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(4) an injury for which monetary compensation is adequate
relief.'®

A TYPICAL MEDICAL INFORMED CONSENT CASE

A typical medical informed consent case usually arises in
conjunction with an underlying medical procedure. For
example, if a patient suffers a stroke during an invasive
vascular procedure, the patient might allege—in addition to
and separate from any medical malpractice claim—that,
because the physician did not discuss the risks and benefits
of the procedure and reasonable alternatives to it, the patient
could not make an informed decision whether to proceed. As
previously noted, to establish a lack of informed consent
case, a patient must first show that the physician had a duty
to discuss the risks and benefits of the procedure and
reasonable alternatives to it with the patient, and that
discussion should have been in accordance with an accepted
standard within the medical community."” That is, the
physician is expected only to disclose risks that might
reasonably be known to occur with the particular proce-
dure. Therefore, the discussion might vary depending on
the nature of the procedure and the patient’s relevant
comorbidities. States have applied different approaches in
articulating the standard regarding the physician’s duty to
disclose.

DEFINING THE STANDARD OF DISCLOSURE

Two dominant approaches, the “professional” standard and
the “materiality” standard, define the standard of disclosure
of information by which a physician’s duty to the patient is
measured.'’ The professional standard requires the physician
to disclose information that other physicians possessing the
same skills and practicing in the same or a similar commu-
nity disclose in a similar situation.?® The second approach by
courts is the materiality or “prudent patient” approach, al-
lowing the jury to decide whether other information would
have been considered important by a reasonable patient in
making a decision and therefore requiring disclosure.?!

The courts recognize situations when a physician’s non-
disclosure will be excused, including cases of the patient’s
mental incompetence, medical emergencies, and the thera-
peutic privilege exception.” If a patient is incompetent to
make a reasoned decision, then disclosure to the patient
might not be required.” The physician can also withhold
information under the therapeutic privilege if disclosure
would interfere with treatment or would adversely affect
the condition or recovery of the patient.* The emergency
exception to disclosure applies in situations where attempt-
ing to secure consent would delay necessary and proper
treatment.” Last, physicians need not disclose risks of
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which the patient is already aware or risks that are com-
monly known.? Individual state law and court decisions
determine which approaches and exceptions apply in an
individual physician’s practice.

PHYSICIAN’S DUTY TO DISCLOSE
RISK INFORMATION

Materiality jurisdiction courts have attempted to provide
some guidance for physicians by suggesting that the
physician’s duty to disclose risk increases as the magnitude
of the risk increases. These courts uniformly fail to give
explicit guidelines or to identify on what scale risks are to
be measured.”’” All severe risks (death, paralysis, loss of
cognition, loss of a limb) should always be disclosed, even
if the probability of occurrence is negligible. Further, even
less severe risks, if frequent, should always be disclosed.
Nominal risks with low probability of occurrence need not
be disclosed. Courts do not place emphasis solely on conse-
quences, recognizing frequency as an important compo-
nent of risk.?® The professional standard asserts the doctor’s
duty to disclose is what a reasonably prudent physician
with the same background, training, and experience would
have disclosed to the patient in the same or similar circum-
stances. The professional standard does not give explicit
guidelines regarding the disclosure of risks.

The courts stress that full disclosure is not required. Full
disclosure is a slippery slope for physicians involved in
medical informed consent. There are reasons full disclo-
sure as a standard of practice should not be expected. First,
the number of risks possible from even a routine procedure
is large, and potential risks can span a range of conse-
quences. For example, in a footnote, the California Supreme
Court listed some of the risks of having blood drawn: “[T]he
risks...are said to include hematoma, dermatitis, cellulitis,
abscess, osteomyelitis, and death, to mention a few.”? Sec-
ond, the burden of identifying small consequences in ex-
tremely unlikely risks is too great a burden on the physician,
and the resulting choice by the patient will be impaired by a
litany of consequences. Despite the courts’ pronouncements
that full disclosure is not required, they have failed to delin-
eate any clear limits on what must be disclosed. The Califor-
nia Supreme Court articulated this uncertainty: “One cannot
know with certainty which medical consent is valid until a
lawsuit is filed and resolved.”*® There does not appear to be a
standard of disclosure to which physicians can adhere to
avoid liability with certitude.

DOCTRINE OF MEDICAL INFORMED CONSENT

The doctrine of medical informed consent states that, be-
fore a patient elects to proceed with a treatment that has
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risk, there must be a balanced discussion of the treatment
strategy, including the potential risks and hoped-for ben-
efits. The magnitude of the risks and their frequency should
receive special emphasis. Also considered are alternative
treatments and their benefits, risks, and measured utility;
the likely results of no treatment; and the probability of a
good outcome with the proposed strategy. A good outcome
and the major anticipated problems during recovery are
described as well as the estimated time to resume normal
life activities. This information must be presented in lan-
guage the patient can understand, and treatment should not
proceed until the physician believes the patient understands
the risks and benefits and decides to proceed on the founda-
tion of that understanding.?!

The legal foundation for adopting the doctrine of medi-
cal informed consent is 2-fold: (1) to establish and pro-
mote patient autonomy and (2) to promote informed, ra-
tional decisions. The courts hold that it is reasonable to
require physicians to inform, educate, and partner with
patients because patients are generally unable to dissect
the details of medical science needed to make an educated
decision about treatment.” This educational process
should inform the patient enough to allow for an informed
decision. Information disclosure will not necessarily lead
to an ideal patient-physician partnership, but it should
promote patient autonomy in the decision-making process
and achieve a foundation for an ethical and trusting rela-
tionship between a physician and patient.

To give valid informed consent, the patient must be
competent and the patient’s actions must be voluntary.
Voluntary means “of free mind and free will.” The patient
must not be cognitively impaired by medication, personal
emotional stress, or external stress by family members or
physicians. For example, one case involved a patient who
was given a sedative to sleep and subsequently awakened
in the middle of the night to give consent for a hernia
operation. The court held that the medical consent was
invalid because the patient was unlikely to understand what
permission he had granted after being awakened from sleep
and after taking a sedative.*

Determining incompetence and competence is a matter
for the court and not a question of fact for the layperson.
In medical informed consent the focus should be on the
capacity of the patient. Capacity means the ability to pro-
cess information received and to communicate a meaning-
ful response. An element of capacity is that the person
making the decision is an adult and has not been judged
incompetent or is not otherwise prohibited by law from
exercising that decision-making capacity. Decision-mak-
ing capacity means the ability to understand the significant
benefits, risks, and alternative to proposed health care and
to makeand communicate a health care decision.®
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The purpose of medical consent, through medical consent
forms and through documentation of the informed consent
discussion in the medical record, is to have evidence of the
exact terms of the medical consent in case of future dis-
agreement. If a patient sues a physician, an outpatient
surgery center, a medical group, or a hospital and alleges
lack of informed consent, the defendant will be able to
present the written consent form or the documentation of
the discussion in court as evidence that medical consent
was in fact secured. If the medical consent form or docu-
mentation of the discussion in the medical record is com-
prehensive and specific in terms of risks and benefits, and if
the medical consent was granted voluntarily by a compe-
tent patient who understood the information presented, the
probability of a successful lawsuit is low.** However, the
medical consent form does not equate to medical consent.
Rather, it represents evidence that the medical consent
process occurred. A patient could present evidence that
medical informed consent did not occur, despite a signed
form,* for example, when a nurse presented the risks to the
patient and the physician signed the form as if consent had
been obtained.

‘What should a medical consent form contain? First, a
consent form is not necessary to achieve valid medically
informed consent. If an entity, such as a hospital, an outpa-
tient surgery center, or other health care organization,
chooses to honor a medical informed consent form, the
form should contain all the information needed to comply
with the elements of medical informed consent. The form
should contain an accurate description of the proposed
procedure, the risks and benefits of the proposed proce-
dure, the potential advantages and disadvantages of no
treatment, alternative treatment strategies and their risks
and benefits, the potential for a successful outcome, the
estimated recuperation time, and the estimated time required
to return to normal activity. The consent form should contain
the name of the physician involved and clauses dealing with
photography, disposition, and use of removed tissues, or-
gans, and body parts. Patients should be made aware that
they are allowed to strike out any part of the medical consent
form with which they do not agree or to which they do not
consent. If a patient does not understand details of the treat-
ment, the patient and physician should discuss treatment and
risks to reach mutual understanding.

If a physician believes the limits placed on the medical
informed consent hamper standard medical practice, he or
she should document all the patient-imposed restrictions in
the record, with a discussion of how the limits placed on the
physician limit his or her ability to proceed in a standard
fashion, and that the limits were described to the patient.

316 Mayo Clin Proc. * March 2008;83(3):313-319 + www.mayoclinicproceedings.com



USCA11 Case: 19-10604

Alternatively, if a physician believes the restrictions seri-
ously inhibit good medical practice and might lead to a
suboptimal clinical outcome, he or she may advise the
patient to seek care with another physician.

WITHDRAWING CONSENT OR
REFUSING TREATMENT

May a patient withdraw consent after signing a medical
consent form? Consent must be freely given and can be
freely withdrawn at any time. Whether consent was given
orally or in writing does not affect the patient’s ability to
change or withdraw consent. Physicians may choose to
allow 24 to 48 hours for patients to reflect after consent to a
treatment strategy. During this time, patients can weigh the
alternatives and come to an independent conclusion either
to proceed with or to withdraw from the proposed treat-
ment. A time for patients to appraise the risks and benefits
reinforces the validity of medical informed consent. If a
patient orally indicates a desire to withdraw medical con-
sent, the physician would be wise to execute a withdrawal
of consent form, noting time of day and date consent was
withdrawn, or to carefully document in the medical
record the details of consent withdrawal including a time
and date.

May a patient refuse treatment? A competent patient
may decline any and all treatment. Even mentally ill pa-
tients are generally considered competent to refuse treat-
ment. Physicians would be prudent to have a patient who
has been diagnosed with mental illness and who refuses an
apparently beneficial treatment evaluated by a psychiatrist.
In some situations, patients can be compelled to receive
treatment.*® For example, a mentally ill patient could be
considered a danger to society and institutionalized against
his or her will.*” Competent individuals with contagious
diseases may refuse treatment, but public health officials
may quarantine or involuntarily hospitalize and isolate
them if they are dangerous to other people.”” This policy is
based on broad “police power” that states have (and can
exercise through their departments of health) to protect the
health and safety of the public. The reason for refusal of
treatment can be rational or irrational. Whether rational or
irrational, decisions are legally binding on the physician
and the hospital. Individual freedom is guaranteed only if
people are given the right to make choices that would
generally be regarded as irrational behavior.*® Some states
also require hospitals to ensure proper consent is obtained
for no treatment. This consent for no treatment should
contain a release of medical responsibility and any associ-
ated liability for the hospital, nurses, and employees, to-
gether with all physicians connected in any way to the
patient.”
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GOOD CLINICAL PRACTICE AND
INFORMED CONSENT

Are good clinical practice and informed consent insepa-
rable? Respect for patient autonomy in clinical practice is
of great moral importance in our society. The moral and
legal responsibility of medical informed consent depends on
the transmission of appropriate information to patients. We
believe patients’ choices must not be coerced by members of
the health care team or by other third parties, such as friends,
family, or payers. Equally, we believe patients must be
competent to consent; they must understand, remember,
consider, and believe clinical information given to them
about the specific treatments. The moral foundation for the
requirement of medical informed consent in general is not
disputed. The question arises whether in certain situations
exceptions from the general requirement of medical in-
formed consent would be acceptable. An exception to medi-
cal informed consent could be motivated by the idea that an
exception is reasonable if insistence on the requirement of
medical informed consent causes more harm than good.

INFORMED CONSENT IN EMERGENCIES

Is medical informed consent always necessary in emer-
gency medical situations? Is a patient who is having an
acute myocardial infarction sufficiently competent to un-
derstand what he or she is being told? In a survey of
Swedish cardiologists about their perceptions of medical
informed consent during acute myocardial infarction, 86%
thought that patients were unable to comprehend all the
information provided and so, by definition, were unable to
give fully informed consent.*

What evidence is there that patients with acute illnesses
themselves fail to understand all the issues in the medical
informed consent process? A report from the Fourth Inter-
national Study of Infarct Survival revealed that only 31%
of 129 patients perceived that they had full comprehension
of the trial, and 19% thought they did not understand the
trial.* A review of patients with subarachnoid hemorrhage
revealed only 19% of those who had given medical in-
formed consent themselves could remember the consent
process.* The studies suggest that during a medical emer-
gency many of the patients were too ill to give fully in-
formed consent. Does this mean that patients with an acute
myocardial infarction or subarachnoid hemorrhage are un-
able to engage in the decision-making process of medical
informed consent? The answer is no. Although acute myo-
cardial infarction is a medical emergency and there is evi-
dence that some patients do not fully comprehend all the
information to make a fully informed decision, some pa-
tients do comprehend and are capable of doing so. A dia-
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TABLE 3. Ideal Statute Outlining Physicians’ Duty to Disclose

Information shall be supplied to the patient or the patient’s guardian or
legal surrogate before obtaining consent to a proposed medical or
surgical treatment or a diagnostic or therapeutic procedure as follows

Describe condition to be treated
Describe proposed treatment or procedure
Outline intended and anticipated results of proposed treatment or
procedure
Describe recognized alternative treatments or procedures, including
the option of not using these treatments or procedures
Describe recognized material risks of serious complications or
mortality associated with the following
Proposed treatment or procedure
Recognized alternative treatments or procedures
No treatment or procedure
Outline recognized benefits of alternative treatments or procedures
and risks of alternative treatments

Disclosure of information and consent provided for in this statute shall not
be required in certain conditions

Emergencies as defined by statute

When surgical or diagnostic procedure is generally recognized by
reasonably prudent physicians not to involve a material risk to the
patient

When the patient, another person, or people authorized to give consent
pursuant to this chapter make a request in writing that the
information provided for in this Code section not be disclosed

When prior consent has been obtained within 30 days of the surgical or
diagnostic procedure as a part of a course of treatment for the
patient’s condition, complying with the requirements of this
statute for the surgical or diagnostic procedure; provided, however,
that if such consent is obtained in conjunction with the patient’s
admission to a hospital for the performance of such procedure, the
consent shall be valid for 30 days from the date of admission or for
the period the person is confined in the hospital for that purpose,
whichever is greater

When the surgical or diagnostic procedure is unforeseen or is not
known to be needed at the time consent is obtained, and the patient
has consented to allow the responsible physician to make the
decision concerning such procedure

logue between the physician and patient is essential. This is
a unique opportunity to involve appropriate family mem-
bers or health care surrogates in decision making during
emergencies. Patients do not need to stand alone in the
patient-physician partnership.

THE PARADOX OF CHOICE

Responsibility for medical care has landed on the shoulders
of patients with a resounding thud. Patients have the choice
of telling physicians what to do in relation to health care
decisions. The tone of medical practice has shifted from
paternalistic to consultative, in which the physician lays the
possibilities before the patient, with the potential pluses
and minuses of each, and the patient makes a choice. This
attitude has been well described by Atul Gawande: “Only a
decade ago, doctors made the decisions, patients did what
they were told. Doctors did not consult patients about their
desires and priorities.... They were regarded as children:
too fragile and simple minded to handle the truth, let alone
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make decisions.” A ccording to Gawande, The Silent
World of Doctor and Patient, by physician and ethicist Jay
Katz, launched us into the era of autonomous patient
choice. There is little doubt that this change in the decision-
making paradigm has improved the quality of medical
care generally. Yet no single paradigm fits all patients.
Gawande suggests the shift in responsibility has gone too
far: “The new orthodoxy about patient autonomy has a hard
time acknowledging an awkward truth: patients frequently
don’t want the freedom that we’ve given them. That is,
they’re glad to have their autonomy respected, but the
exercise of that autonomy means choosing sometimes to
relinquish it.”** Gawande describes a family medical emer-
gency where his newborn daughter stopped breathing, and
the family rushed her to the emergency department. The
physicians on duty asked Gawande if he wanted his daugh-
ter intubated. He said that he wanted the physicians to make
that decision for him: the uncertainties were savage, and he
did not want to bear the responsibility of making the wrong
call.*® Gawande did not want to have to live with the guilt
of making the wrong call.

When it comes to medical treatment, patients see choice
as a burden and a blessing. Physicians must evaluate each
patient-physician relationship individually and identify the
level of responsibility each party wants to assume in the
decision-making process. This process must be docu-
mented in the medical record and must detail the assumed
responsibilities of each partner in the patient-physician
relationship. The art of medicine demands an ability to
apply multiple paradigms to the decision-making process
when guiding patients through complex medical decisions.
This process requires empathy, time, mutual understand-
ing, and courage.

CONCLUSION

Medical informed consent is essential to a true patient-
physician relationship. Patients need to participate in the
informed consent process to understand the risk-benefit
relationship for the proposed treatment strategy; this under-
standing is essential because patients are often psychologi-
cally regressed secondary to the realization that they are
confronting a life-preserving procedure. Physicians need to
participate in the informed consent process to provide pa-
tients with the best treatment available by sharing decision
making and limiting any potential for liability. Medical
ethics, common law, and, in many states, codified statutory
law (Table 3) mandate the informed consent process. Phy-
sicians would be prudent to be knowledgeable in these
areas of medical ethics, common law, and statutory law.
Physicians would be prudent also to understand that the
consent process is vital to the physician-patient relation-
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ship and that no single paradigm can define the ethical,
medical, and legal approach a physician should undertake
to achieve informed consent. The process should be indi-
vidualized within the boundaries of the patient’s desires for
autonomy, thus reflecting true patient autonomy.
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he right of patients to be informed about care decisions in clinical practice is yet again under scrutiny,
T both in the United States and around the world. The well-ingrained ethical-legal process of informed
consent, so fundamental to patient autonomy—or the patient’s right to self-determination—was the sub-
ject of a 2015 UK Supreme Court case (Montgomery v Lanarkshire Health Board).! In that case, a woman

with insulin-dependent diabetes, claimed that her obstetrician failed to communicate the risk of shoulder
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trial) claimed that the ensuing risk was very small and thus appropriately not communicated because a ce-
sarean delivery is not in the maternal interest. The obstetrician reported that “...had | raised it [the risks of
shoulder dystocia] with her then yes, she would have no doubt requested a caesarean section, as would
any diabetic today."!
In its final decision, the UK Supreme Court ruled that the standard for what physicians should inform pa-
tients about the risks, benefits, and alternatives of treatment will no longer be determined by what a re-
sponsible body of physicians deems important but rather by what a reasonable patient deems important.
In rendering this decision, the court swept away decades of medical paternalism in the United Kingdom to
embrace a new patient-centered standard. Perhaps more compelling, the head of the Royal College of
Surgeons urged that the only way to operationalize such a substantial and needed change is through
shared decision making, a collaborative communication process between clinicians and patients that inte-
grates the best evidence available with the patients' values and preferences, to promote high-quality
health care decisions.

The UK law is not unprecedented. In the United States, approximately half of the states have adopted the
reasonable-patient standard. The reasonable-patient standard views the informed consent communication
process from the patient's perspective. It requires physicians and other health care practitioners to disclose
all relevant information about the risks, benefits, and alternatives of a proposed treatment that an objec-
tive patient would find material in making an intelligent decision as to whether to agree to the proposed
procedure.? Even in those states that apply the reasonable-patient standard, however, the informed con-

sent process is often ill-configured to meet patients’ informational needs.

Informed consent discussions are often devoid of details about the material risks, benefits, and alterna-
tives that are critical to meaningful patient decision making. Informed consent documents for procedures,
surgery, and medical treatments with material risks (eg, radiation therapy) tend to be generic, containina
information intended to protect the physician or hospital from litigation. These documents are oft

ten at a high reading level and sometimes presented in nonlegible print, putting a premiumon hez e
acy and proactive information-seeking behavior.? Moreover, informed consent documents are often signed
minutes before the start of a procedure, a time when patients are most vulnerable and least likely to ask
questions—hardly consistent with what a reasonable patient would deem acceptable. In the United States,
with the exception of 1 state, Washington, that explicitly recognizes shared decision making as an alterna-
tive to the traditional informed consent process,* the law has yet to promote a process that truly supports

a reasonable-patient-centered standard through shared decision making.
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According to the US Centers for Disease Control and Prevention, more than 50 million surgical and nonsur-
gical inpatient procedures are performed each year.” For these patients, informed consent heralds a critical
moment in the patient-physician relationship. In the process of communicating information about treat-
ment options and the attendant risks, benefits, and alternatives, patients have an opportunity to reflect on
their preferences, values, and goals; to learn more about their prognosis; and to signal concerns about
safety and rehabilitation. Reasonably, patients may request more information, a second opinion, or support
from a family member or friend in the decision-making process.

What would a high-value, patient-centered process for informed consent look like? A comprehensive,
transparent, and hopefully bias-free communication with a trusted clinician is irreplaceable; however, it is
not sufficient. Written information, whether presented on paper or mobile device, is still critical.® Much at-
tention has been given to patient decision aids, or enhanced informed consent tools with information
about different options for treatment. High-quality decision aids are developed and tested with patients;
thus, they are intended to conform to the standards of a reasonable patient. Patient decision aids can pro-
vide balanced, evidence-based information about treatment options and usually are easy to read, often
with pictures and figures; some may include patient testimonials about different pathways.

In a 2012 review of 115 studies involving more than 33 000 patients, those who engaged in shared decision
making and received a decision aid (either written, electronic, audiovisual, or web-based tool formats), as
compared with usual care, had greater knowledge of the evidence, felt more clear about what mattered to
them, had more accurate expectations about the risks and benefits, and participated more in the decision-
making process.” These are important outcomes of the consent process. Furthermore, early studies sug-
gest that individuals who take a more active role in their health care decisions have a better understanding
of their choices and are more likely to receive care consistent with their preferences, values, and goals.

Policy Initiatives to Advance Informed Consent With the Reasonal
Patient Standard

Help

Why then have laws espousing a reasonable-patient standard not been successful in achieving a high-
value, patient-centered approach to informed decision making? One explanation may be that the health
system has not previously viewed informed consent as a value-based proposition. In a systematic review of
the implementation of shared decision making,8 pervasive physician- and system-level barriers, summa-
rized as “professional indifference” and “organizational inertia,” were found, including a lack of physician

comfort with decision aids, time constraints and competing priorities, lack of reimbursement, perceived
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native to standard informed consent documents.* Importantly, the state is partnering with stakeholders to
establish certification criteria for patient decision aids, with the aim of endorsing only those decision aids
that meet accepted standards for development and testing, are evidence based, and free of conflict of in-
terest.” Additionally, there is support for the concomitant training of health professionals to learn how to
effectively engage in shared decision making.

The Centers for Medicare & Medicaid Services (CMS) has several initiatives to support patient participation
in decision making and higher-quality informed consent. For example, CMS will now reimburse for annual
lung cancer screening with low-dose computed tomography, provided that a counseling and shared deci-
sion-making visit has occurred and is documented in the medical record.?® Accountable care organizations
participating in the Medicare Shared Savings Program are being evaluated on 33 quality metrics, including
patient and caregiver experiences with shared decision making. The benefits of these efforts for patients,

physicians, and health systems need to be evaluated.

Opportunities

This is an important moment for revitalizing reasonable-patient standards for informed consent. First, op-
erationalizing well-intended laws will require buy-in from physicians, health systems, and payers. A start-
ing point is to be transparent about current practices for obtaining informed consent and the potential
threat to high-value, patient-centered care. For example, informed consent obtained minutes before a
procedure jeopardizes patient autonomy and can lead to waste, because patients may agree to a decision
they never would have made if they had the opportunity to fully consider the risks, benefits, and alterna-
tives of the procedure. Second, expanded policy efforts are needed, such as those taking place in
Washington State, that embrace shared decision making with the use of certified patient decision aids as
an acceptable and preferred standard for informed consent. Third, value-based payment models that rec-

ognize high-quality informed consent practices need to be implemented and studied.

The UK case serves as a reminder that at the heart of a reasonable-patient standard is respect for | Hep
informational needs; preferences, values, and goals; safety; and autonomy. By truly embracing this stan-
dard through the promotion of shared decision making, patients, the health system, and society will
benefit.
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