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End-of-life situations are considered part of the health care relationships and are regulated by the Act 219/2017
on “Informed consent and advance directives”. Outside legal framework, the Constitutional court reviewed the
absolute prohibition of assisted suicide (art. 580 of criminal code) ruling that it violates constitutional principles
and liberties among which autonomy and dignity (sentence 242/2019). The aim of the report is to present the
distinctive feature of patient’s decision autonomy and how it relates to physician’s professional integrity and
responsibility. Much focus is therefore on issues dealing with patient’s capacity and representation, and stan-
dards of evidence. In summary, the analysis suggests a strong relationship between respect for patient’s
subjectivity and listening capacity towards the wishes of the person, including medical aid in dying, as part of

dignity.

Italian law addresses end-of-life situations within the framework of
care relationships understood as the paradigm of a “gentle” society built
upon the non-maleficence principle [1]. Legal rules relate to medical
treatment (and refusal) and focus on patients’ decision-making auton-
omy. They aim to clarify medical liabilities and assume, except in
limited circumstances, the acceptance of death’s natural process.

Current legislation (Act 219/2017 on “Informed consent and
advance directives” henceforth, the Act) considers both access to ther-
apeutic information and choice of medical treatment. The Act enshrines
the right to palliative care which was, formerly considered a separate
legal issue. It normalizes the principle of dignity as part of end-of-life
decisions and treatments, citing as a reference art. 32 of the Italian
Constitution. The supreme law enshrines health as a fundamental indi-
vidual right, and a collective interest provides that “no one may be
obliged to undergo any health treatment”. Thereby paving the way to
legalize medical assistance in dying under very specific occurrences to
safeguard vulnerable persons. Parliament was, in vain, asked to amend
the Act [2].

In the following, we will consider rules about informed consent and
advance directives.

Informed consent and competent patient

Informed consent assumes the patient’s decision-making autonomy
as the distinctive feature of the care relationship [3]. Intrinsic uncer-
tainty of good health outcomes means that emphasis is on enabling
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competent (i.e., capable) patient to accept or refuse medical care based
on its expected effectiveness, including, as ruled out by the constitu-
tional Court, treatment causing death. Special rules govern persons of
diminished autonomy.

Balance between competencies and treatment information

Italian law endorses, pursuant to well established legal principles,
relational and interpersonal care as part of health facilities (public or
private). Specifically, the Act refers to the Constitution and the European
Charter of fundamental rights to ascertain the indefectible right not to
pursue or initiate medical treatment. It assumes the patient’s right to
hold views, choose, and take actions based on personal values and
beliefs.

Accordingly, informed consent is the condition for a balanced rela-
tionship where “patient’s decision making autonomy and competence
meet physician’s professional integrity and responsibility” (art. 1, § 1
and 2). Time dedicated to communicating is expressly deemed to be time
as part of care. Public resources are therefore to be allocated for training
programs on communication skills to health professionals. Information
is centered on the treatment’s expected benefits as well as the theoretical
risks. The Act prohibits aggressive treatment, futile care as well as
“patient abandonment” and draws two significant consequences from
the right “for every person to know his or her health conditions and be
informed” (art. 1, § 3).

First, patient autonomy must be read alongside the physician’s
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disclosure obligation, including diagnosis, prognoses, benefits and risks
of investigations and medical treatments, alternatives and effects of a
potential refusal to treatment. As part of the fiduciary commitment, the
‘afore’ right also encompasses building up or maintaining the patient’s
autonomous choice capacities. It mainly applies when consent or refusal
to treatment do not refer to the current situation (i.e., health care
planning about disease progression and effects on quality of life), or
when the patient asks not to be informed or does not want to make their
own medical decisions. In this instance, the refusal must be registered in
the clinical health record and next of kin may handle the matter if the
patient delegates such right.

Second, respect for patient’s autonomy leads to physician’s immu-
nity [4].

Most importantly (art. 1, § 5), the Act also focuses on unbalanced
care relationships, which involves disagreement or interruption of
ongoing medical treatment or even emergency, and requires rules
adapted to the specific situation. The physician is due to assist an en-
dangered person unless he or she refuses, or should intervention be
against dignity. If the patient refuses treatment, this refusal has to be
consented by the Doctor and respect for the patient’s autonomy prevails,
provided that informed consent can, in any circumstance, be waived if
the probe is satisfied.

Because of refusal’s grave consequences, the legislation (art. 1, § 4)
focuses on standard evidence when consent is obtained, waived (in
writing, with video registration or special devices in case of people with
disabilities) and stored (electronic health record). The Act also clarifies
that artificial nutrition and hydration are considered medical treatments
and, therefore, are refutable. Life support treatment is broadly inter-
preted, encompassing any procedure or treatment, even performed by
family member or caregiver, aiming at maintaining vital functions
(sentence 135/2024).

Complete immunity is granted to the physician, and the patient is
entitled to palliative care (not only in case of treatment refusal) to
preserve dignity. In case of refractory distress, continuous deep sedation
is allowed according to the prohibition of patient abandonment (art. 2).
However, limits of palliative care in addressing suffering led patients,
having renounced to life support treatment, to ask for assisted dying,
instead of undergoing slower medical process, to be stopped at a later
stage. In that context, four criteria must be met: incurable illness,
intolerable physical or psychological suffering, dependence on life-
supporting treatment and adult competent patient (sentence 242/
2019) [5.6].

Capacity and representation

The Act is concerned with ensuring patients’ abilities for an appro-
priate decision-making process. It fosters patient’s capacities as agents
and also provides general capabilities for governance and self-
management. Following common Italian rules, the Act requires
adequate understanding that allows meaningful choice (mental capac-
ity) and implements measures to remedy legal incapacities.

The informed consent process postulates decision-making capacity,
an autonomous criterion referring to one point in time when a task is
performed. In practice, it is akin to the physician’s obligation to deliver
understandable information, as it involves the ability to understand and
process information. Still, it formally derives from the patient’s funda-
mental right to know, or not to know, their health status [7].

As far as legal incapacity is concerned (i.e., incapacity to make an
autonomous choice), the Act deals with surrogate decision-makers with
either partial or full authority.

Should the patient be a minor, informed consent is issued by legal
representatives. However, the child must be allowed to express his or her
views freely, in accordance with age and maturity and with full respect
of his or her dignity.

Adults under curatorship and guardianship are also considered:
whereas the former is allowed to express consent (except when the
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authorized surrogate has plenary powers over health issues), the latter
has the right to be heard, if practicable, provided that the representa-
tive’s decision is targeted to preserve, in any circumstance, his or her
psychophysical health and dignity.

If a controversy arises between the surrogate agent and physician
about an adequate decision (consent or refusal), the matter is taken to
court.

Advance directives (“advance treatment disposition”)

The Act speaks about “advance treatment dispositions” instead of
directives. In doing so, the reference is made to a person’s subjective
right to control his or her own body (to dispose of it). Again, legal
predictability is very much concerned with probe and effectiveness, as
beliefs and choices shift over time. In addition to a person’s freedom,
safeguarding identity is paramount because the end of life is inextricably
linked to the dignity of experience [8].

Standards of evidence

Advance dispositions aim at governing future decision making,
should a person become incompetent. The Act does not restrict their use
to terminally ill patients and incentivizes their adoption by providing
that no tax, whatever kind, is due. The Ministry of health creates a
specific public database. It encompasses both substantive and proxy
dispositions.

Substantive dispositions (living will) specify or decline therapeutic
choices in foreseeable circumstances. As much as possible, they antici-
pate a full range of medical situations (single treatment or general
procedures) that might occur and could lead to unacceptable living
conditions. A living will must be drawn up and certified in due legal
form or, at least, hand-delivered to the civil registrar of the local au-
thority, possibly to the health facility in case of deponents’ critical
conditions. Medical institutions’ involvement is consistent with the
Italian public care model, which empowers them to safely store advance
dispositions [9]. Persons with disabilities are, again, allowed to
communicate through video registration or special devices.

Proxy dispositions are formal documents attached to the advance
dispositions. A person assigns/allows another one (whether or not he or
she is a family member) to act on his or her behalf when dealing with
physicians and a health facility. They strive to reconstruct an in-
dividual’s story referring to any identity signs (personal convictions,
beliefs, tenets, inner experiences) able to reflect, with certainty, his or
her personal view of life. This fiduciary commitment, signed by the
authorized person, must observe the same formal requirements as those
present in substantive advance dispositions (i.e., public deed or personal
delivery).

Both types (substantive and proxy) can, at any time, be renewed,
modified or waived in accordance with the principle of congruent forms.

Critical issues

Without prejudice to physicians’ obligation to enforce advance dis-
positions, the Act contemplates three major temporal gap issues. The
first concerns failure of patient’s representative, the second is about
clear inconsistency between provision’s content and patient’s current
health conditions, and the third deals with an emergency. The Act’s
purpose is to get effective implementation through the patient consent
process aiming to reshape the healthcare relationship.

In the event of death, renouncement, or incapacity of the authorized
person (first case), advance provisions are deemed enforceable in
respect of the signor’s will, regardless of the formal deed’s invalidity.

Inconsistency concerns (second hypothesis) therapies which were
non-predictable at the time of signing, or evident change to the existing
patient clinical status, advance dispositions can be disregarded if the
authorized person agrees. This decision-making process aims to verify
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compliance with end-of-life situations by restoring, if necessary, self-
fulfillment experiences to preserve a person’s dignity. Otherwise, con-
flict is taken to court, which can adjudicate on the legal representative’s
appointment.

Eventually (third case), should emergency reasons prevent disposi-
tion withdrawal in due form, revocation is deemed admissible by the
signor’s oral statement supported by two witnesses.

Final remarks

The main features of the Act lie in its respect for patient’s subjectivity
reflected in its listening capacity towards the wishes of the person [10].
However, full recognition of the right to refuse medical treatment and
access to palliative care does not, as noted, entirely cover end-of-life
issues. The inclusion of adequate palliative care within the Act did not
permit the anticipation of death and, despite clear admonition to amend
it according to the Constitutional court provisional views, no draft has
been discussed within the delay granted. Having suspended the uncon-
stitutionality decision of art. 580 criminal code by order 207/2018, the
Court was due to rule on the merits to guarantee fundamental rights.
Medical aid in dying is thus available on a case-by-case and time-based
approach: for cases subsequent to the 242/2019 ruling, the criteria set
forth by the Court are applied whereas prior cases are dealt with
“equivalent guarantees”.
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