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1 Introduction

This Element discusses three complex and interrelated subjects at the nexus of

bioethics and law: capacity assessment, informed consent, and the role of

advance directives and third-party representatives in healthcare decision-

making. Although physicians and courts have grappled with these issues since

the nineteenth century, rapid changes in American healthcare ethics and the

emergence of an autonomy-driven medical culture over the past six decades

have seen a radical transformation of the legal and philosophical landscape in

these areas. A medico-legal authority arriving from the 1960s to round with

a clinical ethics team at a hospital in the United States or Great Britain today

would likely find himself in unrecognizable territory. Substantial progress has

been made toward empowering patients and ensuring justice. However, that

does not mean that these fields remain static or that more challenges do not

await. Revolutionary technological advances continue to reshape both diagnos-

tic tools and clinical remedies. Recent steps toward more inclusion and equity

serve as a reminder that far more needs to be done to ensure that every patient is

afforded the same protections and opportunities. In all likelihood, a present-day

medico-legal expert arriving in the year 2084 would find the contents of

this short volume entirely alien. That is as it should be. Bioethics is a dynamic

field. In the interim, these pages offer a brief primer for those who wish to

explore several of the most intriguing, if challenging, fields in contemporary

medical law.

This is not a traditional textbook. Nor is it intended to be comprehensive.

Rather, the volume explores the major legal and ethical issues related to these

three subjects, noting the work of the leading thinkers and the themes of the

seminal articles. While the legal focus is upon the United States and Canada,

examples from Great Britain, the Commonwealth and Continental Europe are

included where relevant. Section 1 explores the concept of decisional capacity,

its historical evolution, and contemporary challenges to the established methods

of assessment. Section 2 then examines the Anglo-American legal doctrine of

“informed consent,” focusing upon how much information a patient must be

afforded when asked to render choices about medical care. Finally, Section 3

surveys medical decision-making and consent in situations in which a patient

lacks the capacity to make her own choices including the use of advance

directives, default agents in the absence of advance directives, and the distinct

challenges raised by psychiatric, pregnant, and unrepresented patients. I am

grateful to the late Edward N. Beiser of Brown University for first introducing

me to these topics and to my students and colleagues at the Icahn School of

Medicine in New York City and the Alden March Bioethics Institute of Albany

1Capacity, Informed Consent, and Third-Party Decision-Making
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Medical College for regularly challenging my thinking on these issues.

Needless to say, any errors or omissions are entirely my own.

2 Capacity

The concept of decisional capacity in medicine is of relatively recent origin,

dating back to significant changes in both clinical ethics and in society at large

that took place in the 1960s and 1970s. The evolution of the concept paralleled

closely the concomitant shift from a paternalistic medical culture to one that

prioritized patient autonomy. Before that time, allopathic medicine in the

western world operated largely on the “assumption that physicians [were] in

charge of their patients and [were] therefore entitled to make medical decisions,

even for patients who wish[ed] to make their own.”1 Often, diagnoses were

entirely withheld from patients, and sometimes, unbeknownst to these patients,

family members joined physicians in playing a decisive role in a patient’s

medical care. Two major studies from the 1960s revealed the extent of these

paternalistic views. In 1961, psychiatrist Donald Oken reported that nearly

90 percent of American physicians surveyed often or always kept cancer

diagnoses from patients, while in 1965, sociologists Barney Glaser and

Anselm Strauss found that a significant majority of doctors did not inform

patients when these patients suffered from terminal illnesses.2,3 The practice

of withholding diagnoses also proved widely acceptable to patients, especially

in an era in which many diseases remained highly stigmatized and in which

relatively few effective medical interventions remained available. Not sharing

such information was reflected in the popular culture, such as the Pollitt family’s

choice not to tell “Big Daddy” that he is dying of cancer in TennesseeWilliams’

Pulitzer Prize-winning play, Cat on a Hot Tin Roof (1955); in some communi-

ties, one whispered the word “cancer” with shame as one did “adultery” or

“divorce.”4 Frequently, withholding diagnoses did not have any direct clinical

impact upon patients themselves as the limited availability of therapeutic

options meant that no medical decisions needed to be rendered at all – although

one might argue that personal decisions, such as whether to retire from one’s job

or to write a will, might well have depended upon knowing one’s impending fate

in advance. The renowned British obstetrician-gynecologist, Peter Huntingford,

was branded a “rebel” in 1975 for arguing, as BBC Television Science

Correspondent James Wilkinson described it, that “doctors should stop behav-

ing like gods” and “pretending that they know all the answers.”5 Yet only nine

years later, Wilkinson described the era in which physicians “were often looked

upon as omniscient by their patients” as ending “years ago.”6 Wilkinson’s

observations reflected a radical and sudden shift in medical practice. By 1979,

2 Bioethics and Neuroethics
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a survey identical to Oken’s (1961) study revealed that nearly all American

physicians shared cancer diagnoses with their patients.7

Sweeping changes transformed American psychiatry during this era as well.

Autonomy-friendly legal rulings in Wyatt v. Stickney (1972) and O’Connor

v. Donaldson (1975) increased the power of psychiatric patients to challenge

the decisions of their doctors.8 Intellectual critiques of the supposedly control-

ling and authoritarian nature of psychiatric practice emerged in the writings of

Canadian sociologist Erving Goffman and French historian Michel Foucault.9

Starting in the 1950s, a generation of anti-establishment psychiatrists, including

Marc Hollender and Thomas Szasz, began to call for a complete end to psychi-

atric paternalism and the establishment of care models based upon “mutual

participation.”10,11 Initially, these efforts had only a limited impact upon the

evaluation of patient decision-making. Yet as patients were increasingly offered

a voice – or even a final say – in their own medical decisions, a mechanism

needed to be available to determine whether these patients possessed the

cognitive abilities to render appropriately the decisions in question. Drawing

upon over a century of work related to the concept of legal competence (i.e., the

legal ability to engage in certain transactions) in non-medical fields,

a generation of physicians and philosophers, including forensic psychiatrist

Loren Roth and priest-turned-bioethicist James F. Drane, crafted a set of

principles and guidelines to govern such assessments. By the late-1980s, with

additional contributions from psychiatrist Paul Appelbaum, psychologist

Thomas Grisso, and philosophers Allen Buchanan and Dan W. Brock, among

others, the concept of decisional capacity assessment had become firmly

ingrained in allopathic medical practice as a key component of care in hospitals

across the western world.

2.1 Classification of Capacity

The capacity to render medical decisions, often referred to as “decisional

capacity,” is one of many forms of capacity and among the most recent to

develop. Other types of capacity assessment arose much earlier and came with

their own sets of rules including testamentary capacity (i.e., the capacity to write

a will), testimonial capacity (i.e., the capacity to testify in court), contractual

capacity (i.e., the capacity to sign a binding and enforceable contract), and

capacity to marry. Among these, case law and controversies surrounding testa-

mentary capacity emerged first, in the mid-nineteenth century, as “legal chal-

lenges to wills became common.”12 Ryan Hall et al. attributed these challenges

to three underlying causes: increased distribution of wealth, novel “medical and

legal theories regarding insanity and mental illness,” and “legal ambiguity

3Capacity, Informed Consent, and Third-Party Decision-Making
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regarding what constituted a sound mind.”13 Around this time, psychiatrist

Isaac Ray outlined criteria for testamentary capacity including that “the mem-

ory must be active enough to bring up to mind all of those who have natural

claims upon the bounty of the testator” and “to make him aware of the nature of

his property”; in addition, if the testator made “bequests in certain sums,” he

should have known their value.14 This approach, to a greater or lesser degree,

was adopted broadly. Although some early legal decisions found testators

incompetent based upon any evidence of insanity, most nineteenth century

courts decided each case “upon its own merits,” which in turn led to the

incorporation of medical experts in the assessment process.15 Analogous

rubrics were developed relating to courtroom testimony, contract formation

and marriage.16 Meanwhile, the concept of competence to stand trial or to be

convicted of a crime, and later to be eligible for capital punishment, became

subject to its own set of legal analyses and rules.17–18 Although often relying

heavily upon medical testimony, ultimate determinations in these areas

generally fell to judges and, more rarely, juries.

Until the 1970s, determinations related to the ability of patients to render

medical decisions, when they did arise, were also left to the legal system.

Findings of “competence” were generally global in that an individual who

was unable to render decisions was declared “incompetent” for all purposes;

these incompetent persons were often assigned guardians or conservators who

had complete legal authority over any life choices of their wards. Competence

in this sense refers to a “global” determination of abilities and related rights;

such determinations can only be reversed through the courts, which may prove

a challenging process. In contrast, decisional capacity is generally issue-specific

and determined by physicians. (Whether one or more physician is required, and

whether that physician or physicians must have specialized training in a field

like psychiatry or neurology, varies considerably among jurisdictions.19)

Reversing such determinations, when facts or circumstances offer justification,

is comparatively easy, as these findings remain entirely within the hands of

medical providers. Of note, existing terminology can lead to confusion, espe-

cially as the terms “capacity” and “competence” were often employed inter-

changeably in the medical literature until the last few decades. At present, with

regard to medical decision-making, only the term “capacity” should be used to

refer to decision-specific assessments by physicians, while the term “compe-

tence” should be reserved for the judgments of courts. Needless to say,

a physician in the clinical setting should never call upon a consulting psych-

iatrist for an assessment of “competence,” but only of “capacity.” Finally, it is

also worth noting that most consult-liaison psychiatrists in the hospital setting

will only render assessments of “decisional capacity” related to healthcare.

4 Bioethics and Neuroethics
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Patients or family members seeking other forms of assessment, such as

a determination of testamentary capacity to write a will, generally must hire

their own forensic psychiatrists, as hospital-based psychiatric consultants are

rarely forensically qualified and usually do not have training in capacity evalu-

ation beyond clinical matters.

2.2 Rationality-Based Models of Assessment

2.2.1 Roth’s “Tests of Competency”

The first serious attempts to establish a rubric for decisional capacity assessment

occurred in the late 1970s. These efforts were generally motivated by a desire to

protect the autonomy of patients, but may also have reflected a wish to enhance

the power of physicians vis-à-vis the courts. Among the early tests proposed

were Harry and Grace Olin’s requirement that patients display “accurate know-

ledge” surrounding their condition and treatment, and Howard Owens’

emphasis on patients’ underlying abilities such that “a minimum of intact

cognitive functions must be in evidence, including perception, comprehension,

reality testing, and a sense of the reality of the self and the world.”20,21 Yet the

most significant early development occurred in 1977 with publication of two

companion articles in the American Journal of Psychiatry, “Tests of

Competency to Consent to Treatment” and “Toward a Model of the Legal

Doctrine of Informed Consent,” by the trio of forensic psychiatrist Loren

H. Roth, attorney Alan Meisel and sociologist Charles W. Lidz.22,23 These

two pieces examined existing approaches to decisional capacity, reviewing

the benefits and shortcomings of each method. The authors’ focus was on

decision-making related to psychiatric treatment, but heavily influenced subse-

quent approaches to general medical care as well. According to Roth et al., “it

has been our experience that competency is presumed as long as the patient

modulates his or her behavior, talks in a comprehensible way, remembers what

he or she is told, dresses and acts so as to appear to be in meaningful communi-

cation with the environment, and has not been declared legally incompetent.”24

While acknowledging “that there is no magical definition of competency” and

that the “search for a single test of competency is a search for a Holy Grail,” they

nonetheless established certain fundamental requirements for any assessment

tool for decisional capacity. These included: 1) that the test “can be reliably

applied”; 2) that the test “is mutually acceptable or at least comprehensible to

physicians, lawyers, and judges”; and 3) that the test is set at a level capable of

striking an “acceptable balance between preserving individual autonomy and

providing needed medical care.”25 Their survey of existing approaches in case

law and clinical practice elicited five common standards. These included

5Capacity, Informed Consent, and Third-Party Decision-Making
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requiring that patients 1) express a choice; 2) that the choice evidenced will

result in a “reasonable” outcome; 3) that the choice evidenced is based upon

“rational” reasons; 4) that the patient is able to “understand the risks, benefits,

and alternatives to treatment”; and 5) that the patient has “actual understanding”

of these risks and benefits, not merely the ability to understand them.26 Roth

et al., also made the point that understanding the risks and benefits of treatment

generally includes understanding the risks and benefits of “no treatment” at all.

Rather than offer a normative argument that advanced any one of these

approaches, Roth et al., presented a review of existing approaches and noted

that such approaches were often combined in practice, with “circumstances”

determining “which elements of which tests are stressed and which are

underplayed.”27 Subsequent commentators, however, used this review to pro-

pose operational criteria – with Roth even joining psychiatrist Paul Appelbaum

directly in developing a model, drawn heavily from this earlier framework, for

consent in the research setting.28

2.2.2 Sliding Scale Models

Nearly a decade after Roth et al.’s survey of the medico-legal landscape,

a former Catholic priest turned academic ethicist proposed a “sliding scale”

for decisional capacity.29 For James F. Drane, the “reasonableness” of

a decision in context was essential for a capacity determination.30 His model

proposed three general categories of medical situations,” and, “as the conse-

quences flowing from patient decisions become more serious, competency

standards for valid consent or refusal of consent [became] more stringent.”31

Drane’s first or “least stringent” category applied to “medical decisions that are

not dangerous and are objectively in the patient’s best interest”; his second

category, which requires more stringency, included situations where “the diag-

nosis is doubtful, or the condition chronic” or “if the diagnosis is certain but the

treatment is more dangerous or not quite so effective.”While great leeway and

an assumption of capacity might be permitted for cases in the first category,

Drane argued that cases in the second category demanded that the patient “be

able to understand the risks and outcomes of the different options and then be

able to make a decision based on this understanding.”32 Finally, the “most

stringent” criteria for capacity was to be applied in situations where the patient’s

choices appeared “very dangerous” and “counter to both professional and

public rationality.”33 In addition to influencing the subsequent discourse in the

English-speaking world, Drane’s approach played a dominant role in shaping

models of capacity assessment subsequently adopted in Spain and Latin

America.34 His approach was not without its critics. Most notably, Charles

6 Bioethics and Neuroethics

ht
tp

s:
//

do
i.o

rg
/1

0.
10

17
/9

78
10

09
57

00
60

 P
ub

lis
he

d 
on

lin
e 

by
 C

am
br

id
ge

 U
ni

ve
rs

ity
 P

re
ss

https://doi.org/10.1017/9781009570060


M. Culver and Bernard Gert have argued that Drane’s model “conflated com-

petence and rationality” and that “competence to make medical decisions is

neither a necessary nor a sufficient condition for determining when it is morally

justified to overrule patient’s treatment decisions.”35,36 In practice, the model,

which relies heavily upon the concept of reasonability, is rarely used on its own

at present, but Drane’s approach continues to be employed in conjunction with

other models, such as the “four skills” model (discussed below) with specific

regard to the degree of scrutiny that evaluators use when assessing particular

decisions. For instance, although the “four skills” model requires some degree

of assessment in all cases, whether the patient is consenting to a routine blood

draw or refusing a life-saving appendectomy, in most clinical settings, the

patient’s choice will be examined much more closely under the latter circum-

stances. In this regard, Mark R. Wicclair has trenchantly offered the observa-

tion that a “stronger reason for making sure that a patient is decisionally

capable should not be confused with a stronger standard of decision-making

capacity.”37

Philosophers Allen Buchanan and Dan W. Brock also advocated for

a variation on the sliding scale model, which they termed “decision-relative”

assessment.38 They contrasted this method with approaches that used a “fixed

minimal capacity” or threshold approach to cognition and understanding.

According to Buchanan and Brock, “the standard of competence ought to

vary with the expected harms or benefits to the patient of acting in accordance

with a choice.”39 Among the novel arguments they advanced was that “just

because a patient is competent to consent to a treatment, it does not follow that

the patient is competent to refuse it, and vice versa.”40 For instance, agreeing to

a low-risk, life-saving appendectomy under their system requires far less

understanding than choosing to reject one. They proposed a continuum of

cases based upon the nature and context of the decision that ranged from

“low/minimal to high/maximal.”41 The concept of decision-specific assessment

in the medical setting has now been nearly universally adopted in the English-

speaking world.

2.2.3 The President’s Commission

Another effort to provide a standard for capacity assessment emerged from the

work of the President’s Commission for the Study of Ethical Problems in

Medicine and Biomedical and Behavioral Research.42 This Commission, estab-

lished by the United States Congress in 1978, consisted of twelve leading

ethicists and worked from 1978 to 1983. In 1982, it published Making Health

Care Decisions, a comprehensive volume that addressed the issue of capacity

7Capacity, Informed Consent, and Third-Party Decision-Making
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assessment extensively. The Commission adopted a decision-specific approach,

noting that many patients “are capable of making some decisions but not

others,” and rejected an outcome-based approach, stating that “the presence or

absence of capacity does not depend on a person’s status or on the decision

reached, but on that individual’s actual functioning in situations in which

a decision about health care is to be made.”43 The three-prong test that the

Commission ultimately proposed required that, to be capable of rendering

a decision, a patient possess “a set of values and goals,” have “the ability to

communicate and to understand information,” and display “the ability to reason

and to deliberate about one’s choices.”44 Yet unlike the “values-based”

approaches to assessment (discussed below), the Commission held out the

possibility that, “[a]t certain outer limits, an individual’s goals may be so

idiosyncratic that they give rise to questions about the person’s capacity for

decision-making.”45 In other words, the Commission – like Drane, although

maybe not to the same degree – considered the possibility of limitations upon

autonomy based upon subjective notions of reasonableness.

2.2.4 The “Four Skills” Model

The most commonly used system of capacity assessment in American hos-

pitals today was initially proposed by Paul Appelbaum and Thomas Grisso in

a seminal article, “Assessing Patients’ Capacities to Consent to Treatment,”

published in the New England Journal of Medicine in 1988. This article

proved significant in two distinct ways. First, drawing upon existing commen-

tary and case law in the field, the authors offered several general principles

about capacity that are now accepted nearly universally in the United States

and Canada. These included: 1) that “[c]ompetent patients have the right to

decide whether to accept or reject proposed medical care”; 2) that in the

absence of “substantive questions” about a patient’s competence, physicians

“should accept the patient’s wishes”; 3) that capacity “may fluctuate with

changes in a patient’s underlying mental disorder or with unrelated factors

such as fatigue, the effect of medications, or the occurrence of an unpleasant

event immediately before the evaluation,” so multiple efforts should be made,

whenever possible, to determine capacity, and evaluation should be an

ongoing process; and 4) that most determinations of decision-making capacity

can be conducted by physicians without referral to the courts.46 In addition,

Appelbaum and Grisso made two additional observations that often receive

short shift in clinical practice at present, namely, 1) that patients “may respond

better to examiners with similar ethnic or cultural backgrounds” and 2) that

following a determination that a patient lacks capacity to render a decision,

8 Bioethics and Neuroethics
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efforts must be made to determine whether that capacity can be restored before

the patient is deprived of autonomy.47

The second contribution of Appelbaum’s and Grisso’s article was to offer

a “four skill” rubric for capacity assessment in the clinical setting. Deficiencies

in any of these four abilities might be sufficient for a finding of incapacity. First,

patients needed to “communicate stable choices” regarding their care that

endured “long enough for them to be implemented.”48 Such a requirement did

not mean that patients could not change their minds; in fact, reconsidering

a decision is absolutely appropriate as circumstances evolve or as a patient’s

understanding of these circumstances develops. At the same time, repeat and

rapids reversals of course may be an indication of either psychosis or an

affective disorder.49 In the extreme, such vacillation is characteristic of abou-

lomania, a pathological condition in which patients suffer from debilitating

indecisiveness.50 Second, the patient needed to “understand information about

a treatment decision” including “risks and benefits” and “likelihood of various

outcomes.”51 Third, the patient had to appreciate this information as it related to

them personally, including “acknowledging illness when it is shown to be

present, evaluating its effect and the effect of the treatment options presented,

and acknowledging that the general probabilities of risks and benefits apply to

the situation.”52 Clinicians must be careful to ascertain that the patient recog-

nizes the personal applicability of the information: For instance, a patient may

express the belief that antibiotics can cure bacterial pneumonia, but unless

asked directly, may not also reveal that he believes these antibiotics unnecessary

in his own case, because he is protected by a magical forcefield. Finally, the

fourth skill was that the patient needed to “manipulate information rationally,”

a catchall concept that included the ability to weigh “multiple options simultan-

eously, in a way that reflects the weights previously assigned to them” and to

reach logical conclusions derived from starting premises.53 Under the

Appelbaum and Grisso model, patients able to demonstrate these four skills

retained their decisional capacity.

2.2.5 Temporality

Since decisional-capacity may evolve with time, assessments should be con-

ducted proximally in time to the proposed intervention. No hard and fast rule

exists regarding how much time may elapse before a reassessment is required;

instead, a rule of reasonableness seems appropriate –with the time-frame being

reduced as the stakes of the decision increase or if there is reason to believe that

the patient’s views have altered as the result of an intervening event. However,

a strong consensus exists – recognized in some statues54 – that physicians

9Capacity, Informed Consent, and Third-Party Decision-Making
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cannot wait for a patient with capacity to deteriorate in order to overrule a clear

decision. For example, if a patient presents to the hospital declining emergency

dialysis, and possesses capacity to render that choice, a nephrologist may not

ethically defer care until such a patient develops uremia (a build-up of nitro-

genous waste-products in the blood that leads to confusion) in order to then

override the prior decision on the grounds that patient no longer possesses

capacity. Such an approach is too clever by half and is likely to result in civil

liability.

2.3 Challenges to Existing Models

A range of challenges to the dominant “four skills” approach to capacity have

emerged in the twenty-first century as decades of practice have led to increased

empirical evidence regarding how this model impacts patients in clinical set-

tings. Three leading critiques are examined below.

2.3.1 Tool v. Intervention

Since its development in the 1970s and 1980s, capacity assessment has gener-

ally been thought of as a neutral tool akin to other minimal-risk diagnostic tests

like Mary H. S. Hayes and Donald G. Patterson’s Visual Analogue Scale for

rating pain or Hermann Snellen’s use of an eponymous chart to assess visual

acuity. Many providers continue to view such assessments as entirely benign.

However, Jacob M. Appel and Omar Mirza have posited that capacity assess-

ments are clinical interventions with appreciable risks and potentially negative

consequences of their own – more akin to invasive diagnostic procedures.55

They describe such assessments as “capacity challenges” and believe them to be

“high stakes” encounters which place “[i]n jeopardy . . . a patient’s autonomy

and the right to render her or his own medical decisions.”56 These assessments

“are often conducted by psychiatric consultants who are meeting the patients for

the first time.”57 Far from harmless, encounters with psychiatrists can be

“stigmatizing,” a risk that is “elevated among historically marginalized popula-

tions whose communities have been victimized through systematic mistreat-

ment by mental health professionals.”58 Appel and Mirza note that “patients

undergoing capacity challenges are often in a highly vulnerable state” and that

a capacity assessment may “exacerbate a patient’s sense of powerlessness.”59 In

addition, capacity challenges “risk furthering mistrust and undermining the

therapeutic relationship with the care team,” which in turn “may make the

patient less likely to consent to the underlying proposed medical

intervention.”60 Alternatively, the patient may consent at present, but at

a future encounter with the healthcare system, the patient may refuse to engage

10 Bioethics and Neuroethics
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with a capacity assessment and find her autonomy curtailed as a result. Of

course, all medical interventions run some risk of damaging the therapeutic

relationship if they go poorly. Yet one feature that distinguishes capacity

challenge from nearly all other physician–patient interactions in medicine is

that no effort is rendered, either formally or informally, to provide informed

consent to the patient regarding the capacity challenge itself – nor have any such

efforts been documented in the literature. In short, capacity challenges may

have more significant implications, both clinically and psychologically, then

providers recognize.

That does not necessarily mean that physicians should never inquire into

a patient’s decisional capacity. In our current healthcare delivery framework,

such assessment is often essential. However, physicians have an obligation to

minimize risks – just as they do with any other medical intervention. First, every

effort should be made to conduct capacity assessments or request capacity

consults only when doing so is of clear clinical value. For example, if the results

of such a challenge will have no bearing upon the future course of treatment –

either because the physicians will not perform the underlying intervention

without both patient consent and cooperation, or because a third-party decision-

maker, such as a proxy or surrogate, is in full agreement with the patient’s

choice and will implement her wishes even if she is determined to lack capacity

(based upon her known prior preferences) – then such a superfluous assessment

should not occur. Second, care should be taken to reduce risks when a capacity

challenge is necessary. Among steps that might mitigate such risk are carefully

explaining the purpose of the assessment and, when possible, having someone

with whom the patient is comfortable conduct the evaluation. Psychiatric

engagement should be a last resort, especially in patients already suspicious

of mental health professionals. If a psychiatrist must be consulted, the physician

caring for the patient should explain to the patient in advance why a psychiatrist

has been called upon and the nature of the evaluation process.

2.3.2 The Primacy of Rationality

The most frequent critique of the “four skills” model and similar approaches to

capacity assessment emphasizes its overreliance upon rationality. For many

patients, to apply the reasoning of the late New York State Justice Sol Wachtler,

“deciding the issue is substantially easier than explaining it.”61 Yet the “four

skills” model denies autonomy to these very patients if they are ultimately

unable to offer a logical justification for their preferences. As DerekMorgan and

Kenenth Veitch have observed, the assessment is less about the ability to render

a choice andmore about “whether the personmaking that decision can construct

11Capacity, Informed Consent, and Third-Party Decision-Making
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a convincing case why he or she reaches the standard of the ‘ability’ that law

expects in such circumstances.”62 In fact, Eilionóir Flynn makes the unsettling

observation that, according to psychological data, “individuals only conjure up

reasons for their decisions when called upon to do so, and these reasons rarely

correlate with their actual decision-making process at the time of the original

decision, but rather reflect the most persuasive explanation the person can find

for his/her decision.”63 Yet common sense suggests that knowing what one

wants and being able to explain the underlying reasons for one’s preferences are

two fundamentally different matters. Appelbaum and Grisso, according to

critics, fail to offer a convincing case for why the latter should receive primacy

over the former.

2.3.3 Social Capital and Bias

The bioethics principle of justice requires that people in similar situations be

treated similarly. An ideal capacity assessment process would ensure consist-

ency between evaluators (interrater reliability) as well as an accurate and

unbiased assessment of each patient (internal validity). Unfortunately, multiple

studies have shown high rates of inconsistency between capacity evaluators

when the “four skills” model is used.64–65 In addition, increasing evidence

suggests that the consequences of this variability do not impact all populations

equally. Deep, systemic bias against minority and low-income populations has

long been a feature of the healthcare system in the United States.66 These biases

played a formative role in the development of American psychiatry and, not

surprisingly, continue to influence current clinical practices.67,68 For example,

overwhelming data supports the presence of racial bias in the inaccurate over-

diagnosis of psychotic disorders in Black populations.69 As one might expect,

such biases plague the process of capacity assessment as well. A pioneering

study by William Garrett et al. found that at a major, tertiary care center in

New York City, “significant racial disparities” occurred “within decisional

capacity consultation placements” in that far more unactionable (and hence

unnecessary) consultation requests were called for Black and Hispanic patients

than for white and Asian patients.70 If capacity assessment is thought of as an

intervention rather than a tool, then these unactionable evaluations imposed

a serious and unjustified burden upon Black and Hispanic populations. Whether

similar biases in capacity exist with regard to economic status, gender, or other

factors related to social capital and vulnerability remains a question for future

investigation. What can be said with confidence is that, at a time when the

medical and mental health professions are struggling to overcome legacies of

12 Bioethics and Neuroethics
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structural bias, the existing use of dominant capacity assessment tools appears

to be exacerbating those biases.

2.4 Values-Based Models of Assessment

The “four skills” model of capacity assessment was principally designed for

patients who likely met the standards for decisional capacity at a recent point in

the past but now appeared to have deviated from that baseline: Such patients

might include those suffering from intoxication, delirium, psychosis, and

dementia. In contrast, the model was not designed for individuals whose long-

term personal, cultural, or religious beliefs or preferences differed so signifi-

cantly at baseline from those of allopathic physicians that they likely had never

met the standards for decisional capacity established by the “four skills”model.

For example, adherents to the Church of Christ, Scientist (i.e., “Christian

Scientists”), a religion founded in 1879 that now claims 400,000 members

worldwide, “rely exclusively on faith healing as a response to infirmity” and

reject the efficacy (as opposed to the morality) of modern medical treatment.71

Nevertheless, adult Christian Scientists are generally permitted to make their

own medical decisions in North American and European hospitals, requiring an

exception to the “four skills” model.

The “four skills” model also accounts poorly for several common coping

mechanisms, such as “denial,”which can prove healthy for patients under some

circumstances.72 The elderly patient with a low prognosis of overcoming an

aggressive metastatic cancer may insist that her pain is merely a result of

rheumatism and refuse to engage with questions about chemotherapy, even if

such care offers a small chance of extending survival. Many providers, how-

ever, would prove reluctant to overrule a patient’s refusal of chemotherapy

under such circumstances based upon a failure to meet the “four skills” stand-

ards. As a result, such cases are often “punted”: decided upon the artificial

premise that the cost-to-benefit balance of forcing such care upon the patient

would lead to unjustifiable distress. Once again, the limitations of the “four

skills” model become apparent. To make the model both fully functional and

consistent with justice in a clinical setting, the number of exceptions required

proves extensive – reminiscent of the baroque scheme of extra orbits and

epicycles that Ptolemy required to model a geocentric solar system.

In response to shortcomings of the “four skills” model, American psychiat-

rists Jacob M. Appel and Omar Mirza have proposed an alternative, “patient-

centered” approach to capacity assessment designed to reduce the number of

unnecessary capacity evaluations and to minimize the need for exceptions.

Appel argues that while in theory, “patients are assumed to have autonomy to

13Capacity, Informed Consent, and Third-Party Decision-Making
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render their own medical decisions until proven otherwise,” the current appli-

cation of the four skills model compels “the patient [to] defend her decision with

reasoned argument” and penalizes her if she cannot do so.73 Like the “four

skills” model, the “values-based model” involves four steps: First, a clinician

must ascertain the patient’s “underlying and longstanding values” including

“attitudes toward medical care and, as applicable in the patient’s circumstances,

toward other related matters that may have an impact upon care: religion,

spirituality, family, quality of life, death, pain, etc.”74 These values can be

assessed through direct dialogue with the patient, through the insights of friends

and family members, and through evidence previously documented in either

advance directives or the medical record. Second, the clinician must compare

these underlying values with the patient’s preferences as currently expressed. If

the two are concordant, the assessment of decisional capacity should conclude,

and the patient be permitted to render her own decision. When the patient’s

current preferences prove consistent with underlying values, any basis for

this consistency is not relevant – even if the patient arrives at the “right”

answer for an illogical reason. Third, if the underlying values and current

preferences diverge, the clinician must explore the reasons for this non-

concordance, looking for intervening events, such as a religious conversion or

a “deliberative and systematic recalibration of personal values.”75 If the explan-

ation for the divergence is “coherent and plausible,” the assessment of decisio-

nal capacity should again conclude, and the patient be permitted to render her

own decision. Finally, if the patient’s underlying values and current preferences

are not aligned, but in a manner that cannot be explained coherently, then the

prospect of restoring the patient’s cognitive or psychiatric condition to the point

where either past values and present preferences align, or the divergence can

be explained, should be assessed. If restorability appears possible, it ought to

be attempted. Only if restorability is not likely should “the patient should be

deemed to lack capacity and the appropriate third-party decision-maker should

be consulted.”76 Values-based assessment arguably addresses many, but not all,

of the biases in the “four skills” model. However, it has not yet been widely

adopted in practice.

Even should clinicians seek to replace the “four skills”model with a “values-

based” model, significant barriers exist to doing so. Some of these are cultural:

Many practitioners may resist shifting away from a widely accepted standard,

barring highly persuasive evidence that it is less effective, which is hard to

demonstrate in a relatively subjective area like capacity assessment. Inertia is

often a powerful systemic force in these regards. Another barrier that would

have to be surmounted is the existence of statutes in many jurisdictions that

have codified all or part of the “four skills” model into law. Until the 1970s, no

14 Bioethics and Neuroethics
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American state legislature had attempted to define decisional capacity. Idaho,

which did so in 1977, adopted a very broad “comprehensibility standard.”77 Yet

over the succeeding four decades, the vast majority of American state legisla-

tures have ventured into the field. The National Conference of Commissioners

on Uniform State Laws proposed a Uniform Health-Care Decisions Act

(UHCDA) in 1993, which included a definition of decisional capacity that,

while only adopted verbatim by six states, did spur many other jurisdictions into

action. The UHCDA closely followed the “four skills”model, defining capacity

as “an individual’s ability to understand the significant benefits, risks, and

alternatives to proposed health care and to make and communicate

a healthcare decision.”78

At present, forty-two US states and the District of Columbia “define decisio-

nal capacity by statute,” while only “nine American jurisdictions do not.”79 Of

the forty-two jurisdictions that have codified a definition of capacity, ten include

three or four of the “four skills,” twenty-three include two, and another six

include one.80 (Of note, several of these states have definitions that apply only if

the patient has executed an advance directive.) Most important, thirty-two of

those forty-two jurisdictions with statutes have adopted definitions narrow

enough that overt legislative action would be required to shift to a “values-

based” approach.81 These same obstacles are likely to arise outside the United

States as well. Ontario, Canada, for example, adopted a Health Care Consent

Act in 1996 that requires patients to “understand” and “appreciate” decisions in

order to establish capacity.82 In Great Britain, the Mental Capacity Act, effect-

ive as of 2007, imposed a four-skills approach very similar to that proposed by

Appelbaum and Grisso: The patient must “communicate the decision,” “under-

stand relevant information,” “retain that information” and “use or weigh the

information as part of the process of decision making,” How amenable law-

makers will be to adjusting these definitions remains an open question.83

2.5 Special Cases and Novel Challenges

2.5.1 Volitional Non-communicators

One particular challenge that arises frequently in the assessment of decisional

capacity involves patients who volitionally opt against expressing any choice.

The “four skills” model was not designed with such cases in mind. Appelbaum

and Grisso speak of the “ability to communicate choices,” not the willingness to

do so.84 Nevertheless, their “model that has become so ingrained in medical

practice that clinicians and ethicists adopt this approach reflexively in cases for

which it was not designed” on a regular basis.85 As Samia Hurst has observed,

current practice is often to accept that “it cannot be concluded that such patients
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are incompetent,” but still “treat them as if they were.”86 Patients may wish to

withhold their choices for a range of reasons including holding a “philosophical,

religious, or cultural objection to acknowledging the role or authority of the

medical team,” an unwillingness “to concede the legitimacy of allopathic

medicine,” a “lack confidence or trust in the healthcare system or their doctors,”

“[a]nger or hostility toward the care team,” or a “personality pathology . . . [or]

history of trauma that renders engagement emotionally difficult.”87 Finally,

some patients may have private reasons for refusing to engage, both valid and

rational, that they are simply unwilling to divulge. Patients who have had

negative personal experiences with the healthcare system and those who have

endured the consequences of systemic bias may be particularly unwilling to

engage.88

While the “four skills” model is clearly not appropriate for addressing such

situations, value based models will also prove deficient, so clinicians face the

dilemma of how to proceed. One recent proposal suggests a seven-step process

for approaching such patients with the ultimate goal of persuading them to

engage.89 These steps include: 1) Giving the patient maximum time to recon-

sider and ensuing that “efforts to evaluate the patient . . . occur at different times

and on different days” to be confident that “a fleeting emotion is not preventing

the patient from engaging”; 2) employing multiple different evaluators, includ-

ing non-clinicians such as chaplains and social workers, and striving for demo-

graphic concordance between evaluator and patient; 3) engaging third parties,

such as relatives, in the process to build trust; 4) affording protection from

“emotional injury or distress,” which may even “require an apology by hospital

staff designed to placate the patient’s frustrations –whether justified or not – and

to allow him to save face and avoid narcissistic injury”; 5) clarifying the

consequences of not expressing a choice; 6) exploring “the circumstances of

the refusal to engage, as well as his statements and behavior, to determine

whether it gives strong indication of the patient’s wishes”; and 7) as a default,

when all efforts to engage prove fruitless, assuming “that refusal to engage

means refusal to accept intervention,” rather than concluding that the patient

lacks capacity.90

2.5.2 Neuroimaging and Capacity

A traditional understanding of capacity held that an individual diagnosed as

being in a persistent vegetative state (PVS) lacked the ability to express himself

and therefore, by definition, also lacked the legal authority to render his own

medical decisions. Recent research by British neuroscientist Adrian Owen has

challenged that understanding. Using fMRI technology, Owen has shown that
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some PVS patients not only possess awareness, but are actually able to commu-

nicate answers to yes or no questions. As Owen described the results of his

study, after asking a patient to imagine “playing tennis to convey a ‘yes’

response” and to imagine “walking around his house to convey a ‘no’ response,

this patient was able to communicate the answers to a series of biographical

questions, such as whether he had brothers or sisters and the last place he’d

visited before his accident 5 years earlier – all pieces of information that we did

not know at the time but could verify as being correct with the family at a later

date.”91 In the short term, the implications of this research have the potential to

transform capacity assessment for a subset of patients. If such patients can

answer biographical questions, presumably they can also provide yes or no

answers to questions about medical decision-making – even, in theory, whether

to continue life support. At the same time, to what extent such limited commu-

nications can ensure the evaluator that the patient has a full understanding of his

decisions remains uncertain.

Far more significant are the potential implications of neuroimaging for

capacity more generally. As technology advances, yet unknown methods may

be developed to harness neuroimaging techniques to tap into the underlying

values or preferences of patients that cannot be extracted with traditional

methods of assessment. Rather than a static set of assessment tools, capacity

evaluation remains a dynamic field in which both clinical technology and

ethical understanding continue to evolve.

3 Informed Consent

The notion that patients must agree to interventions performed upon them by

physicians likely dates back to ancient times, but efforts to impose this obliga-

tion through legal mechanisms did not emerge until the late nineteenth and early

twentieth centuries. That is not necessarily to say that in an earlier era, phys-

icians never deferred to the wishes of their patients. In fact, considerable debate

exists in the literature regarding the prevalence of such practices. Medical

historians including Martin Pernik and Kathy Powderly have argued that such

deference and respect for patient autonomy may have been widespread.92

Pioneering yellow fever researcher Walter Reed used informed consent forms

for human subjects in Cuba as early as 1900.93 Nevertheless, the courts did not

yet recognize such safeguards as a requirement of practice. In an earlier era, the

criminal law had imposed at least a limited check upon rogue medical men who

forced surgery onto unwilling citizens though statutes banning battery and

assault. But starting at the end of the Victorian Age, courts began to enforce

such limits on medical authority through civil litigation. Later, consent to care
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alone proved insufficient to avoid liability. Rather, courts began to impose “an

explicit duty to disclose certain forms of information and to obtain consent in

both practice and research.”94 The term “informed consent” itself, when used

in this context, dates from the 1950s.95 Since that time, it has come to be used in

similar ways in both clinical and investigative settings, although this section

will confine itself to the uses of “informed consent” as it relates to consent to

treatment. By the 1970s, the doctrine of “informed consent” had become firmly

embedded in American healthcare and the failure to obtain meaningful

informed consent widely recognized as a basis for malpractice payouts.96 The

AmericanMedical Association’s Code of Ethics now states: “The patient’s right

of self-decision can be effectively exercised only if the patient possesses enough

information to enable an informed choice” and that a “physician’s obligation is

to present the medical facts accurately to the patient or to the individual

responsible for the patient’s care and to make recommendations for manage-

ment in accordance with good medical practice.”97

Definitions

Defining informed consent in the clinical arena has posed an ongoing challenge

for both courts and ethicists. In a previous section on capacity, this volume

examined the level of understanding required to agree to care. A related ques-

tion is howmuch information such an individual must receive prior to rendering

a decision. For instance, in sharing potential risks, which risks must be shared

with the patient? Clearly, not sharing any of the known risks – even those that

are highly likely –will not pass legal or ethical muster. Yet some risks are so far-

fetched that no clinician might reasonably be expected to disclose them. For

instance, explaining to a prospective surgical patient that a comet might hit the

hospital while he is under anesthesia, disrupting an operation and resulting in

a poor outcome, approaches absurdity, even though collision with such a cosmic

object is certainly a theoretical possibility. Between these two extremes, courts

have struggled to determine what level of information sharing should suffice to

meet the medical standard of care. However, the quantity and quality of

information shared is only a portion of the equation. The law must also decide

the degree, if any, to which the patient must actually understand that informa-

tion. In other words, is the standard an objective one: namely, that the physician

related the information that a physician should reasonably be expected to share

under the circumstances? Or is the standard a subjective one that requires the

patient to actually internalize and understand this information? To the extent

that courts adopt an objective standard, “informed consent” becomes

a misnomer that is better understood as “reasonable disclosure.” It is also
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worth noting that the objective standard may prove much easier for judges and

juries to operationalize. Some cosmetic surgeons now even videotape their

informed consent processes so empirical evidence exists regarding what infor-

mation was shared with prospective clients. In contrast, a subjective standard

may protect patients, especially vulnerable individuals who genuinely do not

possess an understanding or appreciation of the divulged risks. However,

a subjective standard poses several drawbacks beyond increased administrative

costs for the legal system in enforcing it. First, some patients may perjure

themselves to claim a failure to understand when they are unsatisfied with

medical outcomes. Second, patients – like everyone else –may be subject to so-

called “Monday morning quarterbacking” in which they reexamine their

choices in light of the outcomes, and assert, with sincerity, that if they had

“really” understood the risks, now that they are unhappy with the results, they

would not have consented in advance. After all, hindsight is twenty-twenty.

Disproving such claims is nearly impossible, which is why most jurisdictions

have shifted toward an objective standard.

3.1 Historical Evolution of Informed Consent

3.1.1 Early Cases

The roots of the informed consent principle in American law can be traced at

least as far back as the United States Supreme Court’s decision inUnion Pacific

Railway Company v. Botsford (1891).98 The question adjudicated in that sem-

inal case was whether “in a civil action for an injury to the person,” a court “may

order the plaintiff without his or her consent, to submit to a surgical examination

as to the extent of the injury sued for.”99 The basic facts of the case were not in

dispute: Clara Botsford had been travelling on a Union Pacific train when

a sleeping car berth collapsed and hit her on the head. What was disputed

were the extent of her injuries. Writing for a 7–2 majority, Supreme Court

Justice Horace Grey found that the right “to be let alone” embraced a right to

basic bodily integrity, even in civil litigation initiated by the party resisting

internal examination.100 According to Grey, “No right is held more sacred, or is

more carefully guarded by the common law, than the right of every individual to

the possession and control of his own person, free from all restraint or interfer-

ence of others, unless by clear and unquestionable authority of law.” As a result

of Botsford, the consent element of informed consent found a foothold in

American civil jurisprudence.

Another decade elapsed before the American courts began to apply the

general principle announced in Botsford to litigation against physicians. The

first case to do so appears to be that of Mohr v. Williams (1905), in which
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the Minnesota Supreme Court ruled that surgeon Cornelius Williams was liable

for performing an ossiculectomy upon Anna Mohr without her express

permission.101 Mohr had presented complaining of difficulty hearing in her

right ear and had consented to surgical intervention. However, while his patient

was under anesthesia, Williams determined that her left ear was in need of

surgery while her right ear was not, so changed ears without reconsenting her.

Although this operation “was in every way skillful and successfully per-

formed,” and may even have “benefited the plaintiff by curing her disease,”

she believed that her hearing had been impaired by the procedure and brought

suit.102,103 Writing for the court, Justice Calvin Brown noted that the individual

has “a right to complete immunity of his person from physical interference of

others, except in so far as contact may be necessary under the general doctrine of

privilege; and any unauthorized touching of the person of another, except it be in

the spirit of pleasantry, constitutes an assault and battery.”104 The medical

context did not absolve Dr. Williams of this general obligation and he had no

special privilege as a physician to override it. That Willaims had operated with

the best of intentions did not sway the court, nor were they willing to infer

a presumption of consent for one procedure to result from consenting for

another.

Shortly thereafter, the Illinois Supreme Court came to a similar conclusion in

Pratt v. Davis (1906).105 (In fact, theMohr court even cited a lower court ruling

in Pratt that had taken place earlier.)106 In that case, Dr. Edwin Pratt of Chicago

had performed a hysterectomy on Mrs. Parmelia J. Davis without her permis-

sion in an abortive effort to cure her epilepsy. The facts of the case were not in

question as Pratt acknowledged “deliberately and calmly deceiving the woman”

by not telling her “the whole truth” about the surgery.107 In her lawsuit, Davis

did not contend that she had been harmed during this operation, but rather that

she was owed punitive damages for the non-consented surgery, even in the

absence of actual damages. A lower court judge agreed, awarding a significant

payout to Davis. Justice Guy C. Scott upheld the verdict. He found that even in

the absence of tangible damages, “pain and suffering” following “the removal

of the uterus,” can be inferred, and Davis had failed to consent in advance to

such pain.108 In non-emergency situations, Scott ruled, a physician could not

change the course of treatment without approval of a competent patent. In the

words of the court, “The consent of the patient should be a prerequisite to

a surgical operation where he is in possession of his mental faculties and well

enough to consult about his condition without dangerous consequences to his

health, and where no emergency exists making it impracticable to confer with

him or requiring immediate action for the preservation of life or limb.”109 Alas,
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in a tragic turn of events, Davis died before the appellate court handed down the

decision in her favor.

The principles of Mohr and Pratt were extended even further in the

Oklahoma case of Rolater v. Strain (1911).110 Dr. J. B. Rolater, the operator

of a sanitarium in Oklahoma City, performed an operation on a telephone

company employee, Mattie Inez Strain, who had stepped upon a nail and

suffered a likely infection. Strain consented to an operation in which “an

incision” was to be made “in the foot or toe so as to drain the joint and remove

any foreign matter that might be found therein,” but was also assured by Rolater

that he would not remove any of her bones.111 However, during the procedure,

Rolater determined that removal of the “sesamoid bone” was essential to

a successful intervention – so he extracted the bone without Strain’s permission.

In response, Strain sued for battery. Citing bothMohr and Pratt, Judge Clinton

Galbraith expanded upon these earlier cases in finding the plaintiff liable on the

grounds that he “had not performed the procedure in the manner agreed upon

between the physician and patient.”112 In other words, it was not merely the

outcome regarding which the patient had to offer consent, but at least to some

degree, the method was also legally relevant. As discussed further below, the

extent to which a patient can guide themanner of a medical intervention remains

a complex ethical and legal challenge even to the present day.

These three rulings formed the basis for the most well-known – and, arguably,

most misunderstood – case in the history of informed consent law: Schloendorff

v. Society of New York Hospital (1914).113 For many years, the facts of the case

appeared to be clear. A 56-year-old voice coach from San Francisco, known

variously as Mary Schloendorff and Mary Gamble, moved to New York City

after the 1906 earthquake and presented to New York Hospital in Manhattan for

treatment of “stomach pain and severe weight loss, which she attributed to

anxiety resulting from the earthquake.”114 She was diagnosed with uterine

fibroids and subsequently transferred from the medical service to the surgical

service, where she allegedly emphasized to the nursing staff that she did “she

did not want an operation.”115 Nevertheless, she received a hysterectomy. As

a result of complications from the procedure, she also ultimately lost the tips of

her thumb and forefinger. Schloendorff subsequently sued the hospital, “claim-

ing $50,000 in damages for the loss of her fingers and her pain and suffering,”

but not for the loss of her uterus.116 Of interest, many of these widely believed

facts about the case have recently come into question. For instance, Chervenak

et al. noted that the “widely held belief that Ms Schloendorff did not consent

was never adjudicated to be a matter of fact” and have argued convincingly that

while “[i]t is assumed commonly that Ms. Schloendorff was the victim of an

intentional battery because she was anesthetized already when a pelvic mass
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was discovered, . . . in truth she may have been victimized by a lack of

communication among clinicians who would have legally and ethically

respected her wishes not to have surgery, if indeed that had been her expressed

decision.”117 The question before the New York Court of Appeals – the highest

court in that state – was whether to overturn a directed verdict against Ms.

Schloendorff; in other words, the court was not deciding upon the merits of her

case, just its plausibility. Justice Benjamin Cardozo, writing for the court,

assumed that a battery had occurred, as is the judge’s role when evaluating

the merits of such a directed verdict, and based upon that non-litigated premise,

observed that, “Every human being of adult years and sound mind has a right to

determine what shall be done with his own body; and a surgeon who performs

an operation without his patient’s consent, commits an assault, for which he is

liable in damages.”118 Like Judge Galbraith in Rolater, he cited bothMohr and

Pratt. More than a century later, the case is remembered for this broad principle,

rather than his attendant ruling that the hospital enjoyed charitable immunity,

preventing Schloendorff from recovering so much as a dime.119 Not until Bing

v. Thunig (1957) would New York revisit this broad exemption for hospitals

from liability.120

3.1.2 The Modern Era

Although the principle of consent was established by mid-century, the param-

eters of such consent were not fully flushed out until well after World War II.

The legacy of Nazi experimentation during the Second World War, widely

publicized in the “Doctors’ Trial” at Nuremberg in 1946 and 1947, led to the

promulgation of the Nuremberg Code, which required the “voluntary consent of

the human subject” and that the research subject “should have sufficient know-

ledge and comprehension of the elements of the subject matter involved as to

enable him to make an understanding and enlightened decision.”121 For

researchers, at least, violations of informed consent could prove the basis for

crimes against humanity. The trial also helped shape public thinking regarding

the rights of patients in clinical settings. Yet as late as the mid-1950s, some

American courts did not require full disclosure of relevant information in the

consent process.122 For instance, in Hunt v. Bradshaw (1955), the physician

“advised the plaintiff the operation was simple, whereas it was serious and

involved undisclosed risks,” and the patient lost his arm during the procedures,

yet the Supreme Court of North Carolina found no obligation to disclose the

risks of the surgery, so long as what the doctor did divulge were not “false” to his

knowledge.123 Yet starting with the California Supreme Court’s decision in

Salgo v. Leland Stanford Jr. University Board of Trustees (1957), state courts
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began to impose specific standards relating to consent upon physicians in the

field.124 In Salgo, Dr. Frank Gerbode diagnosed Martin Salgo with “a probable

occlusion of the abdominal aorta which had impaired the blood supply to the

legs” and admitted Salgo to the hospital to perform an angiogram.

Unfortunately, Salgo became paralyzed from the waist downward as a result

of the procedure. Among his claims in court, Salgo argued that Dr. Gerbode had

an obligation to warn him of this potential complication in advance and that “the

details of the procedure and the possible dangers therefrom were not

explained.”125 Judge Absalom F. Bray agreed, writing, “A physician violates

his duty . . . if he withholds any facts ‘which are [necessary to form the basis of

an intelligent consent by the patient to the proposed treatment” and “[l]ikewise

the physician may not minimize the known dangers of a procedure or operation

in order to induce his patient’s consent.”126 (Whether this knowledge of the

risks of the angiogram would actually have resulted in Salgo refusing the

procedure went unconsidered, although in practice, most patients in Salgo’s

circumstances would have accepted the risks rather than the far more dangerous

consequences of an untreated Aortic blockage.)

American courts adopted this principle in a series of subsequent cases

including, most notably, Mitchell v. Robinson (1960), Natanson v. Kline

(1960), and Cobbs v. Grant (1972)127–128 In contrast, England and Scotland

initially did not embrace an informed consent standard directly, rather encom-

passing the principle within the broader one of negligent care.129 In Great

Britain, as developed in Bolam v. Friern Hospital Management Committee

(1957), the failure to warn of risks could only be used as a basis for negligence

if all reasonable physicians would be expected to disclose these risks to a patient

under similar circumstances.130 In fact, the doctrine of informed consent did not

fully emerge in Great Britain until the early 1980s with the ruling in Chatterton

v. Gerson and Anor (1980).131

3.2 Standards of Care

The standard of care refers to the conduct required of a physician to avoid civil

liability. How much information a physician must legally share in the informed

consent process reflects the medical standard of care in this regard. Over the past

half century, the criteria for this standard have evolved rapidly. Starting in the

early 1970s, a series of cases shifted the generally accepted standard from one

that was local and descriptive to one that was national and prescriptive. As

a result, the requirements for informed consent shifted as well. Increasingly,

courts rejected the “professional practice” standard of a paternalistic medical
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culture in favor of one that demanded patients receive the information that

a reasonable patient would want to know.

3.2.1 Local v. National Standard

The standard of care for medical malpractice, including for informed consent,

was historically based upon the conduct of other physicians. This so-called

“professional practice” rule required that a physician demonstrate the same

skills as other clinicians. But which physicians was the original doctor to be

compared with – those in his local community or the most talented providers in

the nation? The Supreme Court of Massachusetts attempted to resolve this

question in the case of Small v. Howard (1880), which revolved around the

degree of skill needed to dress a wounded wrist.132 According to the court,

a physician “in a town of comparatively small population” is obligated “to

possess that skill only which physicians and surgeons of ordinary ability and

skill, practicing in similar localities . . . and he was not bound to possess that

high degree of art and skill possessed by eminent surgeons practicing in large

cities.”133 The purpose of the locality rule was to protect rural physicians “in

a time when rural and urban physicians may have had vastly different experi-

ences with respect to their education, training, and ability to obtain the latest

information relating to diagnosis and treatment.”134 One consequence was to

exclude the testimony of expert witness from outside the local community.135

Such an exclusion often made obtaining any expert impossible for plaintiffs, as

local physicians proved loathe to testify against each other. By the mid-

twentieth century, accrediting bodies had imposed national standards on most

physicians, and the differences between urban and rural care had declined

accordingly, turning the locality rule into an anachronism that often shielded

physicians providing deficient care. As a result, courts began to impose either

a statewide or national standard upon all clinicians. Massachusetts, the birth-

place of the locality rule, also became one of the first states to reject it in Brune

V. Belinkoff (1968).136 The change occurred rapidly: As recently as 2007,

twenty-one American states still followed the locality rule, while by 2014, all

but five had adopted a national standard.137 The locality principle was never

embraced in Great Britain or most other common law nations, which have

always required physicians to practice at the level of their peers at a national

level.138

A national standard of care requires that physicians possess skills and

knowledge consummate with their colleagues, but obviously not the same

resources. A small clinic in Nome, Alaska, cannot be expected to have access

to the same advanced technologies as a university-affiliated hospital in
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Anchorage or San Francisco. Rather, to the degree possible, patients in locations

with limited access to high-end technologies must be referred to centers that do

possess them. Unfortunately, making use of such referrals often requires

resources, raising equity considerations for patients endowed with fewer

funds or limited social capital.

3.2.2 Prescription vs. Description

Another question that courts historically faced in medical malpractice law-

suits that bears on the standards for informed consent is whether the standard

of care is merely a reflection of what physicians do in practice, or whether

what they should do – a normative element – is also relevant. Until the 1970s,

such cases were largely governed by the “professional practice” principle; as

long as a physician could demonstrate that his conduct was consistent with

those of other practitioners, he did not have to fear liability. As a result,

establishing a violation of this standard required expert witnesses to testify

that the doctor’s conduct did not comport with those of his colleagues, itself

a challenging barrier for potential plaintiffs in an age when physicians banded

together to protect each other’s interests. This “white wall of silence” operated

in much the way that a supposed “blue wall of silence” has historically kept

police officers from testifying against one another. Yet tort law more generally

had advanced past a descriptive standard toward a prescriptive one many years

earlier. As Justice Learned Hand wrote in the case of the in 1932, “a whole

calling may have unduly lagged in the adoption of new and available devices,”

so “courts must in the end say what is required; there are precautions so

imperative that even their universal disregard will not excuse their

omission.”139 Yet four decades later, the courts had proven reluctant to

apply this approach to the realm of medicine.

Relying on the professional practice standard was first seriously called into

question in the case ofHelling v. Carey (1974), which has been described as “the

most infamous of all malpractice cases.”140,141 In this Washington state case,

Dr. Thomas F. Carey had failed to detect primary open angle glaucoma,

a treatable condition, in patient Barbara Helling, for a period of nine years,

allegedly resulting in “severe and permanent damage to her eyes.”142 Although

a routine pressure test for the condition was readily available, low-cost and easy

to administer, no providers in the area of Dr. Carey’s practice – at a time when

the locality rule remained in effect – offered such tests to patients under age

forty because glaucoma was a rare disease in this population. To the majority of

the court, relying upon this industry standard was insufficient. Justice Robert

Hunter wrote that, notwithstanding the general practice of ophthalmologists in
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Washington State, “the reasonable standard that should have been followed . . .

was the timely giving of this simple, harmless pressure test.”143 Many states

have since adopted this prescriptive approach or have augmented a descriptive,

professional practice standard with a prescriptive rule in extreme circum-

stances. The result in Helling set the groundwork for establishing a similar

prescriptive standard regarding the appropriate amount of information to share

with a patient. No longer, if the general practice was to withhold information,

could a physician rely upon that custom in choosing not to disclose. Informed

consent, like all other areas of malpractice, developed a prescriptive as well as

a descriptive element.

3.2.3 The Rejection of Professional Practice

The rejection of a “professional practice” standard in general medical practice

soon led to a similar rejection in matters of informed consent. A decision of the

United States Court of Appeals for the District of Columbia Circuit,Canterbury

vs. Spence (1972), proved transformative in this regard.144 In that case, a 19-

year-old FBI file clerk, Jerry Canterbury, presented to Washington, DC neuro-

surgeon William T. Spence, for back pain and was determined to require

a routine laminectomy. The initial procedure went well, but Canterbury fell

from his bed during post-operative care, possibly as a result of the absence of

a “side rail to prevent the fall,” and ended up partially paralyzed. Nearly

a decade after the operation, Canterbury “required crutches to walk, still

suffered from urinary incontinence and paralysis of the bowels, and wore

a penile clamp.”145 Whether the operation or the fall caused these disabilities

was never fully ascertained. Among the many issues for the appellate court to

determine was whether Dr. Spence had a duty to warn Canterbury of the risk of

paralysis, estimated to be approximately 1 percent. In ruling in favor of

Canterbury, Judge Spottswood William Robinson III – arguably the most

plaintiff-friendly judge ever to serve on this tribunal – rejected a “professional

practice” standard that would have required Spence to divulge only what other

surgeons did under similar circumstances. Rather, according to Robinson, the

physician was obliged to make a “reasonable disclosure” of the information that

an “average, reasonable patient” would “consider important to his decision.”146

As radical as this shift proved, the standard remained objective. Whether

Canterbury actually understood the risks did not matter; rather, what was

required was to share the risks that a reasonable physician might anticipate

that a reasonable patient might wish to know in a manner that such a reasonable

patient could understand. The case proved transformative and has since been

widely – albeit not universally – followed.147 Although courts in Great Britain
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proved more resistant to this approach, rejecting the “prudent patient” standard

as recently as Sidaway v. Bethlem Royal Hospital (1985),148 more recent

decisions, most notably Montgomery v. Lanarkshire Health Board (2015),

have brought the United Kingdom in line with the United States and much of

the commonwealth.149 Unfortunately, the ruling did Jerry Canterbury himself

little good, as the case was remanded for trial, and the jury determined that

Dr. Spence had indeed met this standard.

3.2.4 Alternative Interventions

Early discussions of informed consent – both in the courts and in the ethics

literature – largely focused upon the specific treatment being offered by the

physician, rather than any potential remedies not being offered. In fact, “the

claim that patients could have avoided harm if only they had been told

about . . . the available alternatives usually carrie[d] little persuasive

weight.”150 That approach placed the burden upon patients to ascertain the

best possible treatments on their own – either through research or second

opinions. Yet in a case as infamous in psychiatry as Helling has become in

general medicine, Osheroff v. Chestnut Lodge,151 a psychiatric patient named

Rafael “Ray”Osheroff asserted that physicians did have an affirmative duty to

inform patients of alternative treatment options. In that Maryland case, the

plaintiff – himself a practicing nephrologist – was admitted to one of the

nation’s most prestigious private psychiatric facilities, the venerable Chestnut

Lodge, in 1979, suffering from crippling depression and anxiety.152 For seven

months, he received only talk therapy, rather than antidepressant medication,

with no significant improvement. His family then removed him from Chestnut

Lodge and admitted him to another upscale facility, Connecticut’s Silver Hill,

where he showed improvement after only three weeks on a combination of

phenothiazines and tricyclic antidepressants.153 Osheroff returned to the prac-

tice of medicine within the year. He then sued, claiming that Chestnut Lodge

had failed to inform him that an alternative remedy to psychotherapy was

possible. Although the case was ultimately settled out of court, the nature of

the claim and the hospital’s decision to settle generated considerable debate.

The result was a significant shift in medical practice and culture. At present,

physicians are generally expected to inform patients of alternative reasonable

treatment options. That does not mean that every psychoanalyst must offer

pharmacological therapy, only that a therapist treating a patient for depression

or anxiety should, at a minimum, inform a patient that additional effective

interventions may be available from other providers. Documenting such

a warning may prove essential in avoiding liability.
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3.2.5 Limitations

Informed consent generally requires both providing information to patients and

then honoring their choices, but the right is not without its limitations. First,

a general consensus exists that physicians do not have a duty to offer patients

options that are not anticipated to be therapeutic or are likely to prove futile.

While defining medical futility is a complex matter well beyond the scope of

this paper, once a determination has been made that such an intervention is truly

futile, most commentators agree that providers need present it as an option to

patients.154,155

Other situations arise in which providing a patient with all relevant informa-

tion for an informed choice is not sufficient to avoid liability. The most well

known of these are circumstances in which a physician and patient mutually

agree to contract outside the standard of care. For instance, if a surgeon says,

“Usually I operate with a scalpel, but for half price, I will operate with

a cleaver,” and a negative outcome results, the physician will generally be

responsible for any resulting injuries – notwithstanding that the patient had

a complete understanding of the risks and fully agreed to accept them.

Obviously, few surgeons offer to operate with substandard equipment.

However, in areas likely alternative and complementary medicine, attempts to

contract outside the standard of care are surprisingly commonplace, and

informed consent may not prove an adequate defense. If a treatment is “sup-

ported by a considerable number of respected and recognized medical experts,”

the physician may still be protected under what is known as the “two school of

thought” or “respected minority” doctrine, even if the intervention does not fall

within the standard of care.156,157 However, if a physician is the first, or one of

only a few, providers engaged in a particular course of treatment, informed

consent will not absolve him of liability. Instead, participation in a clinical

research trial – with appropriate safeguards – is the only way to avoid legal

responsibility for poor results.

Autonomy does also not afford a patient the right to micromanage care when

doing so contravenes established medical norms or is likely to disrupt clinical

practice. So, while a capacitated patient has the right to decide on a course of

treatment, and to know the risks and benefits of such treatment, the physician

can refuse to defer to the patient with regard to certain decisions that might be

thought of as “ministerial.” For instance, if a surgeon generally performs

a particular operation with a four-inch Gosset retractor, a request by a patient

that a five-inch retractor be used instead need not be respected – even in an

emergency – without some meaningful and relevant justification for the

patient’s demand. Similarly, the operating room schedule need not be
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rearranged to meet the preferences of a patient for an earlier or later procedure.

While autonomy means the patient is often right, he is not always so. Of course,

a capacitated patient is always welcome to turn down care in such situations,

even placing his life at risk, but a physician will generally not be held liable for

failing to accommodate such preferences.

3.3 The Right not to Inform

The duty of informed consent is not without its exceptions. Philosopher Onora

Oneil has saliently observed that “informed consent cannot be relevant to all

medical decisions, because it cannot be provided by patients who are incompe-

tent to consent, cannot be used in choosing public health policies, cannot be

secured for all disclosure of third party information, and cannot be obtained

from those who are vulnerable or dependent.”158 In certain contexts, even

generally capable patients may lose the ability to consent meaningfully, such

as when they become “emotionally overwhelmed” by information or this

information becomes too complex process.159 Under such circumstances, the

responsible clinician may choose to postpone the consent process, if possible, or

strive to simplify the choice for the patient. Common sense suggests that

informed consent not be required in certain circumstances, such as emergencies,

when the acuity of the situation may prevent a meaningful consent process.

Requiring informed consent prior to performing an emergent Heimlich maneu-

ver on a choking patient, for instance, would likely defeat the entire purpose of

the intervention. Similarly, most commentators accept waiver by the capacitated

patient as grounds for overriding the general requirement, as the right not to

obtain information also advances the underlying principle of autonomy.160 In

addition, “generally known risks” that do not require any medical training or

expertise are often also exempt.161 Several other situations prove more challen-

ging to clinicians and ethicists. What follows is a discussion of three areas in

which some, but not all, jurisdictions have accepted carve-outs to the general

requirement that capacitated patients give informed consent. These situations

include those involving therapeutic privilege, those in which such disclosures

run contrary to the patient’s purported cultural or religious values, and those in

which the physician chooses not to share the comparatively better skills of

competing providers.

3.3.1 Therapeutic Privilege

The doctrine of “therapeutic privilege” permits the “withholding information by

a clinician, with the underlying notion that the disclosure of this information

would inflict harm or suffering upon the patient.”162 The purpose of this
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exception to the rule of informed consent is “to avoid causing harm to the

patient by disclosure, not to avoid a patient’s refusal of treatment”163; it is

intended to be invoked sparingly. Yet as Margaret Somerville has pointed out,

even determining how to ascertain whether harm will occur is problematic.

Under different approaches, she noted, “therapeutic privilege may apply when

the reasonable physician in the same circumstances would have thought that the

reasonable patient would be harmed by receiving the information normally

required to be disclosed” or “when the reasonable physician would have thought

that this particular patient would be harmed” or “when this particular physician

would have thought that the reasonable” or “when this particular physician

would have thought that this particular patient would be harmed.”164

Unfortunately, no clear “guidelines exist for implementing therapeutic privil-

ege” and it is rarely upheld by the courts.165,166 In the United States, the

privilege is generally confined to extreme cases: Specifically, when divulging

particular information to a specific patients – based upon his known history – is

highly likely to cause him specific, significant harm. For instance, a physician

might postpone sharing a grave diagnosis with a patient, even if doing so

involved some prevarication, in order to ensure that appropriate social supports

are present before disclosure, if when last informed of a serious diagnosis, the

patient attempted to harm himself. Short-term delays in revealing physician

intent are frequently used in the setting of involuntary psychiatric admission in

order to protect patient safety.

What is clear is that the privilege does not extend to general beliefs that many

patients will benefit from a more optimistic assessment of their illness than the

facts indicate. Clearly, in the United States, one cannot withhold a diagnosis of

cancer or heart disease on the grounds that patients who believe they have

a better prognosis may enjoy higher qualities of life. Yet other jurisdictions have

accepted a somewhat broader approach to therapeutic privilege. For instance,

one Australian province allows the invocation of the privilege if disclosure will

lead to a worse outcome based upon “the patient’s personality,” “temperament”

or “attitude.”167 Yet the trend in common-law countries over the past several

decades has been toward full disclosure, so the safest course is to err on the side

of transparency. Some common law courts outside the United States have

rejected the principle of therapeutic privilege entirely in favor of absolute

truth telling. Cases that follow this reasoning include Meyers Estate et al.

v. Rogers (Ontario, 1991), Pittman Estate v. Bain (Ontario, 1994), Castell

v. De Greef (South Africa, 1994) and Teik Huat Tai v. Saxon (Western

Australia, 1996)168 Ama Kyerewaa Edwin, a critic of the practice, has argued

that, “While patients may not have the medical expertise of their doctors, they

are nonetheless in a better position to determine what is in their best interest
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based on the information made available to them.”169 Needless to say, deceiving

patients – even temporarily and for a good reason – can damage the therapeutic

relationship.

3.3.2 Respect for Values

Waiver has long been recognized as an exception the principle of informed

consent. If a patient does not wish to know about his medical condition, such

knowledge cannot ethically be forced upon him. A more complex situation

arises when a family member attempts to waive such informed consent on

behalf of a patient without that patient’s knowledge. In general, with

a capacitated patients, such waivers are invalid. Yet a relative may assert that

the patient would not want to know, complicating this issue. Such requests often

occur when the patient belongs to a cultural or religious community which still

ascribes to paternalistic notions of medical care and/or where disclosing risks or

a poor prognosis may even be interpreted by a patient as the physician not caring

about the patient’s welfare. What is to be done when a grandchild informs an

oncologist, “In our culture, we don’t tell our grandparents that they have

cancer”?170 The difficulty here is that one cannot ask the patient whether or

not he would want to be informed if he had cancer, because asking the question

telegraphs the answer. By analogy, imagine asking one’s spouse, “If I were

having an extramarital affair, would you want me to tell you?”At the same time,

the grandchild might be mistaken about the grandparent’s wishes, which in fact

might not actually align with the broader cultural or religious practices of their

community. Due diligence in such case is required. First, the physician must

search for prior evidence regarding whether the patient might indeed wish to

waive informed consent in such circumstances – either through written or oral

indications, or through decisions the patient has made in relation to his own

loved ones. For instance, in taking a routine family history, a physician might

inquire if any of the patient’s relatives have died of cancer, and then inquire

whether such a relative had been informed of the diagnosis. If the current patient

says no, that might open an opportunity to discuss the patient’s own wishes

without raising suspicions.

Another complicating factor in such cases is that distinct principles may

apply in slightly varied situations. For instance, the best approach may differ

in cases where the diagnosis is clear-cut and no medical decisions must occur

from cases that require decisions about future treatment and goals of care. Of

course, as noted earlier, even when no medical decisions must be made, a dying

patient might wish to make non-medical choices such as rewriting a will or

attempting to reconcile with estranged family members. Since honoring
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a vicarious waiver will deny the patient such opportunities, care must be taken

to ensure that the waiver is actually consistent with the patient’s overall wishes,

an assessment that may be extraordinarily difficult to operationalize with

adequate confidence in practice.

3.3.3 The Skills of Competitors

A third controversial exception to the general principle of informed consent

involves the disclosure of the ability of a physician’s competitors to perform the

intervention more effectively. Note that this differs from the question that arose

in Osheroff v. Chestnut Lodge: The question in that case was whether more

effective treatment modalities were available, not whether other providers were

more skilled in administering those remedies. As a general rule, neither courts

nor ethical canons have required physicians to compare their own skills to those

of others. For instance, one can imagine a neurosurgeon at a small community

hospital who has a 50 percent success rate in clipping brain aneurysms. If

a tertiary care center an hour away by care has a 75 percent survival rate, the

first surgeons is not expected to share this information with a prospective

patient – although he may certainly choose to do so. This exception applies

even if the patient has ample opportunity to drive to the tertiary care center. The

rationale behind this rule is not merely to shield less skilled providers from

malpractice claims. Rather, the approach serves the function of furthering

equity. If providers were compelled to compare their own skills to those of

others, many patients would shift care to more skilled clinicians – creating

bottlenecks for treatment as patients swamp talented physicians, while denying

less talented physicians an opportunity to improve their abilities. As a result,

those with higher success rates would become even more able, while those with

lower success rates would see their abilities decline from lack of practice. The

consequence of these trends would have significant implications for patients

with limited resources and social capital – as they may prove less table to travel

for care. Informing a patient at a small community hospital that the success rate

for a procedure is higher at Massachusetts General Hospital or the Mayo Clinic

may be of no more practical value than informing her that the success rate is

higher on the moon. In addition, emphasizing to such patients that better care

exists, when they cannot access it, may prove demoralizing.

A more complex challenge arises when a patient asks directly: “Can anyone

else provide better care?” In such circumstances, overtly deceiving the patients

is clearly unethical, whether or not doing so might prove a basis for

a malpractice claim. Less clear is whether this ethical challenge is resolved if

the physician informs the patient that she cannot comment on the skills of other
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providers. Doing so may be a form of deception by omission, especially if the

physician knows that other clinicians have more successful outcomes. At the

same time, requiring full disclosure only if asked raises equity concerns:

namely, that only those patients who possess enough health care knowledge to

know to inquire, and also feel empowered to do so, will benefit from such

comparative information. Finally, withholding information regarding compara-

tive talents may generally be permissible, but at the extremes, may prove

ethically unacceptable. A physician who has never before performed

a particular intervention, for instance, might be reasonably expected to share

this information with a patient. Similarly, patients will generally want to know if

their care is being provided by a house officer or a trainee. Determining

precisely where routine differentials in ability or experience transcend into

extremes remains an open and highly fraught question.

4 Advance Directives and Third-Party Decision-Making

When a patient is determined to lack capacity to make medical decisions, how

decisions should be made on that patient’s behalf has long challenged medical

professionals. Prior to the 1960s and the rise of an ethical system in theWest that

placed primacy on patient autonomy, doctors often rendered such decisions on

their own, with varying degrees of input from patients’ families. Such an

approach proved consistent with more general medical practice in which even

patients who possessed full decisional capacity often had healthcare informa-

tion withheld from them and frequently had decisions rendered on their behalf.

However, as capacitated patients gained more control over their own healthcare,

calls arose to grant similar authority to patients lacking capacity – either through

advance directives or through third-party decision-making.

4.1 Historical Background

Various movements that favored voluntary euthanasia or assistance in dying for

the critically ill emerged in the United States as early as the first decade of the

twentieth century. Cincinnati heiress Anna S. Hall (1976–1924) became an

early pioneer in such efforts, her movement particularly concerned with those

suffering from severe injuries as a result of fires and railway accidents.171

Although the legacy of involuntary euthanasia in Nazi Germany cast a dark

shadow over such efforts, they continued to appear in the academic literature,

particularly the work of British legal scholar Glanville Williams, who advo-

cated for the “establishment of a means to immunize relatives or physicians who

would administer a means of ending life upon a patient who is suffering great

pain from an incurable disease for which there is no cure or relief and which is
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fatal.”172,173 Both the Euthanasia Society (now Dying with Dignity) in England

and the Euthanasia Society of America proposed similar protocols for oper-

ationalizing his views with various safeguards including reviews by doctors.

Neither proposal gained widespread traction. Under both common law and

statutory criminal law in the United States and in the United Kingdom, those

who abetted suicide or voluntary euthanasia faced serious legal repercussions.

One particular consequence of these laws was that even when a patient could not

be subjected to treatment without his consent, if he were “in a condition in

which his consent [could not] be expressed, the physician [had to] assume that

the patient wishe[d] to be treated to preserve his life.”174 To address this

challenge, American human rights activist Luis Kutner (1908–1993) first pro-

posed in a controversial article in the Indiana Law Journal in 1968 that, when

a patient signs an informed consent document for “surgery or other radical

treatment,” the patient, “while still retaining his mental faculties and the ability

to convey his thoughts, could append to such a document a clause providing

that, if his condition becomes incurable and his bodily state vegetative with no

possibility that he could recover his complete faculties, his consent to further

treatment would be terminated.”175 As Kutner later described his proposal,

“When an individual patient has no desire to be kept in a state of complete

and indefinite vegetated animation with no possibility of recovering his

mental and physical faculties, that individual, while still in control of all his

faculties and his ability to express himself, could still retain the right of privacy

over his body in determining whether he should be permitted to die by way of

a document.”176 Kutner suggested various names for such a document including

“living will,” “declaration determining the termination of life,” “testament

permitting death,” “declaration for bodily autonomy,” “declaration for ending

treatment,” and “body trust,” but the first of these terms – living will – acquired

widespread acceptance.177 Kutner argued that an “individual could carry this

document on his person at all times, while his wife, physician, lawyer, or

confidant would have the original copy” and that “personal possession of the

document would create a strong presumption that one regards it as binding.”178

Five years later, upon Kutner’s recommendation, the American Society for

Euthanasia produced the first printed living wills. These “short and straightfor-

ward” documents stated that “if an individual had no chance of a reasonable

recovery, he or she should be allowed to die.”179 Yet at the time, these docu-

ments had no legal validity in any jurisdiction.

A far more challenging case arose in situations where patients had not

previously executed a document expressing their wishes for life preservation

if rendered permanently incapacitated. This issue became the subject of national

headlines, and public debate, as a result of the tragedy of a 21-year-old New
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Jersey woman, Karen AnnQuinlan. Quinlan had ingested diazepam and alcohol

while on an extreme diet that left her in a persistent vegetative state (PVS). Her

physicians believed that she would require “ventilator support and tube feedings

for the rest of her life.”180 Her parents, Joseph and Julia, sought to have the

ventilator turned off, but Saint Clare’s Hospital refused. In the parents’ subse-

quent legal challenge, the Supreme Court of the State of New Jersey ultimately

ruled in 1976 that Joseph Quinlan, as Karen’s court-appointed guardian, might

terminate her ventilator support – at least under certain circumstances. As

Justice Richard Hughes wrote for the court:

“We repeat for the sake of emphasis and clarity that upon the concurrence of
the guardian and family of Karen, should the responsible attending physicians
conclude that there is no reasonable possibility of Karen’s ever emerging
from her present comatose condition to a cognitive, sapient state and that the
life-support apparatus now being administered to Karen should be discon-
tinued, they shall consult with the hospital “Ethics Committee” or like body
of the institution in which Karen is then hospitalized” and “if that consultative
body agrees that there is no reasonable possibility of Karen’s ever emerging
from her present comatose condition to a cognitive, sapient state, the present
life-support system may be withdrawn and said action shall be without any
civil or criminal liability therefor, on the part of any participant, whether
guardian, physician, hospital or others.”181

Shortly thereafter, California became the first state to incorporate the validity of

advance directives into law with the recognition of living wills through the

Natural Death Act of 1976.182 In the ensuing two decades, more than forty

American states adopted some form of recognition of advance directives,

although with considerable variability in their scope.183 This evolution culmin-

ated in federal action in 1990 with the passage of the Patient Self Determination

Act. This statute required that hospitalized patients be “asked about advanced

directives,” that hospital staff “document any wishes the patient might have

with regard to the care they want or do not want,” and, most importantly,

“mandate[d] that patient advance directives be implemented if necessary,

assuming those wishes are legally valid and permissible by State law.”184 At

present, all American jurisdictions allow for patients to designate agents

through advance directives.

4.2 Agents: Classifications and Duties

In the absence of a living will or similar document, American jurisdictions now

generally allow third-party decision-making for patients. However, this has not

always been the case; even many early living will statutes made “no provision

for the person to designate another person to make decisions on his or her behalf
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or set forth the criteria for such decisions.”185 The first statutes establishing such

third-party agents, such as California’s Durable Power of Attorney for Health

Care (1984), were generally adopted later than those authorizing living wills.186

More recently, some states have adopted both forms of advance directives

concurrently. In Great Britain, decisions for incapacitated patients fell under

the jurisdiction of the courts until the adoption of theMental Health Act of 1959,

after which for many years the responsibility became that of medical

professionals.187 A series of cases, culminating in Malette v. Shulman (1992),

established the principle that “prior refusals of medical treatment would be

binding provided” that “at the time the patient made the declaration he must

have been competent to consent or refuse the treatment,” that “the patient must

have anticipated and intended his decision to apply to the circumstances that

ultimately prevail” and that “patient’s decision must have been reached without

undue influence.”188 In 2005, the right to appoint a proxy in England was finally

codified into statute in the Mental Capacity Act.

The terminology that governs third-party agents is complex and the same role

is often referred to by different names in different jurisdictions. Yet two broad

categories of third-party decision-makers exist: appointed agents and default

agents. (Guardians or conservators, appointed by the courts to render all deci-

sions for patients, generally have authority over healthcare choices by nature of

the individual’s legally determined incompetence, and are not considered here.)

Appointed agents are individuals previously designated by patients, when in

possession of capacity to do so, to make healthcare decisions on their behalf

once they become incapacitated. The rules governing whether such appoint-

ments may be oral or must be written, and whether they must be witnessed, vary

between states. Appointed agents may be variously known as “health care

proxies” (HCPs), “medical powers of attorney” (MPOAs), or “health care

powers of attorney” (HCPOAs); some jurisdictions add the descriptor “durable”

to MPOAs and HCPOAs to distinguish them from temporary agents. Other

terms found in state statutes include “healthcare agent,” “healthcare representa-

tive,” “attorney-in-fact” and “patient advocate.”189 Appointed agents can oper-

ate in conjunction with living wills. In some jurisdictions, a living will may

trump the wishes expressed by a proxy in areas where there is disagreement; on

others, the preference that best effectuates the wishes of the incapacitated

patient governs – requiring an assessment that may depend upon whether the

patient countermanded part or all of a living will to the proxy or other parties.

An individual must have capacity to appoint a third-party agent, but most

state statutes do not provide any specific standards for doing so. In two states,

Utah and Vermont, statutes define specific standards that differ notably from

those required for other forms of healthcare decision-making. In Vermont, the
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statute requires the appointing party to possess “a basic understanding of what it

means to have another individual make healthcare decisions for oneself” and of

“who would be an appropriate individual to make those decisions.”190 Utah’s

statute is far less precise, requiring only that the appointing party “understands

the consequences of appointing a particular person as agent” with a rebuttable

presumption of capacity to make the appointment.191 In other jurisdictions,

considerable latitude may exist whether to use the same standards that are

required for decisional capacity or a lower standard, largely depending upon

case law and clinical practice.192 Individuals are generally permitted to appoint

almost any competent adult as a health care proxy, although most jurisdictions

exclude current medical providers – unless those providers are also relatives and

recuse themselves from ongoing involvement in providing medical care to the

individual they represent. It should be emphasized that the capacity to appoint

a healthcare agent is not the same as the capacity of the healthcare agent.

Assessment of the agent’s capacity, if necessary, is generally not handled by

consult-liaison psychiatrists, but requires evaluation by an individual with

formal forensic training and usually occurs in conjunction with a legal proceed-

ing to appoint an alternative decision-maker. Similarly, surrogates may possess

cultural or religious values that physicians find “unreasonable” or even

“offensive.”193 How to handle such surrogates usually falls to the courts,

although some evidence suggests that mediation may also prove effective.194

Individuals appointing third-party decision-makers should be encouraged to

inform these third parties of their wishes in advance, especially in jurisdictions

that use a standard based upon the patient’s own preferences. However, consid-

erable data shows non-concordance between patients’ preferences and third-

party agents’ understanding of patients’ preferences, although agents do show

higher concordance rates than patients’ physicians.195–196 As Fredric Wolinsky

et al. have noted in a recent study, “concordance levels” between patient’s

wishes and those reported by their spouse proxies “are disappointing” and

“suggest substantial disagreements between husbands’ and wives’ responses

for themselves compared to their spouses’ proxy responses on their behalf.”197

One cause for this disparity may be a failure to discuss preferences with agents

during times of good health. Allison Seckler et al., for instance, found that only

16 percent of patients ever discussed their wishes regarding cardiac resuscita-

tion with their third-party decision-makers.198 However, even with these short-

comings, agents do demonstrate “imperfect accuracy” in matching patient

preferences that still remains substantially better than chance.199

Of course, that does not indicate that appointed agents are not valuable in

healthcare, but rather that physicians must do a better job of educating patients

that the appointment of an agent is the beginning of an ongoing process of
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sharing one’s wishes with one’s agent, not a concluding decision that requires

no further engagement. Another concern of note is that structural bias continues

to reduce the rates at which Black and Hispanic individuals appoint third-party

agents.200 However, many of these systemic factors, such as “knowledge of

health care proxies” and “beliefs about the necessity of a formally appointed

health care agent in the presence of involved family” are likely modifiable with

appropriate engagement by physicians.201

Many individuals do not appoint any third-party agent in advance. In the

absence of such an appointed proxy or power-of-attorney, decision-making

authority historically fell to either the courts or to medical providers. In 1991,

the American Medical Association (AMA) issued a report, “Decisions to Forgo

Life-Sustaining Treatment for Incompetent Patients,” that proposed a role for

third-parties in decision-making, even in the absence of prior appointment by

the incapacitated patients. One by one, states adopted laws that permitted such

default agents – generally known as surrogates – to make some or all decisions

for incapacitated patients. As of 2023, only four American states continue to

lack such statutes: Massachusetts, Missouri, Minnesota, and Rhode Island. In

other jurisdictions, the powers of such surrogates vary considerably. In some

jurisdictions, they have the same powers as appointed agents, while in others,

their powers are curtailed – especially with regard to withdrawing life support or

artificial nutrition. In New York State, for instance, proxies may terminate life

support under any circumstances which are in accordance with the patient’s

known wishes, while surrogates are limited to withdrawing such care under

defined conditions. Another key advantage of appointed agents over default

surrogates is that proxy forms are generally recognized across state lines,

assuming that the original health care proxy meets the requirements of

the second state. Many countries recognize foreign health care proxy forms as

well. In contrast, the recognition of surrogates largely depends upon the state of

current jurisdiction. Finally, the concept of a HPC or HCPOA is familiar to most

physicians and increases the likelihood that medical providers will consult

third-party agents. As default surrogacy is a more recent phenomenon, some

providers may prove less familiar with the concept and, in emergency circum-

stances, may even inappropriately override such default agents. In light of these

considerations, outpatient physicians should make every possible effort to

educate patients regarding the benefits of executing advance directives.

New York State’s Family Healthcare Decisions Act offers a fairly typical

example of the order of succession enumerated in many state statutes; surrogacy

falls to individuals in the following order 1) “A guardian authorized to decide

about health care”; 2) “the spouse, if not legally separated from the patient, or

the domestic partner”; “a son or daughter eighteen years of age or older”; “a
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parent”; “a brother or sister eighteen years of age or older,” and “a close friend.”

Patients should be aware that although “common law”marriage is legal in some

jurisdictions, and is frequently references in popular culture, many states do not

recognize common law marriage, which is a phenomenon distinct from domes-

tic partnership, and individuals may learn too late that their so-called “common

law” spouse has no decisional authority under their state’s surrogacy laws, as is

the case in New York.202

Among the issues that have challenged lawmakers in various jurisdictions

with regard to surrogacy statutes are whether and how to recognize same-sex

partners, especially before gay marriage was legalized cross the United States;

the role of partners or other agents in terminating life-support for pregnant

individuals; and how to resolve conflict when disagreements arise among

surrogate decision-makers of equal rank.203,204 For instance, a incapacitated

patient may have two sisters, both sincere in their beliefs, one of whom contends

that a patient would have wanted life support continued and the other who

insists that the patient would have wanted it withdrawn. States that follow the

Uniform Health-Care Decisions Act follow the principle that if disagreement

exists among a class of surrogates that cannot be resolved, “the supervising

health-care provider shall comply with the decision of a majority of the mem-

bers of that class who have communicated their views to the provider.” Yet

seven states require “a consensus . . . among equal-priority surrogates,” while

one gives doctors the authority to select the equal-rank party who “appears to be

the best qualified.”205 Finally, it should be noted that “next of kin” and surrogate

are not synonymous terms in all jurisdictions, although they are used inter-

changeably on occasion, and each of these parties may gain decision-making

authority under different circumstances and with different parameters. As

a general rule, one’s “next of kin” is one’s closest legal relation and gains

authority over one’s property after death in cases of intestacy. “Next of kin”

rules, either statutory or via common law, may incorporate distant relations. In

contrast, surrogacy statutes generally do not incorporate such distant blood

relatives, but often do have provisions for close friends. This discrepancy

stems from the distinct purposes of each law: “Next of kin” laws are designed

to ensure the passage of property from higher generations to lower generations

and to guarantee certainty of ownership; in contrast, surrogacy laws are

intended to ensure that the party who knows the patient best renders the patient’s

healthcare decisions.

In some cases, incapacitated patients in need of medical care will have neither

an advance directive nor a default surrogate. These individuals have historically

been known by a range of terms including “unbefriended adults” and “adult

orphans,” although both of these descriptors are increasingly considered
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stigmatized. Agentless patients, whose ranks often include the elderly and those

with limited social capital, pose distinct challenges for the healthcare system.206

Unfortunately, as legal scholar ThaddeusMason Pope observes, “no consensus”

exists regarding how such cases should be handled and, [a]cross the United

States, few jurisdictions have developed laws or policies that adequately protect

this most vulnerable population.”207 Various professional organizations, most

notably the American Geriatrics Society (AGS), have issued model guidelines

for such cases with the aim of helping to “decrease state-to-state variability in

legal standards,” but so far these efforts have proven largely ineffective.208 In

emergencies, a broad consensus has developed that life-saving care should be

provided to such patients, but much more variability exists in non-emergent

circumstances. Some states, including Florida, Illinois, Kentucky, and Virginia,

use the guardianship process for such patients in non-emergent situations, while

others, such as North Carolina, Alabama, Arizona, Connecticut and North

Carolina, “give broad statutory authorization for healthcare decision-making

to the patient’s attending physician.”209 The AGS urges clinicians to “ensure

procedural fairness regarding medical decision-making by adopting

a systematic, team-based approach that synthesizes all available evidence

regarding unbefriended older adults’ treatment preferences,” but often the

preferences of unrepresented patients cannot be determined.210 In many states,

guardians or medical providers are then called upon to act in the “best interests”

of such patients. Yet what precisely determines the best interests of these

individuals, particularly in matters of nuanced and complex medical decision-

making, often defies easy resolution.

4.3 Decisional Standards

Once a determination has been made that a patient lacks capacity to render

a particular healthcare decision and that a representative must do so, the next

question that arises is what criterion the third-party agent should use in making

a choice. The widely accepted standard today in the United States is “substituted

judgment” or “vicarious judgement” in which agents “try to make the decision

that the patient would have made if he or she were able to make decisions.”211

Dan Brock and Allen Buchanan have elaborated on this principle, requiring that

an agent “choose as the patient would choose if the patient were competent and

aware of both the medical options and of the facts about his or her condition,

including the fact that he or she is incompetent.”212 This “substituted judgment”

doctrine first developed in the nineteenth century in relation to distribution of an

incapacitated person’s property.213 As early as 1969, in the case of Strunk

v. Strunk, the principle was used to allow an incompetent man to donate
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a kidney to his brother.214 In theory, the goal is to effectuate the patient’s

autonomy. However, substituted judgement is not without significant limita-

tions. First, some patients have never previously expressed any preference on

the subject; in many cases, medical situations arise which the average layperson

could never even have anticipated or contemplated. In such cases, many

clinicians choose to base decisions upon the rather amorphous evidence on

how the patient lived his life. David Wendler and John Phillips have branded

this method the “endorsed life” approach.215 However, this principle is also

problematic: How one chooses to live while in good health does not necessarily

offer guidance regarding what choices one might make when ill. Second,

patients may have expressed prior wishes that stand in conflict with each

other. Thomas Gutheil and Paul Appelbaum offer the example of a patient

“who repeatedly engages in self-destructive and self-defeating patterns of

behavior” and then “seeks psychiatric help to learn how to stop this pattern

from recurring”; if that patient becomes psychotic, and is declared incompetent,

should the agent use the previous (competent) self-defeating, self-destructive

pattern of living” to guide decisions or “the fact that the ward, when competent,

sought help to overcome this very pattern, and thus might be expected again to

seek help, this time in the form of treatment.”216 Third, “substituted judgment”

fails to account for the well-documented “phenomenon of ‘bargaining down’, in

which patients finding themselves in a compromised state may prove willing to

accept life at a level of impairment that they previously had not thought they

would wish to tolerate.”217,218 This frequent occurrence threatens to undermine

the entire concept of what Ronald Dworkin calls “precedent autonomy,” as the

patient’s previous autonomous wishes may not be relevant to the person in his

current state.219 Despite these shortcomings, the majority of American phys-

icians continue to prefer a “substituted judgment” standard over alternatives.220

A different approach, the “best interest” standard, prioritizes the incapaci-

tated patient’s welfare over his preferences and is consistent with the bioethical

principles of beneficence and nonmaleficence. Such an approach was widely

used by both physicians and courts in the era before the development of advance

directives and default surrogacy laws. However, the best interest standard “fails

to protect the patient’s right to self-determination,” so has fallen out of favor.221

A “best interest” approach remains preferred by some ethicists, and has been

incorporated into the laws of many jurisdictions, in regard to a subset of cases

for which “substituted judgment” is believed to be either poorly suited or

logistically impossible. As discussed above, choices regarding adults without

representation are one such category. A second set of cases in which a “best

interest” standard is often applied are those in which the patient never, in the

past, possessed the capacity to render the decision in question.222 Patients with
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significant cognitive impairment from childhood, for instance, may require such

an approach: Many states view it as a bridge too far to inquire what a patient

who has an IQ of 20 might choose if she had an IQ of 120. Finally, decision-

making for pediatric patients relies to some degree upon a best-interest stand-

ard, especially when high-stakes decisions threatening severe morbidity or

mortality are involved.223 However, in other cases, a hybrid model is used,

with physicians and courts often looking to the patient’s preferences and

seeking “assent,” even when formal legal consent is not possible.224 Such an

approach has been endorsed by the American Academy of Pediatrics.225 As the

age of the minor increases and the stakes of the decision decrease, the minor is

often, in practice, afforded more say in medical choices – even if the legal

definition of the age of majority remains a per se cutoff of eighteen or nineteen

years.

4.4 Evidentiary Standards

In many cases, when trying to effectuate a patient’s prior wishes, the question

arises as to how strong or clear the evidence must be to conclude those prefer-

ences to be dispositive. This concern has historically arisen in situations in

which third-party representatives wish to withdraw life-saving or life-

prolonging care. Over the years, the American legal system has used different

evidentiary standards to address different types of factual questions. At one

extreme, criminal conviction generally requires the prosecution to advance

proof of guilt “beyond reasonable doubt.” The Federal Judicial Center defines

this standard as being “proof that leaves you firmly convinced.”226 At the other

extreme, many forms of civil litigation, such as contract disputes, merely

require that one party establish its case by a “preponderance of the evidence,”

meaning more likely than not, or in mathematical terms, 50 percent + 1. In

between these two poles, the standard of “clear and convincing evidence” has

been used as the level of proof required in many high-stakes matters outside of

criminal law such as civil commitment and revocation of child custody. The

standard has been defined as requiring evidence “so clear as to leave no

substantial doubt” and “sufficiently strong to command the unhesitating assent

of every reasonable mind.”227 Quantifying such a standard numerically has

proven challenging, but one approach takes “the preponderance of the evidence

standard as equivalent to 0.5, proof beyond a reasonable doubt as roughly 0.95,

and proof by clear and convincing evidence even more roughly . . . 0.75.”228

A 2016 survey of American federal judges conducted by Richard Seltzer and

colleagues placed the average assessment of clear and convincing evidence at

73.4 percent certainty.229 Over the past four decades, courts and legislatures
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have been called upon to determine which of these standards – or another

entirely – should be the minimum required for decisions based upon substituted

judgment.

The Constitutional question regarding the maximum amount of evidence

a state might require before an authorized representative could turn down life-

prolonging care for an incapacitated patient was addressed by the United States

Supreme Court in 1990 in the high profile case of Cruzan v. Director, Missouri

Department of Health.230 Of note, the case was also the first time the Supreme

Court had directly addressed issues surrounding the right to die. The human

tragedy underlying the case was a 1983 automobile accident inMissouri that left

a 25-year-old woman, Nancy Cruzan, in a persistent vegetative state (PVS) and

on a feeding tube. Her parents, Lester and Joyce, petitioned the state court to

terminate artificial nutrition, as they “firmly believe[d] she would not [have]

want[ed] to have tube feeding continued under such circumstances, in part on

the basis of her own statement that she would not want to continue to live if she

could not be ‘at least halfway normal.’”231 While a lower court ruled in the

family’s favor, the State Supreme Court of Missouri reversed on the grounds

that the Missouri living will statute preferred the preservation of life, and that

under the law, “no person can assume that choice for an incompetent in the

absence of . . . clear and convincing, inherently reliable evidence.”232 The

Cruzans then appealed their case to the United States Supreme Court. Writing

for a conservative 5–4 majority, Chief Justice William Rehnquist found that “a

state may apply a clear and convincing evidence standard in proceedings where

a guardian seeks to discontinue nutrition and hydration of a person diagnosed to

be in a persistent vegetative state.”233 In other words, states may demand “clear

and convincing evidence” of the patient’s preferences in cases requiring substi-

tuted judgement. With regard to the withdrawal of life-saving or life-preserving

care, some, but not all, states have chosen to do so. Many jurisdictions allow

more routine decisions to be made based upon a lower evidentiary standard.

The Cruzan decision has not been without its critics. Ethicist Susan Wolf has

argued for a lower standard, contending that “a demand for so much formality

and specificity, ultimately for the fulfilment of such impossible conditions,”

undermines the right to self-determination entirely, because it is inconsistent

with “real life” and that people do not “speak about their own death in contract-

talk, with all the i’s dotted, terms stated, and ambiguities minimized.”234 In

contrast, Constitutional law scholar Steven Calabresi has compared the with-

drawal of life-sustaining care to other legal matters in which lives are at stake in

arguing for an even higher standards. He writes that, “Ordinarily, in end-of-life

cases such as those involving heinous murderers convicted of heinous crimes,

we demand proof beyond a reasonable doubt before life may be ended,” so
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a similar standard should apply in substituted judgment cases that may result in

death.235 The aftermath of the U. S. Supreme Court’s decision in Cruzan raises

another cautionary concern: that of so-called “good faith” perjury. In

November 1990, Cruzan’s parents presented additional evidence to the court,

including testimony from co-workers that Cruzan had previously stated that she

would never have wanted to live “like a vegetable,” thereby meeting Missouri’s

clear and convincing evidence threshold.236 These conversations may indeed

have taken place, but that they had not emerged previously provoked suspi-

cions. Speaking more generally, elevating the evidentiary standard may lead

witnesses to attribute statements to the incapacitated patient – even when those

precise statements did not occur – if, in doing so, they present testimony that

does effectuate what they believe to be the patient’s prior wishes. Needless to

say, such a roundabout approach to a potentially accurate outcome undermines

the rule of law and is far from ideal.

4.5 Mental Health

4.5.1 Psychiatric Advance Directives

Initial efforts to establish the moral and legal authority of advance directives

generally excluded decision-making for patients with significant psychiatric

illness. These de facto carve-outs are not surprising, as psychiatric and medical

conditions have historically been treated very differently by the law. However,

in the late 1970s and early 1980s, a pair of landmark cases in the United States

began to reshape the legal landscape. In Rennie v. Klein (1978), the United

States District Court for the District of New Jersey found that since “mental

illness is not the equivalent of incompetency, which renders one incapable of

giving informed consent to medical treatment,” psychiatric patients who had not

been declared incompetent had a limited right to reject medication and medical

interventions.237 In a similar case, Rogers v. Commissioner of Mental Health

(1983), the Massachusetts Supreme Court found that “a committed mental

patient is competent and has the right to make treatment decisions until the

patient is adjudicated incompetent by a judge” – taking the matter out of

physicians’ hands entirely.238 It was not until the following decade that psychi-

atric patients first attempted to guide prospective treatment after determinations

of incapacity or incompetence. The first known instance occurred in 1992, when

a Minnesota woman attempted to execute such a document.239 Around this

time, Minnesota also adopted the first known “psychiatric will” (or psychiatric

advance directive/PAD) statute, which allowed for patients to authorize future

treatment without need for a court order.240 At the same time, the statute did not

on the surface permit patients to prospectively refuse treatment once
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incapacitated. Three decades later, twenty-five states had adopted some form of

legislation that either authorized PADs or incorporated psychiatric decision-

making into existing advance directive statutes.241 Similar statutes have also

been adopted in Australia, New Zealand, Canada, and the Netherlands.

In most jurisdictions that permit PADs, they are either advisory or do not

allow incompetent psychiatric patients to refuse treatment. One notable excep-

tion are those American states that fall into the Second Federal Judicial Circuit –

Connecticut, New York, and Vermont. In a high profile 2003 case, Hargrave

v. Vermont, the Second Circuit Court of Appeals upheld the right of a woman

with schizophrenia, Nancy Hargrave, to authorize an appointed agent to refuse

all psychiatric medication on her behalf, even if that meant permanent hospital-

ization on the grounds that she posed an ongoing threat to herself or others. The

court found this document enforceable as a result of the Americans with

Disabilities Act, “which requires that ‘no qualified individual with a disability

shall, by reason of such disability, be excluded from participation in or be denied

the benefits of the services, programs, or activities of a public entity, or be

subjected to discrimination by any such entity.”242 According to the court’s

reasoning, “having established a statutory basis for medical advance direct-

ives,” a state “cannot exclude involuntarily committed psychiatric patients from

its coverage.”243 No other courts in the United States have yet reached the same

conclusion.

Binding psychiatric advance directives are a form of “Ulysses contract”

intended to overcome akrasia or “weakness of the will.”244 The terminology

stems from the Homeric epic, the Odyssey, in which the Greek King of Ithaca,

Odysseus (Ulysses in Latin), wishes to hear the alluring music of the Sirens,

lyrical, human-like creature, possibly mermaids, without approaching so close

that he perishes upon the rocky shores that they inhabit. To avoid such a fate,

Odysseus commands his sailors to bind him to a mast, while placing bees wax in

their own ears, and to refuse to release him despite his gestures to the contrary

while they pass the Sirens’ lair. In other words, Odysseus overcomes his future

akrasia with an irrevocable prospective order. Psychiatric advance directives

offer psychiatric patients a similar opportunity to “commit themselves to

a future treatment plan and [to] forfeit their own right to object to the decision(s)

outlined in that plan, should they lose decision-making capacity” in the

future.245 Of course, binding oneself to a future outcome is a controversial

proposition, especially in light of the “bargaining down” phenomenon dis-

cussed previously.

Psychiatric advance directives remain contentious. While concerns have

been raised that such directives may “contain preferences that are unclear or

incompatible with practice standards,” a systematic review by Anne-Sophie
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Gaillard and colleagues found PADs to “document clear, comprehensive, and

clinically relevant preferences regarding future mental health crises.”246

Engaging with patients in the context of their own cultures has been shown to

increase the efficacy of PADs.247 Critics argue that some patients, even when

they meet the minimum standards of capacity, lack a true appreciation of the

consequences of binding themselves to remain psychotic in the future.

Psychiatric advance directives are also not without financial implications for

society at large, as patients who go untreated may pose a burden to the

healthcare system and the taxpayers in the long run. When public will limits

the overall resources allocated toward mental healthcare, the decision of one

patient to refuse care may indirectly exhaust funds that could help other

psychiatric patients in need.

4.5.2 Diminished Capacity

While the law recognizes that different types of healthcare decisions require

differing levels of cognitive ability and understanding – a specific, sliding scale

approach to capacity – it generally considers capacity for each specific decision

on an all-or-none basis. Either a patient crosses the threshold of capacity for that

decision, or he does not.248 The reality in clinical care is that patients often

suffer from some level of diminishment in their capacity due to outside forces,

from duress to distress, that influence decision-making. “Diminished capacity”

is a particularly relevant factor in patients who wish to turn down medical care

as a result of depression; clinicians and courts must often decide whether the

depression rises to such a level as to impair a medical decision rather than

merely to influence it. In cases of patients with “poor medical prognoses and/or

low quality of life” (PMP/LQL), the patient may suffer from depression “yet

voice a desire for death under circumstances in which he would prefer death

even if not depressed.”249 Whether agents should have authority to make

decisions accordingly, or whether physicians and the courts should override

the patient’s prior wishes as a result of the depression, is a matter of ongoing

debate. For instance, “a healthy person might well instruct a proxy, ‘If I ever end

up critically ill and depressed, please let me die rather than impose unwanted

psychiatric care upon me, even if I have some prognosis for recovery’.”250 If

that patient then loses capacity, but still expresses an interest in continuing life-

preserving interventions, should the prior wishes as voiced by the agent trump

the current wishes voiced by the incapacitated patient? Honoring “precedent

autonomy” argues for upholding the prior wish; at the same time, terminating

life-saving care for a patient who vocally expresses a wish for such treatment to

continue may trouble many providers and ethicists. Yet if one does not uphold
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“precedent autonomy” in this instance, one is then hard pressed to find

a distinction between this case and many others, risking the unravelling of the

premise upon which the entire concept of advance directives is based.

4.5.3 Medical Aid in Dying

The issue of diminished capacity among certain psychiatric patients raises

distinctive issues related to so-called “assisted suicide” or “medical aid-in-

dying” (MAID), as this practice becomes legalized in an increasing number

of jurisdictions. Most patients seeking MAID are terminally ill or suffering

intractably, so the question inevitably arises whether these factors inherently

cloud the judgment of those seeking to end their own lives. These issues are

exacerbated when the patient’s suffering is the result of psychiatric illness. In

1998, an unidentified, 53-year-old Swiss citizen with a history of bipolar

disorder sought a prescription for a lethal dose of sodium pentobarbital, claim-

ing “a right to self-determination under Article 8 of the European Convention on

Human Rights,” and a Lausanne court agreed.251 Since that time, MAID for

patients with mental illness had been legalized in several other nations including

the Netherlands, Belgium, Luxembourg, and Canada.252 These jurisdictions

generally require multiple safeguards in such cases not demanded in general

medical decision-making. The Netherlands and Belgium also allow certain

patients, such as those suffering from progressive dementia, to authorize

MAID at a future point, when they are no longer capable of making such

decisions. Thus, a patient may be able to live with dignity until a future moment

in time at which their present-day self would no longer wish to live, preventing

people from being forced into MAID prematurely. Yet whether an agent or

third-party ought to be permitted to authorize MAID on a patient’s behalf,

barring explicit prior authorization, remains an unsettled – and unsettling –

ethical question.

4.6 Ongoing Challenges

4.6.1 Standards for “Never-Capacitated” Patients

Two state court cases from the late 1970s and early 1980s, one from New York

and the other from Massachusetts, offered two distinct pathways for handling

third-party decision-making for patients who, due to cognitive impairment, had

never possessed capacity to render the medical decision in question. In the first

of these cases, Superintendent of Belchertown State School v. Saikewicz (1977),

involved a 67-year-old, institutionalized, non-verbal man with an I.Q. of 10 who

had been diagnosed with acute myeloblastic monocytic leukemia (AMoL).253
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He had no family willing to provide any relevant history or assist in medical

decision-making. The Massachusetts courts had to decide whether to authorize

chemotherapy that had the potential to extend Joseph Saikewicz’s life at the

expense of side effects. The Supreme Judicial Court of Massachusetts chose to

impose a substituted judgment standard. The courts based their choice upon

“that which would be made by the incompetent person, if that person were

competent, but taking into account the present and future incompetency of the

individual as one of the factors which would necessarily enter into the decision-

making process of the competent person.”254 Critics including Daniel Lee

objected on the grounds that “to speak of a right of refusal when no capacity

for choice has ever existed, to make decisions in the name of autonomy when no

authorization to do so has been extended by the patient, and to ascribe prefer-

ences to a patient when there is no track record on which to base these

preferences is to over-extend the notion of patient autonomy and the accom-

panying notion of the right to refuse medical.”255 Most states subsequently

rejected a substituted judgment standard for the so-called “never-capacitated,”

preferring a best-interest approach. The first of these cases, that of In re Storar,

laid the groundwork for most of the legislation and case law that followed.

A fifty-two-year-old New York man who had been cognitively impaired from

birth and institutionalized for forty-seven years developed bladder cancer, for

which his elderly mother sought to turn down care on his behalf.256 In distin-

guishing the case from those of patients who had previously possessed capacity,

where the New York courts required “clear and convincing evidence,” Chief

Justice Sol Wachtler wrote for a Court of Appeals majority that in the case of

a never-capacitated patient like John Storar, it would be as “unrealistic to

attempt to determine whether he would want to continue potentially life pro-

longing treatment if he were competent” as to ask whether, “if it snowed all

summer would it then be winter?”257 Instead, Wachtler used a best interest

standard, which is now widely followed in most American jurisdictions.

Early challenges to the “best interest” approach in such cases argued that

more deference ought to be afforded the wishes of families.258 More recently,

criticism of using the best interest standard has raised concerns regarding the

ways in which doing so undermines the interests of cultural or religious minor-

ities. Instead, these critics favor allowing third-party representatives to decide

such cases based upon the values of the community into which the never-

capacitated patient was born – rather than secular society at large. For instance,

Appel has argued that “while not everyone shares the religious or cultural values

of their parents or families, individuals usually do so at least until they willfully

choose another set of values or traditions,” influenced by both biological and

environmental factors.259 As a result, “since never-capacitated patients, if they
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had possessed capacity, would likely have experienced both the biological and

environmental influences of their families, it follows that their preferences

would have been much more likely to reflect those values than to approximate

those of a hypothetical average or reasonable person.”260 Moreover, in such

insular communities, “these values are likely to be well thought out and deeply

held.”261 Allowing members of such groups like Chasidic Jews and Amish

Mennonites to follow the community best-interest standard, rather than the

broader societal one, seems to more closely approximate the goals of maximiz-

ing autonomy. Finally, one might not unreasonably conclude that such patients,

if they did possess capacity, would wish to minimize distress to their families,

giving them even further incentive to adhere to their community’s standards.

While such deference to community values has not yet eclipsed the traditional

best interest approach in courts or legislatures, it continues to attract interest and

support among clinicians and ethicists.

4.6.2 Absent Agents

One challenge that frequency arises in the hospital setting involves the location

and accurate identification of the appropriate representative. In many circum-

stances, the patient will arrive in an acute medical crisis without the ability to

communicate the identity of, or contact information for, an appropriate

decision-maker. Even when such information is available, that does not mean

that the representative will prove easy to find. Inevitably, clinicians must have

guidance regarding how much effort is required to track down an agent before

deciding that such an endeavor has failed, enabling them to stop searching and

permanently circumvent that party for the next identifiable agent. Of note, while

patients may designate joint agents and/or back-up agents, without specific prior

authorization from the patient, representatives generally cannot designate alter-

native third parties as agents ahead of those of next rank (whether by appoint-

ment or default). For instance, if one’s spouse is one’s unappointed surrogate,

but declines the role, the next decision maker will be the next party on the

surrogacy list, such as an adult child; the spouse cannot assign a different party

to render decisions. Most jurisdictions offer some statutory guidance on the

level of exertion required to locate agents, such as a “reasonable” or “diligent”

effort.262 Such attempts should be tailored to the amount of time available

before decisions must be rendered; as a general rule, if a higher-ranked agent

presents later in the care process, that individual automatically assumes their

rightful role as agent.

A related challenge involves “imposter” agents: third parties who identify

themselves as representatives when they in fact do not have legal authority.
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In many cases, these so-called “impostors” are acting in good faith – such as

a “common law” spouse who presents as the patient’s husband or wife without

noting that no legal marriage has occurred. In other cases, purported represen-

tatives may act out of convenience, such as the close friend who claims to be

a relative for a patient without known relations, believing that doing so will

facilitate care. In extreme cases, individuals acting in bad faith will claim

relationships or even forge healthcare proxy forms for nefarious purposes. For

instance, a subletting roommate of a patient who suffers a sudden cognitive

decline may fear eviction if a patient expires or is placed in a nursing home, so

will claim to be an agent to keep the patient alive and at home – to prevent his

own eviction. In most cases, the identity of the agent will prove apparent, such

as when the patient confirms a familial relationship or friendship.263 Physicians

need not engage in invasive queries that risk undermining the therapeutic

relationship, such as requesting a marriage license. However, if suspicions do

arise, then the care team has an ethical obligation to engage in meaningful due

diligence to confirm the purported agent has legal authority. Doing so ensures

that both the autonomy and welfare of the incapacitated patient are best served.

4.6.3 Pregnant Patients

Third-party decision-making for incapacitated pregnant patients is among the

most legally and ethically fraught issues in the field of bioethics. In many cases,

of course, no conflict arises. For instance, when the healthcare interests of the

patient and fetus coincide, and the agent acts to further both of these interests

simultaneously, no ethical dilemma exists. In contrast, when either the interests

or prior wishes of the pregnant patient diverge from the interests of the fetus,

representatives may find themselves in a challenging bind. Across time and

geography, different cultures have placed different degrees of weight on the

value of the parent’s life, and to a lesser degree the parent’s health or prefer-

ences, vis-à-vis the fetus. At present, both American Constitutional law and the

general consensus in Western bioethics strongly favors preserving parental life

and health in the absence of clear indication that pregnant individual holds

preferences to the contrary. However, in the absence of a serious threat to

parental life or health, some jurisdictions, such as Texas, limit the authority of

agents to endanger fetal welfare, or even temporarily suspend the authority of

advance directives during pregnancy.264 Such “pregnancy clauses” have gener-

ally been upheld by courts, and in the aftermath of the United States Supreme

Court decision in Dobbs v. Jackson Women’s Health Organization (2022),

allowing states to criminalize elective abortions, that appears unlikely to change

any time soon.265
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Ethical and legal concerns about third-party decision-making for pregnant

patients are magnified in situations in which the patient has suffered an illness or

injury requiring life support. For example, should a pregnant patient’s prior

express wish to terminate life support, if that patient were ever to find herself in

a particular medical condition, override the goal of preserving fetal life? And if

the patient did not previously address the issue of pregnancy in particular,

should the mere condition of being pregnant be treated as a variable that

might have led the patient to a different preference? Even if an agent focuses

solely upon effectuating the pregnant patient’s autonomy, without any concern

for fetal welfare, that agent might need to take into account how “the woman’s

prognosis, the viability of the fetus, the probable result of treatment and non-

treatment for both mother and fetus and the mother’s likely interest in avoiding

impairment for her child together with her own instincts for survival, should be

weighed against each other.”266 Yet most patients have likely never contem-

plated such complex factors in advance. Clinicians and agents may even

confront circumstances in which a pregnant patient is legally brain dead –

which then raises the question of to what degree the patient’s prior wishes

regarding parenthood or bringing the child to term should guide decisions to

remove artificial ventilation or similar life support.267 All of these issues defy

easy consensus.

4.6.4 Defining the Default

In many cases where the law requires that an incapacitated patient’s “best

interests” be used to choose a course of care, the “best interests” of that

individual are not entirely clear. How best to balance the goals of extending

life and of reducing suffering, whether physical or existential, is a philosophical

question rather than a scientific one. While the principle of autonomy creates

room both for individuals who wish to have their lives preserved at any personal

cost, as well as those who believe life beyond a certain point is undignified or

not worth living, no easy method exists for determining which values should be

prioritized as a default when a patient’s wishes have never been voiced or

cannot ever be known. Historically, Western bioethics and Anglo-American

law have favored life extension as a default. Increasingly, some scholars have

criticized this assumption. Many approaches exist to help guide society to

answers in this regard. For instance, one could harness the democratic process

and establish as a default the preference that would be voiced regarding care by

a societal majority, noting that the issue of how to define the denominator is

itself challenging. For example, for a patient born into an Amish family, would

the majority consensus reflect that of the average American or the average
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Mennonite? Alternatively, one might also consider the social and economic

implications for others in determining whether or not to withdraw care as

a default. What should be recognized is that no answer here is values-free,

and depending upon one’s own personal and cultural biases, one may construct

a persuasive, if not dispositive, argument for a range of positions. In short, as in

many areas of medical decision-making, there are no easy answers.
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