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Informed Consent

Kostadin Kostadinov, MD, MPH, MEcon

Autonomy implementation in clinical practice

The word autonomy is derived from the Greek words auto (self) and nomos (law) — one who
gives oneself own law. For full implementation of autonomy the following conditions have to be
respected:

1. Right to information
2. Right to confidence
3. Right to privacy

Right to Information

Full information is an essential basis for any rational process through which an individual can
form an opinion and reach a decision. The duty to inform is, therefore, among the basic tasks
of every physician. Regarding language, form, and contents, information should be adapted to
patient’s understanding; it should contain all essential facts upon which a decision is built. For
chronic diseases, presenting information to a patient should be regarded as a process, rather than
a single event: information changes along with the dynamics of the disease. The patient’s right to
information corresponds to the physician’s virtue of veracity.

Right to Confidence

Since the time of Hippocrates and other ancient healers, respect for confidence has been among the
basic physician’s duties. Disrespect of confidence may affect patients’ autonomy since individuals
not authorized by the patient may influence decision-making as well as infringing the patient’s
privacy. Other patients’ rights and interests may also be affected. As an example, spreading the
information about a genetic predisposition to a disease may affect individual’s interests regarding
education, employment, health and life insurance, or choice of partner, and may also affect the lives
of other family members.



Right to Privacy

While the obligation to confidentiality corresponds to the right of a patient to control the flow
of personal information, respecting privacy should protect a patient’s right not to be disturbed
in his private world. The degree to which the right to privacy is respected may be the most
obvious difference between state-owned and private providers of healthcare. Inadequate conditions
in overcrowded hospitals lead to frequent disrespect of the right to privacy. During hospital rounds,
patients are often interviewed or examined in the presence of other patients in the same room.
However, we should not blame only the old hospital facilities: quite often, physicians and other
health personnel do not even notice that their conduct is inappropriate.

The nature and purpose of informed consent

Decisions about medical treatment are ideally made following discussion, with the doctor’s clinical
expertise and the patient’s individual needs and preferences being shared in order to select the
best treatment option. The patient’s consent is then the trigger that allows treatment or
examination to take place. Seeking consent from patients therefore forms a crucial part of the
practice of almost every doctor. It is central to the partnership between doctor and patient, with
each having a role in decisions about treatment or care. Patients should be listened to and their
views respected in the course of discussion. This should involve the sharing of information required
by patients in order for them to reach decisions for themselves. Consent is also the cornerstone in
good medical practice.

General principles

1. A patient gives consent when they has capacity, is adequately informed and voluntarily agrees
to treatment, examination or another aspect of healthcare. Before examining or treating adult
patients with capacity, doctors must obtain patient consent, except in emergencies where
it is not possible to do so or where the law prescribes otherwise, for example where
compulsory treatment is authorized by mental health legislation

2. Adults are always presumed to have capacity* unless demonstrated otherwise. Unex-
pected or apparently irrational decisions do not mean a patient lacks capacity, but may
indicate a need for further information or explanation.

3. For consent to be valid the patient must:

e have capacity

e be offered sufficient information to make an informed decision
¢ be acting voluntarily and free from undue pressure

e be aware that they can refuse.

4. Patients may have capacity to make some healthcare decisions but not others. Their capacity
may also fluctuate over time. Patients may give explicit or express consent orally, in writing
or by other means of communication available to them. They may also imply consent non-
verbally, for example by complying with the proposed examination or treatment. Adult
patients with capacity are entitled to refuse treatment, even where treatment would clearly



benefit them. The only exception to this rule is where the treatment is for a mental disorder
and the patient is detained under mental health legislation.

The process of seeking consent

Consent is not a one-off event, it involves a process of information giving and explanation that
facilitates informed decision making. It is essential that informing and involving patients, in a way
that they can understand, is not seen as ‘additional’ to medical practice, but as an integral part of
it. In much of healthcare, informed patients indicate their consent through actions, such as opening
their mouth for examination, offering an arm for blood pressure to be taken or attending a doctor
and giving information about an illness. Consent that is indicated in this way is often termed
‘implied’ consent and applies only to the immediate procedure, and not necessarily to subsequent
tests or treatment that flow from it. However, acquiescence when a patient does not know what
the intervention entails, or that there is an option of refusing, is not ‘consent’. Consent that is
given orally, in writing or via other means of communication available to the patient, is known as
‘explicit’, or ‘express’, consent. A signed consent form is simply prima facie evidence that the
process of information giving and explanation has taken place. It is the quality and clarity of the
information provided, along with the capacity of the patient and the voluntariness of the consent
given, which determine the its validity, rather than a signature on a piece of paper.

Type of information to be given

You must fully inform the patient of the risks and benefits of each procedure in advance. The
explanation must be in language that the patient understands and include full information regarding
alternative treatments. The patient cannot make an informed choice for one treatment if they
does not know the existence of others. The information should include:

the diagnosis and prognosis;
any uncertainties about the diagnosis or prognosis, including options for further investigations;
options for treating or managing the condition, including the option not to treat;
the purpose of a proposed investigation or treatment and what it will involve;
the potential benefits, risks and burdens, and the likelihood of success, for each option;
whether a proposed investigation or treatment is part of a research programme or is an
innovative treatment designed specifically for their benefit;
7. how the proposed treatment differs from the usual methods, why it is being offered, and if
there are any risks or uncertainties;
8. the people who will be mainly responsible for and involved in their care, what their roles are,
and to what extent students may be involved;
9. their right to refuse to take part in teaching or research;
10. their right to seek a second opinion;
11. any bills they will have to pay;
12. any conflicts of interest that the doctor, or healthcare organisation, may have;
13. any treatments that the doctor believes have greater potential benefit for the patient than
those that the doctor, or his or her healthcare organisation, can offer.
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Refusing to receive information

In most cases, doctors and patients decide together which treatment option would be the most
appropriate. Doctors contribute their clinical knowledge and experience while patients bring their
personal needs, preferences and values to the decision-making process. In some cases, however,
patients do not want to know and ask their doctor to make the decision on their behalf. When this
happens, doctors should try to find out why the patient feels this way, and explain the importance
of knowing the options open to them and what the treatment will involve. Even if they continue to
refuse, it is a legal requirement that basic information, such as what the treatment or procedure
is intended to achieve and what it will involve, including any serious risks, be provided in order
for consent to be valid. If patients insist that they do not want even this basic information, the
doctor must explain the potential consequences of not receiving it; for example, their consent to the
treatment or procedure may not be valid. Doctors must record the fact that a patient has declined
basic information and make it clear to patients that they can change their minds and have more
information at any time.

Without basic information, patients cannot make a valid choice to delegate responsibility for
treatment decisions to the doctor. The amount of basic information needed depends upon the
individual circumstances, the severity of the condition and the risks associated with the treatment.
Some doctors ask patients to sign a form confirming that they were offered information but declined
it, both in order to emphasize the importance of the decision the patient is taking and to protect
the doctor against future charges of failing to provide sufficient information. Others record each
discussion that takes place in the medical notes. Either way, it is important to have thorough
documentation of the information refusal, and to do so in a form that is easily accessible to others
providing care for the patient

Documenting consent

Doctors should make a note of the information provided in discussions they have with patients
about the nature and purpose of more complex or ongoing procedures, or, for example, elective
surgical interventions, when seeking consent. This is usually by recording contemporaneously in
the health record that information has been provided and a discussion has taken place. In many
cases, there is no need for patients to indicate their agreement in writing.

Where complex procedures are proposed, or there are significant risks associated with the procedure,
consent forms are used to document the patient’s agreement. They are common, for example, in
surgery. The form simply documents that some discussion about the procedure or investigation
has taken place, but it is the quality and clarity of the information given, rather than a signature
on a form, that is paramount.

Written consent is needed when:

1. the investigation or treatment or procedure is complex or involves significant risks

2. there may be significant consequences for the patient’s employment, or social or personal life
3. providing clinical care is not the primary purpose of the investigation or treatment
4

. the treatment is part of a research programme or is an innovative treatment designed specif-
ically for the patient’s benefit



The scope of consent
Duration

Consent should be perceived as a continuing process rather than a one-off decision. Before
beginning treatment, a member of the healthcare team should check that the patient still wants to
go ahead. Doctors sometimes query the length of time for which consent is valid. In usual practice,
this is not an issue because patients’ continued participation in treatment is an indication that they
have not changed their minds. Occasionally, however, if treatment involves a number of invasive or
complex procedures over a period of time, for example successive surgical interventions, it may be
appropriate to ask for explicit, or even written, consent for each intervention. Sometimes there is a
long period between the original consent being sought and the procedure being undertaken, during
which time the patient’s condition or wishes may have changed, or new information may have
become available. It is then important to reaffirm that the patient still consents to the procedure
going ahead, even if no new information or explanations are needed. It is important that the patient
is given continuing opportunities to ask further questions and to review the decision.

Exceeding consent

Consent is valid only insofar as it applies to the treatment in question; so, for example,
when a patient agrees to a surgical procedure, the surgeon cannot simply change their mind and
perform a different or additional operation. If the patient signs a consent form for an operation on
her left knee, you cannot, in the operating room, decide to operate on her right knee and assume
that you have consent. If a patient signs a consent for an appendectomy, but when you open her up
you find colon cancer, you cannot just do the colectomy without first informing the patient of the
additional procedure and obtaining consent. There can be no presumption for consent for anything
beyond what the patient specifically said they consented to. Either the patient has to sign consent
in advance for the other procedures or they have to regain consciousness and have the additional
procedure explained.

The only time when doctors are justified in proceeding without prior authority is when it is
essential to do so immediately in order to save life or prevent a serious deterioration in the patient’s
condition, and it is not possible to obtain that person’s consent.

Informed refusal

Patients are not obliged to justify their decisions to refuse treatment, but the healthcare team should
ensure that patients base their decisions on accurate information and that they have corrected any
misunderstandings. Just as patients giving consent should have sufficient accurate information,
those refusing should ideally have an awareness of their condition, the proposed treat-
ment, any significant risks or side effects, the probability of a successful recovery, the
consequences of not having the treatment and alternative forms of treatment. Doctors
must not put pressure on patients to decide in a particular way, but should allow them time to
consider a decision with potentially serious consequences.

A refusal of a particular treatment does not imply a refusal of all treatment or all facets
of care. When a patient has refused treatment, alternative treatments and procedures intended to



keep the patient comfortable and free from pain or discomfort should still be offered. In addition,
patients are entitled to change their minds about a decision, including a refusal, at
any time, so long as they have the capacity to do so. If there are circumstances in which not
providing treatment at a given time would limit the options for providing treatment in the future,
this should be made clear from the outset. For example, a cancer may be operable at the time a
patient presents for treatment; if the patient refuses and then changes his or her mind a month
later, the cancer might have progressed to a stage that is inoperable.

Capacity to give valid consent

Competence is a legal term. Competency decisions transpire within the judicial system. Only
a court can determine that a patient is incompetent. All adult patients are considered com-
petent unless specifically proven otherwise. Physicians can determine whether or not a patient
has the capacity to understand their medical condition. The physician makes a determination
of the capacity to comprehend patients medical problems based on whether there is an organic
delirium due to a clinical condition such as hypoxia, drug intoxication, meningitis, encephalitis,
or a psychiatric disorder. These determinations are based in large part on a neurological tests on
memory, comprehension, reasoning, and judgment. Any physician can make this determination
not only psychiatrist. However, psychiatrist may be useful in rendering decision-making capacity
determinations in cases that are complex or equivocal. If the patient obviously does or does not
have the capacity to understand, a psychiatrist is not needed.

Minors

By definition, a minor is a person under the age of 18. With some exceptions, minors are
generally not considered competent to make their own decisions. Only a parent or a legal guardian
can give consent for a minor. Neighbors, aunts, uncles, and grandparents cannot give consent.
This rule does not cover life-threatening or serious emergencies. Consent is always implied
for emergency treatment. A physician should not withhold blood or surgery in a life-threatening
accident just because the parent is not present.

A small number of minors, particularly at older ages such as 16 or 17, may be considered
“emancipated” or freed of the need to have parental consent for any medical care. The criteria are
that the minor is married, self-supporting and living independently, in the military, or the parent of
a child that they themselves support. The criteria for being an emancipated minor relate to being
no longer dependent on one’s parents for support. In other words, if the minor does not live with
their parents, has a job, and is self-supporting financially, then the minor no longer is dependent
upon parental consent for his actions. An emancipated minor is free to make health-care decisions
in all areas, not only just STDs, prenatal care, contraception, or substance abuse.

Psychiastric patients

All suicidal patients are considered to lack capacity to understand because active suicidal ideation
is deemed to be a sign of impaired judgment. In addition, the level of competence necessary to
make financial decisions is different from that necessary for an informed refusal. In other words, a
patient may have a history of bipolar disorder making it impossible for him to manage financial



decisions. However, the same person might still be considered to have capacity to refuse treatment.
There is a very limited demand placed on patients to establish capacity to refuse treatments.

Proxy decision making and the role of those close to the patient

When patients lack the capacity to make decisions, others clearly need to make it on their behalf.
Families and those close to the adult often feel that they are the natural decision makers, but the
law is clear that they are only entitled to consent where they have been appointed as the patient’s
proxy decision maker. Surrogate decision-making does not refer to the ethical principle
of autonomy, but rather to the ethical principle of beneficence. When making a decision
about a medical procedure for my child or for my elderly parents with dementia, one should not
defend a decision that would be harmful. Children are not parents’ property, and parents share the
duty to act in their best interests. The physician has the right and the duty to defend a child or
another person with limited autonomy when a surrogate decision-maker acts against the patient’s
best interests. In cases of disagreement, the interests of the child, or of another person with limited
autonomy should prevail. The most appropriate resolution of such a disagreement is a rapid court
decision.

Advanced Directives

In cases of limited autonomy, the patient’s advanced directive is the second possibility to support a
medical decision. Advanced directives are a logical consequence of the clash between the widening
options of modern medical technologies to prolong life, and the increasing awareness of the right to
control one’s own life, here including dignity when approaching the end of life.

Elderly, or patients with severe chronic diseases often wish to express their preference regarding
treatment in case of future incompetence and deterioration of their health. Since nobody
can envision all possible future scenarios, the contents of such advance directives are usually quite
broad and include statements such as refusal to be admitted to an intensive-care unit, or
refusal of resuscitation.

While advanced written directives remain rare in many countries (including Bulgaria), it is clear that
this practice will become more common in future. Advanced directives may be written and signed,
sometimes in the presence of a family physician. They may also be expressed orally, preferably
in the presence of at least two witnesses. An advanced directive has no absolute validity.
First, there is a time limit: many laws and regulations limit the validity of patients’ advanced
directives to 5 years, after which the person should renew its validity. Physician should always
strive to understand whether the patient really envisioned the current situation at the time when
formulating an advanced directive. The nature of the current medical problem is important: while
a successful antibiotic treatment of acute pneumonia may quickly return the patient to her previous
state, such a scenario is clearly different from a decision to start long-lasting artificial ventilation.
Even when presented with a clear advanced directive, the physician should speak to a frail
patient and try to get his or her current preference.



Summary — capacity to give valid consent

Adult patients are presumed to have capacity to make treatment decisions unless there is
evidence to the contrary.

A patient’s capacity should be assessed on an individual basis and should not be assumed on
grounds of disability, age, appearance or the fact that the patient’s decisions appear to others
to be irrational or unjustified.

Capacity is decision specific and patients’ abilities can fluctuate over time.

Patients should not be regarded as incapable of making or communicating a decision unless
all practical steps have been taken to maximise their ability to do so.

Patients with capacity can make advance decisions or appoint a welfare attorney to make
healthcare decisions on their behalf in the event that they lose capacity
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