluate adverse
events, send data to the National Observatory and elaborate
recommendation for treatment safety in healthcare [16] with
a systemic approach to the error [17, 18].

It concerns a great change that does not point out the at-
tention on the single healthcare professional responsible for
the adverse event, but also on the entire healthcare structure
(procedures, technologies, human resources, personnel); in
this logic, the human factor assumes a relevant part [16].

The new law provides two important aspects: a) the crea-
tion of a National Observatory which collects data coming
from hospitals and the fact that report produced while per-
forming an internal audit or internal investigations, cannot be
used with judicial purposes.

4. GUIDELINES, GOOD CLINICAL PRACTICES AND
RECOMMENDATIONS

Article 5 of the law establishes that health professionals
should comply, as far as possible and within the bounds of
each specific case, with the recommendations included in
guidelines drafted by public and private healthcare organiza-
tions and institutions, as well as scientific societies and tech-
nical-scientific associations registered on the list compiled
and regulated by Ministerial decree and updated every two
years. In the absence of recommendations, healthcare profes-
sionals should follow the good clinical practice.

Since its first appearance in the Italian jurisprudence sce-
nario, even before the final approval of the law, the terms
guidelines and good practices’” have become increasingly
complex to interpret.

173

According to the 2011 definition developed by the Insti-
tute of Medicine (IOM), clinical guidelines are “Statements
that include recommendations intended to optimize patient
care that is informed by a systematic review of evidence and
an assessment of the benefits and harms of alternative care
options” [19].

The definition of good clinical practice (GCP) is more com-
plicated. In Italy, a Ministerial Decree refers to “an interna-
tional ethical and scientific quality standard for designing,
recording and reporting trials that involve the participation of
human subjects” [20]. The European Union Network for Pa-
tient and Quality of Care is drawing up a project to define
and implement patient safety procedures, in conjunction with
the Italian National Agency for Regional Health Services
(AGENAS) as associated partner and National Contact
Point. Patient safety practices have been defined as “those
that reduce the risk of adverse events related to exposure to
medical care across a range of diagnoses or conditions” [21].
Patient safety practices are transversal to clinical patholo-
gies, the literature indicates the list of the ones strongly rec-
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ommended as evidence based, thus these are clearly indicat-
ed as to be applied in the framework of the new Italian law.

However, beyond the complexity of defining these terms,
this article is one of the most significant of the law in that it
encapsulates its dual concerns: on the one hand, the use of
guidelines and good clinical practices as a further instrument
for ensuring the quality of care and the safety of patients and,
on the other, the fundamental role of guidelines in the as-
sessment and judgment of the conduct of health professional.

With this in mind, clinical practice guidelines are based
on clinical evidence and expert consensus to help decision
making, defining standards of care, focusing efforts on
improving quality and safety of care, and offering a way to
disseminate evidence-based best practices [22-31].

In the area of quality of care, the implementation of
guidelines and good clinical practice is aimed at various
purposes. First, by definition, guidelines should provide
health professionals with decision points that, combined with
the physician’s indispensable clinical judgement and the
patient’s preferences, will lead to the best decision for that
patient in all aspects of patient care: prevention, diagnosis,
treatment, rehabilitation, and palliative care [32-34]. At the
broadest level, the implementation of clinical practice guide-
lines has, as it is well known, the potential to become an in-
tegral part of delivering quality care at an appropriate cost
(Clutter), thereby constituting a major factor in quality assur-
ance, quality improvement, medical audit, and similar proce-
dures. It is noteworthy that clinical guidelines offer much to
policymakers and health organizations at addressing key
issues involving care quality and satisfaction, costs, and ac-
countability in healthcare and public health. Thus they can
be an increasingly important input in health policy analysis
and decision-making [35].

Furthermore, the dual role of clinical guidelines is em-
phasized by law 24/2017 of which article 6 states: “Whenev-
er incompetence is the cause of a patient’s death or injury, it
is not punishable as long as the guidelines have been fol-
lowed or, in the absence of these, good clinical practice, pro-
vided that the guidelines are adequate for the specific case”.

Aside from strictly juridical considerations which are
beyond the scope of this paper, the question still remains of
the influence of guidelines and GCP in Italian litigation.

Law 24/2017 establishes that the guidelines have to be
developed by public and private institutions and by scientific
and technical associations of health professionals registered
on a list established and regulated by Decree of the Ministry
of Health. This list will be updated every two years. In addi-
tion, the law provides that the guidelines and their updates
are posted on the website of the ISS (High Italian Institute
for Health), only after verification of the conformity of the
methodology used to set standards and made public by the
ISS as well as the relevance of scientific evidence to support
the guidelines themselves. Furthermore, the law establishes
the key criteria to use in evaluating scientific societies and
the technical-scientific associations to be included in the
official list: a) representation on the national territory; b)
warranties of autonomy and independence of the members of
the associations/societies; ¢) no profit organization; d) publi-
cation on the institutional web site of budgets, potential re-
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munerations, declaration and conflict of interest regulation,
and identification of quality assurance and control systems
for technical and scientific production; e) the verification of
the maintenance of the required entry criteria.

It seems clear that the aim of the legislator is to offer
more reliable benchmarking of the existing guidelines and
clinical good practices compared to the past for both
healthcare professionals and judges.

5. THE PROBLEM WITH GUIDELINES

Guidelines seek to achieve uniformity in standards of
care, and thereby could provide physicians with “a shield”
against lawsuits [36]. However, although guidelines are in-
creasingly available, the attempt to immunize doctors who
follow them strictly has largely failed [37].

The existence of a large number of clinical guidelines
may provide physicians with a wide range of clinical choic-
es. However, the considerable inconsistency and controversy
of many existing guidelines may paradoxically leave clini-
cians feeling more exposed to claims of malpractice [38,39],
and the role of clinical guidelines in medical negligence liti-
gation is still uncertain [40].

Despite the existence of guideline evaluation tools [41-
43], the quality of guidelines remains variable and may un-
dermine their validity [44-47]. Lack of impartiality in the
guidelines issuance process, conflicts of interest and obso-
lescence are other persistent problems affecting the quality
and the authority of many existing guidelines [45-47]. Thus,
the statement issued by the United States Congress Office of
Technology Assessment seems to be still valid [48]: “if
courts and legislatures are not selective about which guide-
lines are introduced as evidence, these conflicts may find
their way into the courts and further confuse rather than clar-
ify the process of determining negligence”. The question
remains: which guidelines can and should Italian doctors
(and judges) believe in?

In Italy, as in many other countries, guidelines are issued
by medical societies, non-profit disease organizations and
other organisations. Before the approval of law 24/2017 in
Italy there was no proper system of ‘“accreditation” for
guidelines although some progress has been made with the
introduction of the National Guidelines System (NGLS),
created in 2006 through an agreement between the Ministry
of Health and the Italian National Institute of Health (ISS).
The objective was to promote assessment processes and the
improvement of diagnostic-therapeutic procedures through
guidelines, and consensus conferences on urgent clinical
problems [49,50]. However, the lack of a continuous and
stable source of funding and the subsequent instability of the
central structure were endangering all the knowledge and the
experience gained during these years of activity. It was
therefore crucial to guarantee and safeguard the role of a
national, independent and public institution in the supervi-
sion of the guidelines development process and the provision
of clinical governance [51].

Furthermore, besides these guidelines there are other
ones formulated by regions and hospitals, resulting in a tan-
gle of overlapping indications.

Albolino et al.

Other nations have national bodies to complete evidence
reviews, issue guidelines for clinical practice and set national
health care priorities. An example is the National Institute
for Health and Care Excellence (NICE), which develops
guidelines for the National Health Service (NHS) in England
and Wales [52,53]. In the Netherlands, an organization facili-
tating the development of medical guidelines (CBO, Dutch
Institute for Healthcare Improvement), is financed by the
Order of Medical Specialists in collaboration with the Dutch
College of General Practitioners. Since it was founded in
1979, more than 125 national guidelines have been published
[54]. In the USA the Agency for Healthcare Research and
Quality (AHRQ) is responsible for collecting CPGs and
promoting their use [55].

At an international level, some authors suggest that
guidelines can be considered of value if issued or certified by
the government. However, such guidelines have some poten-
tial pitfalls: government-issued guidelines are seen as being
anti-pluralist, anticompetitive and aiming at the rationing of
health care [56,57]. Furthermore, national guidelines may
ignore local differences and be unrealistic on a local basis.
This may be particularly true in Italy where even today
health disparities between regions abound [58,59]. Clinical
guidelines drawn up at international and national levels may
fail to take into account local constraints and situations alt-
hough local adaptation could allow the potential hindrances
in the implementation of CPGs to be overcome [56]. Howev-
er, many years ago the IOM warned against the dangers of
“parochial perspectives” by affirming that “local modifica-
tions of nationally produced guidelines will undermine one
of the great benefits of these documents — standard approach
to clinical problem solving” [56]. Guidelines written by lo-
cal hospitals may be primarily concerned with cost contain-
ment and therefore lack sufficient sensitivity to patient safe-
ty. Furthermore, CPGs written by medical societies may be
contaminated by conflicts of interest. Some authors suggest
private for-profit companies creating and selling guidelines
as a possible solution [56,57]. In such cases, to ensure the
quality of the guidelines, patients should be able to seek re-
muneration from guideline-makers in the event that their
recommendations prove to be substandard. However, further
uncomfortable questions arise regarding this hypothesis:
what if the company becomes insolvent? What compensation
will the patient then? And should the responsibility be on the
patient to pursue companies who promulgate sub-standard
guidelines? Shouldn’t be this a function of the state instead?

6. DATA TRANSPARENCY

A central aspect of patient protection is defined in article
4 dedicated to the issue of transparency. The law commits
health organizations, both public and private, to make per-
formance data publicly available, even in respect of the ano-
nymity restrictions imposed by Italian legislation on privacy
(Law 196/2003), and the data relating to all the compensa-
tion paid out in the last five years, as part of the work of
monitoring, prevention and management of health risk.
Moreover, personal data related to an episode of care must
be accessible within one week upon the request from a pa-
tient or authorized family member, preferably in a digital
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format, thus pushing healthcare organization to move to an
electronic patient record, with full traceability and readabil-
ity of clinical information. Another important step in efforts
towards transparency in the health system is a change in the
previous regulation, making it possible for the next-of-kin of
the deceased to come to an agreement with the hospital di-
rector to execute a post-mortem examination, in the presence
of their physician of choice, both in the case of a death in the
hospital as well as in any other place.

These regulations bring Italy into line in the drive to-
wards increasing transparency within healthcare at personal,
provider and structural level [60-62]. Public reporting web
portals are spreading rapidly in several countries [63]. In the
US, the CMS website Hospital Compare and many consum-
er reports, such as Healthgrades.org or ConsumerRe-
ports.org, make public the data on quality of care. In the UK,
MyNHS and others enact the UK open data policy and the
NHS quality transparency objectives. In Germany, the trans-
parency portal Weisse Liste.de (WL.de) reports the results of
the mandatory quality monitoring system [64,65]. To date, in
Italy the National Outcomes Program (PNE - Piano Na-
zionale Esiti) provides a set of performance indicators based
on administrative data at the hospital level and publicly
available on the website of the National Agency for
Healthcare Services (AGENAS). These data have been used
for hospital rankings, despite the recommendation to consid-
er these indicators, such as mortality after cardiac surgery,
for further investigation into the quality and safety of care,
given the known limitations of these kind of data [64]. Be-
sides, since the launch of the National monitoring system on
errors in healthcare (SIMES) in 2009, the Ministry of Health
published five reports on sentinel events, while AGENAS
recently released the first report on claims due to adverse
events. In both cases, reports contain data aggregated per
Region and are addressed to managers and health profes-
sionals rather than to the public. Some Regional Health Ser-
vices and private health systems routinely release their own
data on adverse events and on the application of safe practic-
es, usually within an accreditation scheme.

The public reporting of performance information has
several aims. The first one is to assist patients and users in
making informed choices regarding care providers and health
organizations, since the intrinsic value of choice in public
services such as healthcare has long been recognized. Echo-
ing Le Grand [66], choice is fundamental in bringing about,
together with competition, improved outcomes, greater effi-
ciency and the increased responsiveness of care providers.
Choice policies can be used to improve access to providers
or services, to encourage new entrants, and to send signals to
care providers to improve their quality, efficiency and per-
formance to attract and retain patients and users [67]. Choice
can be an effective way to improve standards and quality in
many areas, and public reporting of performance and quality
information may encourage providers to improve the quality
of their services, increasing provider accountability, identify-
ing failures, and providing the public with reassurance over
quality of care [63]. The ability of transparency to improve
clinical outcome and quality has been widely demonstrated.
How often patients use the public available data when mak-
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ing health care decisions, however, is not clear. Even so,
several studies on public reporting suggest that quality in-
formation is rarely used by patients to make choices [68-72].

Also in Italy the process begins with recognition, at insti-
tutional level, of the fundamental importance of trust and
candour between “users” (patients) and “providers”
(healthcare professionals or organisations, so that before the
publication of any data on patient safety, policies and prac-
tices are in place to ensure appropriate communication be-
tween professionals, patients and their families in case of an
adverse event. Since 2014, the Italian code of medical ethics
has stipulated that physicians have an ethical duty to inform
the patient of each unwanted event and its causes, and to
identify and report adverse events, near misses, and proce-
dural and diagnostic errors [73,74]. Thus the obligation to
supply information and to communicate continues to widen,
in some way extending beyond the doctor/patient relation-
ship to become an essential tool for improving the quality of
professional services. A national guideline has been issued
by the Ministry of Health [75] which emphasize that “Man-
aging the relationship between health structures and patients
on the occurrence of an adverse event demands a robust,
clear, and well-defined approach. This should be based on a
procedure shared by all the health structures of the National
Health Service regarding both the management of the ad-
verse event as well as open and transparent communication
with patients and their families about what has happened”.
With a view to improving the quality of the health service
and to managing clinical risk, the Ministry of Health speci-
fies that “health workers have an ethical responsibility to
maintain honest and transparent communication with pa-
tients and their families at all times during the healthcare
process. This is particularly indispensable in the most diffi-
cult situations”.

In the literature, some obstacles to the full effectiveness
of transparency have been reported, such as the real rele-
vance of the information publicly displayed [72,76]; the ac-
curacy and adequacy of data reported (for example, measure
content, the salience of the measures to consumers, or the
quality of the data and analyses used to produce the
measures) and how reports are formatted, presented, and
delivered to users [77,78], with particular concern for pa-
tients and users with lower health literacy. Taking into ac-
count these obstacles, the National Observatory on patient
safety will be responsible to set the standards for public re-
porting, in terms of format and content according to the dif-
ferent target audience, in the perspective of international
comparisons and exchanges of lessons learned from the
analysis of adverse events and implementation of safe prac-
tices. In this regard, the WHO minimal information model
for reporting and learning is a fundamental reference to rec-
ord patient safety incidents [79], while the experience of the
EU funded PASQ collaborative project can help to provide a
valid format to monitor safe practices [80].

The real challenge for health institutions and organiza-
tions will be to increase the likelihood that public reporting
of performance on patient safety is successful in achieving
its goals, by implementing overarching strategies for increas-
ing patient and user awareness of these tools of quality.
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7. THE ROLE OF OMBUDSMAN AS A GUARANTOR
FOR THE PATIENTS’ RIGHT TO HEALTH IN CIVIL
AND PENAL RIGHT

The law aims to achieve the ambitious objective of pro-
tecting patients’ health and safety by measures implemented
in the various stages of care.

In the first stage, that of treatment and care, this is
achieved through the implementation of safety systems, the
introduction of the figure of the regional ombudsman as a
guarantor for the patient’s right to health and by calling for
the application of good clinical/care practices and guidelines.
Central challenges of the law are to ensure more extensive
use of “standards of care” (i.e. guidelines or good clinical
practice) to drive improvement in service performance, and
to spread, among all the professional figures involved, a
greater awareness that quality and patient safety cannot be
achieved unless they are explicitly recognized as issues and
targeted for action. In this sense, the law seems to call all
citizens into meaningful and effective participation in health
system safety. The figure of the regional ombudsman whom
every citizen can freely address to report dysfunctions in the
national health system (although no adverse events have oc-
curred) acts as a bridge between patients/citizens and health
institutions. This article of the law (art.2) has the potential to
provide effective new ways (and perhaps new paradigms) of
participation of all potential users of the national health sys-
tem. Thus, in the intentions of the Italian legislator, the con-
cept of clinical governance extends horizontally with citizen’
participation and it seems to shift from an institution-
centered management towards a broader form, involving
citizens, and endeavouring to obtain a whole picture of what
leads or could lead to patient harm. Parallel to the rise of this
model of governance is an increased emphasis on health in-
stitutions and policymakers’ participation. An effective ap-
proach to clinical risk management requires healthcare or-
ganizations to gather information on risk and safety from a
range of information sources so that key data sets can be
assessed, helping to better understand and improve patient
safety.

Before the endorsement of the law, the Italian judiciary
system would adopt different approaches to medical mal-
practice law suits. On several occasions, Italian judges as-
serted that strict observance of the guidelines alone did not
provide sufficient grounds for exoneration from liability,
since circumstances could arise in an individual case in
which the guidelines for similar cases were better ignored. In
this case, observance of the guidelines might suggest negli-
gence because of the particular nature of the illness and the
conditions of the patient, since they could draw attention
away from more appropriate clinical alternatives. In these
specific cases, therefore, the guidelines did not provide the
necessary prudence, diligence and attention required [81].

Other judgements highlighted the fact that lack of ob-
servance of the guidelines was not automatic proof of negli-
gence since, depending on the particular clinical picture,
non-observance of the guidelines might be necessary and
desirable in order to ensure better health care for the patient.
In these cases, the judges exonerated the doctor from liability
because the guidelines, judged to be inappropriate for the
clinical case in question, were not observed [82]. In other
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circumstances, doctors have been condemned for deviating
from the guidelines without good reason [83] and others
have been absolved because their work strictly followed the
guidelines [84].

The analysis of numerous judgements prior to the intro-
duction of the law underlined the issue that observance or
not of guidelines was not a sufficiently clear-cut factor in
assessing liability, but was rather only a guide for the judge
when appraising the facts of a specific clinical case. Whether
or not to comply with guidelines is a medical decision which
Italian judges correctly assessed to be relevant, but not de-
terminative, in reaching a verdict on malpractice.

In conclusion, even though the acceptance of clinical
guidelines by Italian judges and attorneys gradually in-
creased, they could not be held as binding, and liability
would always be judged according to the case in question,
rejecting the theory of unconditional faith in guidelines and
underlining the necessity to verify their quality and strength.

It was into this case law scenario that, in 2012, a law on
medical liability was introduced, now replaced by the recent-
ly approved law.

One of the earliest judgments subsequent to Law
189/2012 tackled the question and stressed that the guide-
lines propose only general indications. They should, there-
fore, not be applied automatically, but only in relation to the
specific features of every clinical case. It could thus happen
that the professional might have to shape the guidelines to
adapt them as circumstances arise and in some cases to by-
pass them completely [85].

8. COMPENSATIONS AND INSURANCE COVERAGE

When an adverse event occurs, resulting in injury to the
patient, the law ensures that the latter is protected by ade-
quate insurance cover. For example, all public and private
healthcare institutions and all private practitioners are
obliged to stipulate insurance contracts which aim to guaran-
tee compensation to any such patients. Furthermore, simpli-
fied procedures are also delineated, at least in the intentions
of the legislator, for obtaining compensation, though this
topic is beyond the scope of this paper.

There were two scenarios in which health professionals
might be found to be liable while observing guidelines: for
errors committed while following indications contained in
the guidelines, and for failure to bypass the guidelines when
the case suggests a more personalized therapy suited to the
specific patient.

Furthermore, the judges have highlighted on more than
one occasion that the general definition of guidelines does
not take their heterogeneity into account: they have different
sources, varying degrees of trustworthiness, different specif-
ic objectives, methods which are not uniform, and varying
degrees of compliance with evolving scientific knowledge.
Some documents come from scientific companies, others
from groups of experts, still others from public organizations
and institutions, others from health organizations of various
kinds. This diversity makes it clear that for physicians and for
judges, the trustworthiness of guidelines is not guaranteed
from the outset. It is essential to evaluate the characteristics of
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the person or community which has produced the guidelines,
and to investigate that community’s institutional identity and
the degree to which it is independent of influential economic
interests. Also important are the methods behind the guide-
lines, as well as the range and quality of the consensus sur-
rounding them [86].

9. APPOINTMENT OF THE TECHNICAL CON-
SULTANTS OF THE COURT AND EXPERT WIT-
NESSES IN THE JUDGMENTS OF HEALTH LIABIL-
ITY

References to guidelines and good clinical practices must
be read in light of Article 15 of the law which deals with the
issue of expert witnesses in professional malpractice trials.
Along with other operational provisions that regulate the
admission of expert witnesses to special registers provided
by the Italian civil and criminal codes, the law explicitly
states that, in professional malpractice trials, the judicial au-
thority has the duty to engage a forensic specialist together
with one or more other specialists who have specific and
practical knowledge of the subject matter of the trial. Specif-
ic competence, professional experience and lack of conflict
of interest are other specific criteria for the enrolment of ex-
pert witnesses on the registers, which have to be updated at
least every five years.

These mandatory criteria finally bring the law into line
with the Italian Code of Medical Ethics, establishing (art. 62)
that: 1) The role of medical examiner requires high moral
standing and professional awareness regarding the ethical-
legal and deontological responsibilities involved and re-
sistance to any kind of influence or pressure from external
technical resources; 2) for any case examined there must be
adequate medico-legal and scientific knowledge so that all
judicial requirements for the case may be fulfilled and 3) in
particularly complex cases the medical examiner may con-
sult colleagues who have a proven history of experience and
competence in the discipline.

The law, therefore, stresses one of the basic points that
have, for several years now, enlivened international debate,
i.e., the quality and trustworthiness of the expert witnesses in
professional malpractice trials.

Furthermore, once and for all, it establishes that in medi-
cal malpractice litigation, the testimony of good and quali-
fied expert witnesses’ testimony is necessary. According to
the Black's Law Dictionary, an expert witness is one
“qualified by knowledge, skill, experience, training, or edu-
cation to provide a scientific, technical, or other specialized
opinion about the evidence or a fact issue [87]. Law and
medicine speak a different language [88], since medicine
seeks to heal the sick by applying scientific knowledge per-
taining to health and disease, while the law aims to resolve
disputes in accordance with standards and rules that derive
from legislation or prior judicial decisions [89].

The expert assesses medical information, interprets and
explains medical research and customary practice to judges,
and offers an expert opinion as to whether the standard of
medical care was met, thus playing an invaluable role by
interpreting complex medical scenarios for judges in cases of
alleged negligence. A member of the profession (doctor or
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other health professional) is indispensable in explaining to
judges the scientific and clinical aspects of the case, what the
defending physician should have done or not done under the
particular circumstances, whether such conduct constituted
negligence by violating the standards of care of the profes-
sion and finally whether the breach of standards actually
caused the patient’s injury [90].

In this context, the experts’ testimony is a critical element
in litigation for alleged medical malpractice, as experts are
asked for their qualified opinion to help judges establish the
facts. Thus it has been hypothesized that the judicial trial on
professional liability is a “battle of the experts” [91]. Judges
are not bound by any expert opinion proffered during pro-
ceedings, having the powers of supervision and gatekeeping
on expert witness’ testimony; however, they are undoubtedly
influenced by it.

Significantly, since the medical expert witness plays an
important, often crucial, role in medical liability cases,
his/her qualification may come under fire [92] and, at an
international level, different responses have been proposed,
all converging towards enhanced scrutiny of expert witnesses
from both inside and outside the profession. State legisla-
tures, state medical boards, and scientific and professional
organizations have emerged as active regulators [93]. State
oversight of expert medical testimony may consist in passing
laws requiring out-of-state physicians to obtain a medical
licence in that state in order to testify. Another system which
provides oversight of medical expert testimony is the one
operated by the medical profession in past decades through
the increased involvement of medical professional societies
in “policing” expert witness testimony by their members.
Scientific societies and professional organizations, such as
the American Medical Association [94,95] have adopted
programmes that provide guidelines for members who serve
as medical expert witnesses in professional liability cases
and have advocated for the implementation of minimum
statutory requirements for the qualifications of an expert wit-
ness, thus promoting scientifically sound expert witness tes-
timony. However, some authors [93] argue that oversight by
professional organizations could be problematic.

On the one hand it is indisputable that professional or-
ganizations are in a favourable position to ensure that experts
accurately present specialist knowledge and practices: they
have access to high levels of technical expertise, occupy
powerful vantage points within their fields, and are often
engaged in relevant pursuits, such as synthesis of evidence of
best practices [93]. On the other hand, it is well known that
in professional organizations there may be various conflict of
interest [96].

The area of possible conflicts of interest is vast and high-
ly polymorphous, the term itself is not always clear and uni-
vocal [97]. Broadly speaking, there is a conflict of interest
when professional judgement concerning a primary interest
tends to be unduly influenced by a secondary interest. In
other words when a financial or intellectual relationship has
the potential to condition the individual’s ability to approach
a scientific question with an open mind [98,99]. The follow-
ing examples explain the different situations in which a con-
flict of interest may arise when a professional organization
self regulates their own expert witness: ““i. All financial
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relationships, including employment, consultancies, known
stock holdings or holdings in a sector fund relevant to the
subject matter, honoraria, in-kind gifts or benefits, endow-
ments, patents, royalties, and paid expert testimony. Exam-
ples of in-kind gifts or benefits are travel, accommodation,
meals, or frequent flier miles. ii. Personal, intellectual, or
academic relationships that interfere with an individual’s
ability to consider or interpret the full breadth of available
data or alternative points of view objectively. Examples in-
clude inability to review a grant, manuscript, or project pro-
posal objectively due to competition for funding, timing of
publication, or professional stature’ [99].

Furthermore, it cannot be ignored that professional socie-
ties have a deep fear of malpractice litigation and may be
committed to reducing it [93]. Some authors would welcome
the supervision of expert witnesses being entrusted to extra-
mural bodies with no connection to either litigation side,
within a state government agency or medical board. Other
authors stand by different positions, stressing that the institu-
tion of an extramural body of control for expert witnesses
could, not only be ineffective, but also antithetical [100];
nevertheless, an alternative method to evaluate medical tes-
timony is comparing with standards determined by a survey
of the relevant physician population [101].

The issue is still highly controversial and the real chal-
lenge for the Italian system will be to understand how the
“specific and practical knowledge” and “professional exper-
tise”, as basic requisites for expert witnesses, will be as-
sessed.

The future efforts of the Italian system will be to opti-
mize two fundamental points: 1) the “message” provided by
expert witness’ testimony, by implementing the nationwide
database of approved guidelines as a resource for reliable
and authoritative guidelines, and 2) the “messengers’ them-
selves” through a policy to choose which institution/board or
organization will bear the burden of defining a “good” expert
witness.

CONCLUSION

The law delineates a global patient care system [102],
pointing to the opportunities for engagement and partnering
of the healthcare system with health institutions, professional
health associations, health training institutions, health
associated civil society groups, and citizens.

At this point, it is necessary to quickly establish regional
clinical risk management centres, let all the Italian healthcare
trusts report event in a national reporting and learning sys-
tem, introduce recommendations and safety practices to
guarantee a good quality of care and monitor their applica-
tion. National working groups are involved in identifying
guidelines, methodologies and sharing safety tools that clini-
cal risk management centres must disseminate and on which
caregivers have to be trained in order to apply them correctly
to prevent any possible harm to the patient, aware of working
in order to ensure safety.

Furthermore, new perspectives could be related to the
active role of patients and their families in the management
of their own care because the law doesn’t explore in detail
and also it doesn’t deal with sensitive aspects such as com-
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munication between patients and health professionals, de-
spite communication failures being a leading cause of ad-
verse events and litigation; it should also be noted that the
recent law on informed consent clarified these aspects, close-
ly related to the management of care.
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