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ABSTRACT
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In December 2017, Law 219 named ‘Provisions for informed consent and advance treatment directives’ was approved in
Italy, and on the one hand, this law helped the daily medical activity, and on the other hand, it enhanced the patient’s self-determination. This contribution analyzes the new legislative disposition and the possible medical-legal and practical implications
for patients entrusted in hospitals. In particular, it focuses on the usefulness of early planning of medical care decisions in
complex pathological situations in order to enhance the patient’s self-determination and his eventual impassable refusal. It also
safeguards the medical work from disputes and claims, preserving medical autonomy and competence.
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On 22nd December 2017, the Law no. 219/2017
‘Provisions for informed consent and advance treatment directives’,1,2 comes after a long political and cultural discussion, especially regarding the possibility
of refusing potentially life-saving health treatments. It
also gives the possibility to anticipate the clinical decision about treatments and procedures in the anticipation of a pathological situation that potentially
makes the patient unable to decide. With this intervention, the risk of implementing a persistent therapy or
incongruous assistance is lowered.3-6

The law is structured in eight articles and in particular: i) clear indications for informed consent: the
terms of the information that has to be given to the patient, the possible forms of expression of consent, the
usefulness of the patient’s will regarding the unwanted
health treatments, indications regarding hydration and
artificial nutrition, professional medical liability implications concerning the refuse of a medical act or
therapies; ii) indications about access to pain therapy
and dignity in the final stage of life; iii) the possibility
of giving consent or dissent to medical acts and treatments before the occurrence of pathologies, that could
lead to a loss of autonomy, through a) the anticipated
provisions of treatment and b) the joint planning of
treatments.
In this paper, we want to analyze these elements
in order to make them practical for clinical use in daily
medical activity.
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Informed consent and refusal

Art. 1 paragraph 2 and 3: Care relationship and
trust between patient and doctor are promoted and
valued; the informed consent is expressed considering
the patient’s decision-making autonomy and competence, the professional medical autonomy, and the
doctor’s responsibility. (...) Each person has the right
to know their health conditions and to be informed in
a complete, updated and understandable way regarding the diagnosis, prognosis, benefits, and risks of the
diagnostic tests and indicated health treatments, as
well as regarding possible alternatives and the consequences of any refusal of the medical treatment or the
diagnostic assessment (...). Article 1 focuses on determining the discipline of informed consent. Far from
being a simple formal paper act, it becomes the true
expression of the patient’s decision-making autonomy,
affirming that no act can be started or continued with-
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relationship. Pursuant to paragraph 5, the patient capable of self-determination has the right to refuse, in
whole or in part, any diagnostic assessment or health
treatment, as well as the right to revoke the consent
given at any time, even when the revocation involves
the interruption of the treatment itself. The law explicitly recognizes artificial nutrition and artificial hydration as health treatment as they are administered on
medical prescription through medical devices; this
aims to definitively resolve the ethical and bio-juridical debate following the Englaro case.7 In light of
these statements, the physician has the possibility not
to initiate medical acts that the patient refuses but also
to interrupt them eventually. Regarding these issues,
before this law and in an era characterized by the presence of an important legal-medical dispute8-12 some
circumstances and decisions related with a refusal of
the patient may raise concerning for professional medical liability claims.13-16
Paragraph 6 clarifies the issue and establishes that
the doctor - and with him, all the healthcare team - is
required to respect the patient’s willingness to
refuse/renounce health treatment and is exempted
from civil or criminal liability when he respects these
wills. On the other hand, the doctor is not required to
implement health treatments requested by the patient,
which are, however, contrary to the law, professional
ethics, or good clinical-care practices, towards which
he has no professional obligations.
Discretionary spaces are opened, however, in
emergencies such as in paragraph 7, where it is imperative to comply with the patient’s wishes in any case
if the clinical conditions and circumstances allow to
receive them.
Paragraph 8 is totally and exclusively used to affirm the cardinal principle of law 219/2017: the time
of communication between doctor and patient constitutes healthcare time. This affirmation completes with
sobriety the provisions of the preceding paragraphs
and constitutes a strong statement for the entire profession, which must know how to mediate and commit
itself to know the context in which it operates, finding
the time and space to build the relationship of care.
Paragraph 9 is directed to public and private healthcare structures, which must guarantee the correct application of the principles preserved in the law with the
implementation of their organizational methods.
Paragraph 10 highlights the need to take care of
communication methods to redesign the care relationship between doctor and patient effectively; this objective must also be pursued through the continuous
training of health professionals. The legislative provision also recognizes the possibility of indicating, in
advance, the patient’swill regarding health choices
through specific instruments such as advance treatment provisions and the joint planning of treatments.
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out the patient’s consent. With this Law, a real empathic relationship and continuous process of dialogue
between patients and doctors, become the fundamental
base of the medical care alliance. This relationship is
based on information that, by law, becomes the patient’s right and qualified as complete and updated
concerning all activities.
Paragraph 2 enhances and promotes the care relationship between doctor and patient. It has not to be a
one-sided flow of data, but it has to have at the base
the patient’s decision-making autonomy interacting
synergistically with the competence, responsibility,
and professional autonomy of the doctor. The latter
prevents the risk for the professional to be forced to
bend his/her skills to the patient’s requests when these
conflict with his/her clinical conviction. The doctor
can thus legitimately refuse a treatment requested by
the patient if it is inappropriate in light of the scientific
knowledge available and the clinical presentation of
the patient. Consequently, exercising not only a right
but a duty of its own. In this sense, the professional
autonomy of the doctor acts as a counterweight to the
principle of informed consent, consequently safeguarding the mutual spaces of freedom. The concept
of relationship care extends, in paragraph 2, to the entire healthcare team on one side and, on the other side,
to the patient’s relatives, if the patient wishes, emphasizing the importance of the circle of affections and
relationships that surrounds the individual.
Paragraph 3 outlines the breadth of information to
be provided to the patient, which must be not only
complete but also adequate for the patient’s ability to
understand and rendered in a balanced, truthful and
responsible manner so that he can effectively and conscientiously express his will; in this sense, the processing and the transmission of information are as
important as the information itself. However, the person has no obligation to be informed, being able to refuse health information; this refusal must be explicit
and carefully recorded in the patient chart. Then, the
patient may indicate family members or a person of
his trust as those in charge of receiving the information
and expressing consent in his place. The legislation
also regulates the form of documentation.
Paragraph 4 illustrates, in fact, the duty and the
various possibilities of documenting the consent/dissent, without introducing the excessive obligation of
the written form for each type of consent, except for
the few and specific cases in which the written form
is provided for by law (e.g., blood or blood’s components transfusion, donation of blood and marrow, HIV
diagnostic assessment, donation of organs/tissues, removal and grafting of the cornea, rectification regarding attribution of sex, clinical experimentation, etc.)
Another important contribution derives from the
concrete definition of respect within the doctor-patient
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Art. 5 paragraph 1: In the relationship between patient and doctor referred to in article 1, paragraph 2,
regarding the evolution and the consequences of a
chronic and disabling pathology or characterized by
unstoppable evolution with a poor prognosis, the
healthcare team can establish a joint planning of the
care shared between the patient and the doctor, with
which the doctor and the health team are required to
comply if the patient finds himself in a position where
he cannot express his consent or in a condition of incapacity.
Article 5 defines the shared care planning (SCP),
a crucial tool for pursuing the purpose of personalized medicine, focusing the doctor’s attention on the
needs of the individual patient. The SCP appears to
be a different tool from the APT: although they are
both a vehicle for self-determination of the individual, the APT refer to health treatments and see the
person as the primary subject of the action, while the
SCP, is an instrument with greater precision and concreteness, places common decision of healthcare acts
at the center and involves a process that develops the
relationship between doctor and individual, who has
already become patient, and that is experiencing a
pathological situation. Regarding the beneficiary of
the SCP, the interpretation of legislation places the
principle of treatment planning at the disposal of patients capable of acting. At the beginning of the first
paragraph, it is made clear that the SCP is about the
evolution of the consequences of a chronic and disabling pathology or characterized by unstoppable
evolution with a poor prognosis. The two conditions
described, however, could lead to multiple interpretations, the chronic pathology referring to multiple
degrees of disability or the poor prognosis to the
quality of life, the duration of the disease, or even
death. Therefore, it is possible to create an SCP in
any case of pathology and without particular time
constraints; regarding this, there is the possibility of
updating the SCP as the disease progresses. The SCP
is a powerful instrument, where the doctor offers the
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Art. 4, paragraph 1. Any person of legal age and
capable of understanding and wanting, in prevision of
any future inability to determine themselves and after
having acquired adequate medical information on the
consequences of their choices, can, through the APT,
express their own will in the matter of health treatments, as well as consent or refusal with respect to diagnostic tests or therapeutic choices and individual
health treatments. It also indicates a trusted person
who takes his place and represents him in the relations
with the doctor and with the healthcare facilities.
Article 4 defines a completely new legal instrument with which healthcare professionals will necessarily have to face in clinical practice: the anticipated
provisions of treatment (APT).
In paragraph 1 the APT find their regulatory definition; they are the real expression, in a legal act or biological testament, of the person who, at the time of
drafting, could be in perfect health but wants to express his will in the matter of health treatments, as well
as the consent or refusal regarding diagnostic exams,
therapeutic choices or individual health treatments,
with which the doctor is required to comply.
The role of the trustee, whose definition is completed in the following paragraphs 2, 3, and 4, is defined as an adult, with full possession of his or her
faculties to take the place of the patient and to represent him in the relations with doctors and with healthcare facilities. The nomination of the trustee
constitutes a possible, and not essential content of the
APT: the law expressly admits the possibility not to
nominate a trustee; it also provides for the hypotheses
of revocation or renunciation of the assignment, without subordinating them to the indication of a new person with these functions. The legislation does not even
prohibit the nomination of multiple trustees, but it is
generally recognized the opportunity to identify one
of them only to avoid possible situations of conflict
between them.
In paragraph 5, it is stated that the APT can be disregarded accordingly with the trustee. This clearly explains not only the natural possibility of the subjects
to change their beliefs but also future improvements
of medical science, not computable at the time of the
stipulation of the APT, as well as the possible, obvious
inconsistency or lack of correlation with the current
clinical situation. Considering the possibility of a conflict between the trustee and the doctor, the decision,
in this case, is left to the judge, according to paragraph
5 of article 3.
In paragraph 6, there is the greater rigidity of the
APT in its formulation. Despite the informed consent,
the APT must be drawn up by public deed, by authenticated private writing or by private writing personally
delivered by the settlor to the registry office of the mu-

nicipality of residence, which provides for the annotation in a special register. In the event that the physical condition of the patient does not allow it, the APT
can be expressed through video recording or devices
that allow the person with disabilities to communicate.
With the same forms, they are renewable, modifiable,
and revocable at any time.
Pursuant to Ministerial Decree of 10th December
2019, no. 168, regarding the regulation concerning the
national database destined to the registration of the
APT, it has been founded a computed database to register the APT, which can be consulted by any hospital
in the national territory.
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In modern medical practice, it is useful to have a
legislative provision inherent the informed consent,
which clearly delineates opportunities and limits of
medical activities performed on the person. The law
is an exceptional tool for real personalized medicine
by focusing attention on the needs of the individual
patient and, at the same time, decreasing the risk of
professional medical liability. The SCP, in particular,
tries to put the decision-making interlocutors on the
same level by pursuing intermediation or, in any case,
a comparison, in order to safeguard the patient’s health
and life conditions, in an adequate and qualified information context. Up to the present time, there is a sort
of inertia in the complete application of the legislative
provisions. Therefore, further efforts must be made to
render it an ordinary practice for both the healthcare
professionals and citizens.
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patient his/her technical-scientific competence making sure that it is well understood: the doctor will then
have to accept the patient’s choice, the result of a
complete and fully informed communication and decision-making process. Concerning the information,
it must be general, regarding the patient’s health conditions, and in particular on the possible evolution of
the pathology in progress, on what the patient can realistically expect in terms of quality of life, on clinical
possibilities to intervene, and on palliative care. Article 5 also provides for the specific figure of the
trustee who has the role of representing the patient
and managing the situations in which the clinical conditions contemplated in the SCP occur, and informing
the professionals who did not take part to the planning process about this document . In addition, he
will explain and represent the patient whenever the
content of the SCP is unclear or ambiguous; the
trustee will then be able to suggest its appropriate interpretation through his knowledge of the patient’s
life conception and aspirations. From these considerations, therefore, derives the opportunity for the
trustee to attend the drafting of the SCP document,
where the patient will be able to explain the role entrusted to the trustee in a detailed and modeled manner based on his needs. Regarding the powers
attributed to the trustee, the patient can confer a
merely attesting function (confirming the patient’s
will with a path already completely outlined), or integrative (departing or integrating the schedule in the
presence of specific circumstances) or completely
creative (the possibility of making decisions by replacing the patient). Given the elusiveness of the normative text on the matter and the risk of interpretative
doubts on the extent of the trustee’s powers, with significant consequences on the clinical-therapeutic
choices, it is highly recommended to carefully take
care of the definition phase of the SCP, diligently
specifying the role that the patient intends to attribute
to the appointed trustee. In case of decisions made by
the trustee that are not shared with the patient and/or
manifestly inconsistent with and/or not respectful of
the patient’s interest, the doctor, finding himself in
conflict, must proceed by requesting the intervention
of a judge, according to paragraph 5 of article 3.
Formulating an SCP involves an informative preliminary phase, a phase of evaluation between the indications provided by the doctor and the aspirations of
the patient, then, in the last part, the agreement between
the professional and the patient with the involvement
of the trustee. This process must be fully confirmed in
a special report, signed by all parties involved, which
must be included in the patient’s medical record and
electronic health record, having the same legal value. It
is also advisable to provide a copy of the report to the
patient himself and the appointed trustee.
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